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1 I N THE UNI TED STATES DI STRI CT COURT
2 FOR THE NORTHERN DI STRI CT OF
3 VWEST VIRA NI A
4 Cvil Action No. 1:22-cv-00061-TSK
S e X
6 REGENERON PHARMACEUTI CALS, | NC. ,
7 Plaintiff,
8 - agai nst -
9 MYLAN PHARMACEUTI CALS | NC.
10 Def endant .
1 e I X
12 650 Fifth Avenue

New Yor k, New York
13

Decenber 16, 2022
14 9:12 a.m
15
16 VI DECTAPED HYBRI D DEPCSI Tl ON of
17 KAREN CHU, a witness in the
18 above-entitled action, held at the above
19 time and pl ace, taken before Dawn Matera,
20 a Shorthand Reporter and Notary Public of
21 the State of New York.
29 * * *
23
24
25
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1 APPEARANCES: (Continued 1 THE VIDEOGRAPHER: Good morning.
3 WILLIAMS& CONNOLLY LLP 2 We are going on the record at
Attorneys for Regeneron Pharmaceuticals, .
4 e 3 am. Eastern Standard Time. Please
. Svggl’l':gft‘g A od 4 note that the microphones are
6  By: ELLEN E. OBERWETTER, ESQ. 5 sensitive and may pi ck up WhiSpEfi ng
eoberwetter@wc.com . .
. KATHRYN S, KAYALI, ESQ. 6 and private conversations. Please
. kkayali@wc.com 7 mute your phones at thistime. Audio
9 8 and video recording will continue to
RAKOCZY MOLINO MAZZOCHI SIWIK LLP .
10 Attorneys for Mylan Pharmaceuticals 9 take pl ace unI €ss a“ partles agree to
" gu Vz 'gggbard Street 10 go off the record.
ite . . . .
Chicago, Illinois 60654 11 Thisis media unit 1 of the
12 ; it
By: DEANNE M. MAZZOCHI, ESO. 12 video-recorded dgposmon of Karen Chu
13 dmazzochi@rrzmsegal.com 13 taken by counsel in the matter of
Remote Att .
14 SEE';‘;:Y AenMinéi EsO. 14 Regeneron Pharmaceuticals, Inc. versus
. L"‘Eﬁ?;"‘s”ﬂﬁaé;‘)gw 15 Mylan Pharmaceuticals, Inc., filed in
hsalmen@rmmslegal .com 16 the United States District Court for
d . .
1o (RemoeAtendnes 17 the Northern District of West
18 CAREY DOUGLASKESSLER & RUBY PLLC 18 V| rg| n|a., CiViI ac[ion number
Local Counsel for Regeneron
19 Pharmaceuticals, Inc. 19 1: 22-CV-00061-TSK .
707 Virginia Street East . . ...
20 901 Chase Tower 20 The location of this deposition
" Charleston, West Virginia 25301 21 isin the offices of Williams &
By: DAVID POGUE, ESQ. 22 Connolly, 650 Fifth Avenue, New Y ork,
22 drpogue@cdkrlaw.com H
(Remote Attendence) 23 New York. My nameis Zef Cotaand |

N
w
)
N

am the videographer. The court

room have been noted for the
stenographic record.

Will the court reporter please
swear in the witness and then counsel
may proceed.

K AREN CH U, theWitness herein,

having first been duly sworn by the

Notary Public, was examined and testified

asfollows:

EXAMINATION BY MS. MAZZOCHI:
Q. Thank you. Good marning,

Ms. Chu, my name is Deanne Mazzochi.

Can you please state your full

name and address for the record.

6 By: JOHN PIZZO, ESQ.
john.pizzo@steptoe-johnson.com
7 (Remote Attendance)

2 25 reporter is Dawn Matera, from the firm
Page 3 Page 5
1 APPEARANCES: (Continued) 1 of Veritext.
2 2 | am not authorized to
3 EZ Eﬂ%ﬁé@"%‘:k‘ﬂ?ﬂ:‘] PLLC 3 administer an oath. | am not related
4 707 Virginia Street East ‘51 ]EQ anylglaltr ty 't” tg';ts‘;c?'ot”hnor ‘i‘m !
Chase Tower, 17th Floor inancialy inter in the outcome.

5 Charleston, West Virginia 25301 ‘75 Counsel and all present in the

8

9

0

©
P
[

10 Also Present:

11 ADAM BERNSTEIN, Regeneron

12 PETRA SCAMBOROVA, Regeneron
13 ZEF COTA, Videographer

14 ~000~

el el
© 0~ oG

NERERRERRR R
QOWoO~NOOTPAWN

- 21 A. Yes, Karen Chu, and my home
22 22 addressis 73 Richbell Road, White
23 23 Plains, New York 10605.

24 24 Q. Isthisyour first timegiven

25 25 testimony under oath?

2 (Pages2-5)
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completion of my degree, | joined asmall
biotech company located in the San
Francisco Bay areacalled Seqirus
Pharmaceuticals.

After working at that company
for alittle over ayear, | movedto a

25

28046
Page 6 Page 8
1 A. | previously gave testimony 1 company here on the East Coast, Purdue
2 under oath in adifferent case many, many 2 Pharma. And then worked for them for
3 yearsago. 3 approximately alittle over two years
4 Q. Okay. Doyou recal -- did 4 before moving to asmall contract
5 that case involve Regeneron? 5 research organization called Barton &
6 A. ltdid not. 6 Polansky, located herein New York City.
7 Q. Diditinvolveany VEGF 7 After that, | joined a company
8 inhibitors? 8 that was headquartered in Gaithersburg,
9 A. ltdidnot. Itinvolved a 9 Maryland called GenVec. They were agene
10 personal liability suit against the 10 therapy company. And after | left -- |
11 summer camp | went to. 11 waswith GenVec for four years before
12 Q. Haveyou participated at al in 12 joining Regeneron.
13 any FTC proceedings prior to being 13 Q. How did you get involved in or
14 deposed in this case? 14 what training did you receivein
15 A. No, | have not. 15 connection with clinical -- human
16 Q. Haveyou been asked to provide 16 clinical trials?
17 documents or recordsin connection with 17 MS. OBERWETTER: Object to the
18 any matter involving the United States 18 form.
19 government and Regeneron? 19 Y ou can answer it.
20 A. | havenot. 20 A. Okay. Just aclarification,
21 Q. How about any claimsinvolving 21 areyou asking about training | received
22 astate government? 22 throughout my career or specific to
23 A. No, not that | am aware. 23 Regeneron?
24 Q. How about any litigation 24 Q. Right, throughout your career,
25 involving Regeneron and an insurer or an 25 because with an MSin nutrition, jumping
Page 7 Page 9
1 HMO? 1 into quality assurance roles and clinical
2 A. Notthat | am aware of. 2 researchroles such as at GenVec, you
3 Q. Haveyou received any subpoenas 3 know, how did you -- what type of
4 to appear before a state or federal grand 4 training did you get in order to --
5 jury? 5 either in connection with those roles?
6 A. | have not received any 6 A. Sure. Sothevery first
7 subpoenas. 7 position | had in clinical research was
8 Q. Canyou please state for the 8 asaclinical trial assistant. And as
9 record your educational background post 9 part of my rolel helped with the
10 high school? 10 operations of clinical trialsand
11 A. Sure. | have abachelor's of 11 received good clinical practicetraining
12 science degreein biology from Cal Poly 12 aspart of my role.
13 San Luis Obispo and a master'sin human 13 So GCP training was provided
14 nutrition from Columbia University. 14 both by in-house individuals aswell as
15 Q. And can you please describe 15 [I've attended external courses on both
16 your employment history after you 16 good clinica practice, aswell as
17 graduated from Columbia University with 17 international conference on harmonization
18 you areyour MSin human nutrition? 18 practices.
19 A. Sure. After graduation and 19 Q. Do you have any certifications

in connection with either clinical
practice work or the international
harmonization standards?

A. 1donot hold any current
certifications.

Q. Haveyou previously?

3 (Pages6-9)
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having some, as many biotechnology
companies do, some troubles with funding
as well as some hiccups in terms of being
able to move products forward in their

28047
Page 10 Page 12
1 A. Previoudy | did have a 1 for alot of small companies, in that
2 certified contract research associate 2 rolewore several different hats and had
3 certification. 3 abroad range of responsibilities as it
4 Q. And how did you get that? 4 related to clinical development. And
5 A. That required a certain number 5 over the years moved into more of a
6 of hoursaswell astaking an exam 6 clinical project management role and then
7 through the Association of Clinical 7 findly into my current role.
8 Research Professionals. 8 Q. Okay. Andwasyour initial
9 Q. Isthere areason why you 9 title, what wasit, director of
10 allowed your certification on that to 10 therapeutic area, project management?
11 lapse? 11 A. Sothat was not my first title
12 A. Soinmy over 25 years of 12 at Regeneron.
13 experiencein clinical development, it 13 Q. Okay. What was your first
14 wasnot critical to therole | have now 14 title?
15 andfelt that it was not necessary to 15 A. My recollection isthat my
16 keep that certification. 16 first title was senior clinical trial
17 Q. Allright. Tell me how you 17 manager. But the director of therapeutic
18 cameto be employed at Regeneron? 18 areaproject management was a promotion
19 A. So the company | worked for 19 into abroader clinical project
20 just prior to Regeneron, GenVec, was a 20 management role.
21 small biotechnology firm, and they were 21 Q. Andthen did you ever have any

individuals who reported to you in those
roles?

A. Atthetimethat | wasa
clinical trial manager | had a group of

Page 11
pipeline. And at the time | was working

both on a product they had in devel opment
for oncology as well as ophthalmology.
And when the company conducted a round of
layoffs | personally was not laid off,
but it certainly signaled some
uncertainty in the company's future. |
made a decision to start looking
potentially for another position.
At thetime | was already

living in the New Y ork area and Regeneron
was very much in the news because of
their -- because of the VEGF-Trap
molecule and their work in oncology. And
so | networked with afriend of mine and
contacted a few people in the company to
seeif they had aneed for somebody with
my background. Dr. Jesse Cedarbaum was
the person who hired mefirst at
Regeneron.

Q. Andthen what wasyour initial
role and responsibilities at Regeneron?

A. Sowhen | joined the company |
joined as a senior clinical trial
manager. And then asistrue, | think,

Page 13
people that reported to me who, who were

more junior clinical trial managers and
involved in the operations of the
clinical trials.

Q. Okay. How do you differentiate
what your role was versus what you call
the operations of the clinical trials?

A. Sowithin clinical research,
there are several people who contribute
to any aspect of conducting aclinical
trial. So the actual operations of the
clinical trial, which includes everything
from ensuring that clinical study sites
areidentified and trained appropriately
to providing supplies for the clinical
study sites, to deciding which
laboratories to use or how labs will be
collected. That typically is considered
part of the operationsrole. So they're
realy, that, you know, they really
oversee the actual execution of the
clinical trials.

Q. Okay. And then who -- when you
were at Regeneron, say, in the -- when
you first joined Regeneron, who was

4 (Pages 10 - 13)
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Page 14 Page 16
1 responsible for the actual design of 1 seenthisdocument in the context of my
2 clinical trials? 2 preparation for my deposition and this
3 MS. OBERWETTER: Object to the 3 does appear to be the '601 patent.
4 form. 4 MS. MAZZOCHI: Great. Let me
5 Y ou can answer. 5 put in front of you a document that
6 A. Could you be more specific? Do 6 we'll mark as Defendant's Exhibit 5,
7 you mean broadly al clinical trials at 7 U.S. Patent Number is 11,253,572, and
8 Regeneron or are you asking specifically 8 can you confirm that Exhibit 5 placed
9 about trialswith VEGF-Trap. 9 before you isthe '572 patent?
10 Q. Let'sfocuson VEGF-Trap. If | 10 (Defendant's Exhibit 5, U.S.
11 call VEGF-Trap aflibercept, isthat all 11 Patent Number 11,253,572, was so
12 right aswell? 12 marked for identification, as of this
13 A. That'sdl right. | understand 13 date.)
14 it to be the same molecule. 14 MS. OBERWETTER: Can| just ask
15 Q. Okay. Gotit. Sowe canfocus 15 by way of exhibit numbering, are these
16 on aflibercept? 16 sequential of what happened yesterday?
17 A. Atthetimel joined Regeneron, 17 MS. MAZZOCHI: Ellen, because we
18 Dr. Jesse Cedarbaum was the vice 18 have so many depositions going on,
19 president responsible for designing 19 several of the exhibits that we know
20 clinical trials, but al clinical trial 20 arelikely to get used over and over
21 designswere aso vetted with senior 21 again, we've premarked them. So we're
22 management including individuals like Len 22 not marking the same one over and
23 Schleifer and George Y ancopoul os. 23 over.
24 Q. Okay. And Len at thetimewas 24 MS. OBERWETTER: That'sfine.
25 the CEO? 25 MS. MAZZOCHI: With different
Page 15 Page 17
1 A. Yes, Dr. Schleifer wasthe CEO 1 numbers.
2 thenasheisnow. 2 MS. OBERWETTER: Okay. Makes
3 Q. And George Y ancopoul os was the 3 sense.
4 senior, | think, chief scientific 4 A. So, sorry, Deanne, can you ask
5 officer? 5 your question again?
6 A. | actually don't remember what 6 Q. Sure. Ms. Chu, canyou just
7 histitlewaswhen | joined the company, 7 confirm Exhibit 5 placed beforeyou is
8 but hiscurrent titleis chief scientific 8 the'572 patent?
9 officer. 9 A. Yes, thisappearsto bethe
10 MS. MAZZOCHI: That'sfine. | 10 '572 patent.
11 would like to put in front of you a 11 Q. And you have seen this document
12 document | will mark as Defendant’s 12 Dbefore?
13 Exhibit 4, which is United States 13 A. | have seen this document in
14 patent number 10,888,601B2. If you 14 preparation for this deposition.
15 can just confirm that's a document 15 MS. MAZZOCHI: Okay. And let me
16 that was put in front of you. 16 provide you with a document that |
17 (Defendant's Exhibit 4, United 17 will mark as DX 200, whichistitled
18 States Patent Number 10,888,601 B2, 18 "Plaintiff's Rule 26(a) Initial
19 was so marked for identification, as 19 Disclosures."
20 of thisdate.) 20 (Defendant's Exhibit 200,
21 Q. Haveyou confirmed that you 21 Plaintiff's Rule 26(a) Initial
22 have seen that document before and that 22 Disclosures, was so marked for
23 Exhibit 4 isthe'601 patent? 23 identification, as of this date.)
24 (Witness reviews document.) 24 Q. And canyou confirm the
25 A. | canconfirmthat yes| have 25 document before you marked as DX 200 is

5 (Pages 14 - 17)
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Page 18 Page 20
1 titled "Plaintiff's Rule 26(a) Initial 1 mind, theterm "conception” when it comes
2 Disclosures'? 2 toany inventions disclosed?
3 MS. OBERWETTER: Object to the 3 MS. OBERWETTER: Object to the
4 foundation. 4 form.
5 Y ou can answer. 5 A. | mean, | understand the word
6 A. Sol can confirm that the 6 andwhat it could mean.
7 document says Plaintiff's Rule 26(a) 7 Q. Okay. What'syour
8 Initial Disclosures. 8 understanding?
9 Q. Okay. If you can take alook 9 MS. OBERWETTER: Object to the
10 at thethird page of the exhibit, there 10 form.
11 isatablethere and the second entry in 11 Y ou can answer it.
12 thetable says Karen Chu. Let me know 12 A. Okay. Obvioudly, the
13 when you've gotten to that entry? 13 conception would be certainly the idea or
14 A. | seethat entry. 14 the decision to move forward with any
15 Q. Okay. Now it states, for you, 15 gpecific aspect of aclinical study
16 Karen Chu, that one of the subject 16 design or development for a product.
17 mattersthat you have knowledge of isthe 17 Q. Andwhat'syour understanding
18 conception and reduction of practice of 18 of theterm "reduction to practice" when
19 theinventions disclosed and/or claimed 19 it comesto the inventions disclosed in
20 inthe'879, '338, '069, '681, '205, '601 20 the patentslisted here in association
21 and '572 patents and the clinical 21 withyou?
22 properties of aflibercept. 22 MS. OBERWETTER: Object to the
23 Do you see that? 23 form and foundation.
24 A. | do seethat. 24 Y ou can answer.
25 Q. Doyou know if that's atrue 25 A. 1 don'tthink | can adequately
Page 19 Page 21
1 statement, that you have knowledge on 1 spesk to the meaning of that phrase.
2 thoseissues? 2 Q. Right. | amjust asking for
3 MS. OBERWETTER: Object to the 3 your understanding. Do you have any
4 foundation with this witness. 4 understanding as to what that term means?
5 Y ou can answer. 5 MS. OBERWETTER: Same objection.
6 A. Soit'sdifficult for meto 6 A. | have avery rudimentary
7 answer this question because | don't know 7 understanding of what that means --
8 precisely the content of the listed 8 Q. Okay.
9 patents, aswell asthe legal concept of 9 A. --inthe context of the
10 conception and reduction of practice are 10 patent.
11 not terms| am familiar with. 11 Q. What's your understanding?
12 Q. Okay. Well, doyou have a 12 MS. OBERWETTER: Same objection.
13 layperson's understanding of conception 13 A. Just that the reduction to
14 and reduction to practice? 14 practice of the inventions would mean how
15 MS. OBERWETTER: Object to the 15 exactly the patent translates to the
16 form. 16 products used.
17 A. | don't know what the 17 Q. Do you have an understanding of
18 layperson's understanding of those would 18 whether you will be called to testify at
19 be. However, | can say that my entire 19 trid inthiscase?
20 amost 20-year career at Regeneron wasin 20 MS. OBERWETTER: Object to the
21 clinical development of aflibercept. 21 form and foundation.
22 Q. Okay. All right. Well, maybe 22 A. My understanding isthat | am
23 wecanget a it thisway. 23 onthewitnesslist but | am not aware
24 Do you have an understanding as 24 that it's been confirmed that | would be
25 towhat it means, you know, in your own 25 cdledto testify.

6 (Pages 18 - 21)
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understanding as to what knowledge you
are going to be offering at trial in this
case?
MS. OBERWETTER: Deanne, you
know thisisimproper.
MS. MAZZOCHI: Actually, Ellen,
I don't know that it's improper
because we, you know, she just
indicated that you identified her as
someone who had knowledge on
conception and reduction to practice
issues and she doesn't necessarily
know what that means.
We'rein the discovery phasein
avery expedited schedule. We are
trying to get an understanding of what

23
24
25

28050
Page 22 Page 24
1 Q. Okay. Doyou have any 1 exactly thiswitness is going to be
2 understanding as to what types of issues 2 offering factual testimony on at
3 we can expect you to offer testimony on 3 trial. So if she has an understanding
4 when it comesto trial in this case? 4 as to why and what facts she's going
5 MS. OBERWETTER: Object to the 5 to be, or what issues she's going to
6 form and foundation. 6 be discussing at trial, we have a
7 To the extent your answer would 7 right to know and that doesn't -- that
8 reveal any discussions with counsel, 8 doesn't invade any of your
9 callsfor attorney/client privileged 9 conversations that you may have had
10 information and work product. 10 with her.
11 Q. You can answer. 11 MS. OBERWETTER: That's
12 A. Sorry, could you ask your 12 completely incorrect. So please reask
13 question again? 13 your question and | will make the
14 Q. Sure. Doyou have any 14 appropriate instruction.
15 understanding of what types of issues you 15 MS. MAZZOCHI: Sure.
16 will be offering -- you will be offering 16 Q. Outside of any conversations
17 testimony on during trial in this case? 17 that you had with counsel, do you have
18 MS. OBERWETTER: Object to the 18 any understanding asto what types of
19 foundation. Same objection | just 19 issuesyou might be discussing at trial
20 made. 20 inthiscase?
21 To the extent your answer would 21 MS. OBERWETTER: Object to the
22 reveal any discussions with counsel, 22 foundation.
23 instruct the witness not to answer. 23 Q. You can answer.
24 Q. You can answer. 24 A. My only understanding of my
25 A. My understanding isthat | 25 roleisthat | would be offering --
Page 23 Page 25
1 would be asked questions -- 1 MS. OBERWETTER: Tothe
2 MS. OBERWETTER: You are 2 extent -- Ms. Chu, to the extent your
3 instructed not to answer if it 3 answer isinformed by conversations
4 would -- if it would reveal any 4 with counsdl, | will instruct you not
5 discussions with counsel. 5 to answer.
6 THE WITNESS:. Okay. 6 THE WITNESS:. Okay.
7 MS. MAZZOCHI: Fine. 7 A. | would prefer not to answer
8 Q. Separate and apart from your 8 based on counsel instructions.
9 discussions with counsel, do you have any 9 Q. Wadll, areyou saying that you

have no information to give outside of
any conversations you had with legal
counsel?
A. Inregardsto this specific
topic, that is correct.
Q. Andjust with regard to your
role or experience with aflibercept, to
the extent it might relate to any of
these patents, you don't have any
knowledge or understanding outside of
your conversations with counsel asto
what topics or issues you might have
knowledge of to testify about at trial?
MS. OBERWETTER: Object to the
form and foundation of the question.
MS. MAZZOCHI: You can answer.

7 (Pages 22 - 25)
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Page 26 Page 28

1 A. Canyou ask the question again, 1 circumstancesthat lead to the invention

2 please? 2 of anything set forth in this '601 patent

3 MS. MAZZOCHI: Yeah, | will ask 3 that you might testify to at trial.

4 the court reporter to repest it, 4 MS. OBERWETTER: Istherea

5 please. 5 guestion?

6 (The record was read as follows: 6 MS. MAZZOCHI: Yeah, | am asking

7 "Question: And just with regard 7 her to identify what knowledge she

8 to your role or experience with 8 might have relating -- that she could

9 aflibercept, to the extent it might 9 potentially testify to at trial
10 relate to any of these patents, you 10 relating to the circumstances
11 don't have any knowledge or 11 involving the inventions set forth in
12 understanding outside of your 12 the '601 patent, DX 4.
13 conversations with counsel as to what 13 MS. OBERWETTER: May | suggest,
14 topics or issues you might have 14 do you want to just ask her what she
15 knowledge of to testify about at 15 knows instead of asking her about what
16 tria?") 16 she might testify to at trial ?
17 MS. OBERWETTER: Same objection. | 17 MS. MAZZOCHI: No, because,
18 A. Sooutside of my conversations 18 Ellen, our concern isthat we don't
19 with counsdl, | have spent almost 20 19 necessarily know why this witness

20

20 vyearsat Regeneron working on the would be the person called to testify
21 development of aflibercept, most 21 on various issues in connection with
22 specifically in ophthalmology. 22 these patents at trial because she's
23 Q. Okay. And, again, setting 23 not listed as the named inventor. So
24 aside any conversations or knowledge that 24 we want to get an understanding so
25 you gained from counsel, do you have any 25 we're not surprised at trial, asto,
Page 27 Page 29
1 understanding as to what issues or topics 1 you know, what knowledge or facts she
2 you might be testifying about with regard 2 may have relating to the circumstances
3 to the aflibercept molecule that would be 3 involving the invention of the '601
4 relevant to any of these patents? 4 patent, inventions set forth in the
5 MS. OBERWETTER: Again, outside 5 '601 patent.
6 of any conversations with counsel, to 6 MS. OBERWETTER: There are ways
7 the extent you can answer. 7 that do that don't involve asking her
8 A. Yeah, | do not have any 8 what she would testify about at trial.
9 knowledge outside of conversations with 9 | have no interest in disrupting
10 counsdl. 10 your examination. There are waysto
11 Q. Okay. Do you have any 11 do it where | don't have to object
12 knowledge relating to the circumstances 12 every time, because you're asking her
13 leading to the invention of what's 13 what she's going to testify about at
14  described in the '601 patent that's 14 trial, which is not something this
15 beforeyou, DX 4? 15 witness possibly could know. She
16 MS. OBERWETTER: Object to the 16 knows what she knows. Y ou can ask her
17 form and foundation. 17 about what she knows.
18 Y ou can answer. 18 MS. MAZZOCHI: Wédll, | like
19 A. Could you be more specific 19 the -- the frame of my questions
20 about what aspect of the patent you're 20 stand.
21 referring to? 21 MS. OBERWETTER: All right.
22 Q. Widll, I think that's part of 22 Q. You can answer.
23 theproblem. You know, I'm trying to get 23 MS. OBERWETTER: What's the
24 an understanding as to where you might 24 pending gquestion?
25 actualy have knowledge relating to the 25 MS. MAZZOCHI: I'll ask the

8 (Pages 26 - 29)
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Page 30 Page 32
1 court reporter to read it back. 1 potentia advantages and designed the
2 (The record was read as follows: 2 tria in away that we felt we could
3 "Question: I'mtrying to get an 3 demonstrate those unique propertiesto
4 understanding as to where you might 4 the best extent possible.
5 actually have knowledge relating to 5 Q. Doyou recdl any unusual
6 the circumstances that lead to the 6 obstacles or anything that you had to
7 invention of anything set forth in 7 overcome when designing the clinical
8 this '601 patent that you might 8 trialsfor aflibercept particularly with
9 testify to at trial.") 9 regard to usesin the eye?
10 MS. OBERWETTER: Object to the 10 MS. OBERWETTER: Object to the
11 form and foundation. 11 form. Compound. And it appearsto
12 A. Sotheclamsinthe'601 12 sweep in every trial for aflibercept.
13 patent cover methods and treatment for 13 Q. Youcananswer.
14 age-related macular degeneration, 14 A. Sorry, can you just repeat your
15 diabetic macular edemaand 15 question one more time?
16 diabetic retinopathy with aflibercept. 16 Q. Sure. Do you recall there
17 Andin my role at Regeneron, | was part 17 being any particular obstacles or
18 of theteam that designed the studies and 18 challenges that you encountered when
19 conducted the studies related to these 19 designing any clinical trialsfor
20 claimsin the patent. 20 dflibercept in the eye?
21 Q. Okay. Do you have any 21 MS. OBERWETTER: Object to the
22 understanding as to what part of that 22 form.
23 design process was inventive? 23 A. Sothat'savery broad
24 MS. OBERWETTER: Object to the 24 guestion. I'm not sure | can answer it
25 form and foundation. 25 adequately. Just to say that in
Page 31 Page 33
1 A. I'mnot surel completely 1 designing any clinical trial there are
2 understand the use of the word 2 various challenges that one considers or
3 "inventive" in your question. Could you 3 faces.
4 be more specific? 4 In the aflibercept clinical
5 Q. Sure. Again, I'mjust trying 5 trials some of those had to do with
6 toget at what are identified as alleged 6 clinical practicethat -- at thetime, as
7 inventionsin Defendant's Exhibit 4, the 7 wéll as considerations around how, how to
8 '601 patent. You said that in your role 8 optimaly design thetrialsto
9 you participated in the design of the 9 demonstrate, you know, the optimal
10 studies, for example. 10 outcomes for both patients and for the
11 Can you tell me anything that 11 product itself.
12 you recall about anything inventive or 12 Q. Wasthe hardest part -- let me
13 unique, or new or different about those 13 rephraseit.
14 particular triadlsthat relate to the 14 When it comesto clinical
15 inventions set forth in the '601 patent? 15 trids, isthe hardest part the design
16 MS. OBERWETTER: Object to the 16 process, in your opinion?
17 form and foundation. 17 MS. OBERWETTER: Object --
18 Y ou can answer that, if you can. 18 Q. Orinyour experience?
19 A. Certainly with every new 19 MS. OBERWETTER: Object to the
20 molecule, the properties of the molecule 20 form.
21 aswell asconsiderations around its 21 A. Inmy experience every aspect
22 clinical use gointo the design of any 22 of clinical development comes with
23 tridl. 23 different challenges, so | can't say that
24 And Eylearepresented a new 24 design is necessarily the hardest part,
25 anti-VEGF treatment that we felt had real 25 because there are different challenges
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1 aong theentire clinical development 1 A. $So, again, every clinica
2 spectrum. 2 tria, you know, we try to design it for
3 Q. Okay. Well, isit fair to say, 3 success. Butthereisawaysarisk that
4 though, that by the time Regeneron did 4 aclinica trial would fail for one
5 actually commit to aparticular clinical 5 reason or ancther, whether that's saf ety
6 tria design, it represented the best 6 or efficacy.
7 efforts based on the best information 7 Q. Okay. Whenit comesto
8 that Regeneron had at that time? 8 aflibercept, were there any clinica
9 MS. OBERWETTER: Object to the 9 trialsyou designed that led to failure
10 form, foundation. 10 asopposed to success?
11 Y ou can answer it. 11 MS. OBERWETTER: Object to the
12 A. | cansay that at the time that 12 form.
13 wedesigned clinical trialswetry to 13 Q. Withregard to the
14 takeinto consideration the best 14 ophthamology category?
15 information we have at the time for both 15 MS. OBERWETTER: Same objection.
16 internal and external sourcesto design 16 A. Can|l ask for some limitations
17 thebest trials that we can. 17 onthe extent of my answer? Istherea
18 Q. Andisitfair to say that your 18 time frame that we are referring to?
19 clinical trials were designed to try to 19 Q. Sure, let's say 2006 forward.
20 optimize or maximize the chance of 20 MS. OBERWETTER: Same objection.
21 success? 21 A. Soactualy, most recently
22 MS. OBERWETTER: Object to the 22 Regeneron has reported two clinical
23 form. 23 trialswith aflibercept that did not meet
24 A. Solthinkit'struethat in 24 their primary endpoint.
25 clinical development you're always trying 25 Q. Andwhich were those?
Page 35 Page 37
1 to maximize your chances of success. 1 A. Thosearetridsin the
2 Q. Would Regeneron have followed 2 treatment of retinopathy of prematurity.
3 or pursued aclinical trial that it 3 Q. Andwhat was the dosing regimen
4 thought it was going to fail? 4 for those?
5 MS. OBERWETTER: Object to the 5 A. It's.4 milligrams either
6 form. 6 unilaterally or bilaterally for up to
7 A. Sothereisawaysarisk of 7 three monthly doses.
8 failure. Clearly, you know, the -- 8 Q. Whenyou say for up to three
9 especialy for Phase Il trials, thereis 9 monthly doses, you mean with three
10 adatigtical threshold that you must 10 monthly doses or doses separated by three
11 meet and there's always a chance that you 11 months between them?
12 would not meet that for various reasons. 12 A. Sorry. Inretinopathy of
13 So | don't think it's true that 13 prematurity physicianstreat initially
14 Regeneron would not have pursued atrial 14 withasingledose. If that does not
15 that had a chance of failure. 15 regressthe retinopathy of prematurity
16 Q. Yeah, maybe we can phraseiit 16 sufficiently, they can give a second dose
17 thisway. Isitfair to say that in your 17 amonth later and athird dose a month
18 time at Regeneron, if Regeneron was going 18 later with similar considerations.
19 to pursueaclinical trial, they believed 19 Q. Does Regeneron have any
20 they would be able to meet that, the 20 understanding asto why that trial
21 clinical endpoints they put in place? 21 failed?
22 They wouldn't have spent the money on a 22 MS. OBERWETTER: Object to the
23 clinical tria if they didn't? 23 form.
24 MS. OBERWETTER: Object to the 24 Y ou can answer.
25 form. 25 A. Thelaser comparator group in
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1 those studies overperformed compared to 1 A. Not that I'm aware of.
2 historical controls. And the design of 2 MS. MAZZOCHI: Okay. Let me
3 those studies was based on avery 3 mark as Defendant's Exhibit 201 a
4 conservative noninferiority margin. So 4 document titled "Regeneron's
5 fromadtatistical perspective we did not 5 stipulation regarding case narrowing
6 meet our noninferiority margin. 6 and injunctive relief."
7 Q. Okay. And has Regeneron 7 (Defendant's Exhibit 201,
8 proposed any studies of aflibercept for 8 Regeneron's stipulation regarding case
9 purposes of securing a pediatric 9 narrowing and injunctive relief, was
10 extension? 10 so marked for identification, as of
11 A. These studies were conducted 11 this date.)
12 under a pediatric written request issued 12 A. Sol seethe document in front
13 by the FDA and we were awarded a 13 of me. It says, "Regeneron's stipulation
14 pediatric exclusivity extension this 14 regarding case narrowing and injunctive
15 fall. 15 relief.”
16 Q. Okay. Wasthe FDA responsible 16 Q. Okay. And thereistwo patents
17 for any aspect of theclinical trial 17 that arelisted here that were also on
18 design on thisone? 18 thoseinitial disclosures where you are
19 MS. OBERWETTER: Object to the 19 identified as having knowledge of the
20 form. 20 conception or reduction of practice. One
21 A. By virtue of the fact that we 21 is10,888,601 at line number 1 and at
22 conducted the trials under a pediatric 22 linenumber 5, 11,253,572.
23 written request, the FDA, aswell asthe 23 Have you done preparation to be
24 pediatric committee, designates specific 24 ableto testify about the conception and
25 aspects of thetrials that they wish us 25 reduction of practice in connection with
Page 39 Page 41
1 tocomplete. 1 the'601 and '572 patents?
2 Q. Okay. Wasthisatria that 2 MS. OBERWETTER: Object to the
3 Regeneron thought would have any 3 form and foundation.
4 particular commercial benefits? 4 A. 1think | have alimited
5 MS. OBERWETTER: Object to the 5 understanding of the legal concept of
6 form. 6 conception and reduction to practice. So
7 A. | can't speak to the commercial 7 I'mnot surethat | can fully answer your
8 valuationin this case. 8 question.
9 Q. Was Regeneron hoping to get a 9 Q. Widl, let'stakealook at a
10 pediatric clinical indication on its 10 document that | will mark -- do you have
11 label asaresult of this particular 11 anunderstanding that you've been
12 trial that it ran to get the pediatric 12 designated to testify on behalf of
13 extension? 13 Regeneron aswhat'sreferred to asaRule
14 MS. OBERWETTER: Object to the 14 30(b)(6) witness?
15 form. 15 MS. OBERWETTER: I'm just going
16 A. Yes, Regeneron hoped to be able 16 to interpose for amoment. Y ou know,
17 to commercialize aflibercept for the 17 you al have our position on the
18 treatment of retinopathy in prematurity. 18 30(b)(6) topics that you sent over,
19 Q. Okay. So besidesthis 19 which are really two things, that the
20 particular study that Regeneron conducted 20 notice is abusively overbroad and
21 for the -- at the request of the FDA for 21 defective. Inour view it'snot a
22 pediatric patients, are there any other 22 valid 30(b)(6) notice.
23 studiesthat Regeneron has pursued for 23 Itis also the case that we are
24 aflibercept in the eye that have failed 24 trying to get you the information that
25 to meet their clinical endpoints? 25 you need and that you're entitled to
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1 in this case and this witnessis well 1 topics."
2 equipped to do that. So | don't know 2 Q. Okay. Now, one of the topics
3 exactly how you're intending to use 3 for which you were designated, obviously
4 the 30(b)(6) topicsin this 4 understanding that counsel has objections
5 examination. Y ou obviously have our 5 to the scope of the topic generally, was
6 objections on those. 6 conception, development and reduction of
7 So I'll et you proceed. | may 7 practice associated with the method-of -
8 ask for arunning objection so that | 8 treatment patents.
9 do not interfere with your questions. 9 And isit your understanding
10 MS. MAZZOCHI: | understand that 10 that the method-of-treatment patents are
11 Regeneron has put in the record, in a 11 the'601 and the '572 patents, DX 4 and
12 letter addressed to Mylan, that they 12 5?
13 object in various ways to our 30(b)(6) 13 MS. OBERWETTER: I'm going to
14 deposition topics. But nonetheless, 14 object again. | think topic number 1
15 Regeneron has indicated that Ms. Chu 15 is not actually what was written in
16 would be identified as aresponsive 16 topic number 1 of the 30(b)(6) topics
17 witness for various of these topics. 17 that were sent over. So our letter
18 | understand you have an objection to 18 modifies the scope of what we said
19 them generally. Let'stry to at least 19 Ms. Chu might be in aposition to
20 go through them and see what Ms. Chu 20 address.
21 actually has some knowledge and can 21 Q. You can answer, Ms. Chu.
22 testify to. 22 A. Canyou restate your question,
23 MS. OBERWETTER: | would say our |23 please.
24 position is not exactly asyou just 24 Q. Wadl, let'stry to get at it
25 stated. It's as set forth in the 25 thisway. For the method-of-treatment
Page 43 Page 45
1 letter that | sent. 1 patents, do you have an understanding
2 MS. MAZZOCHI: Well, itwasa 2 that thosein this case are the '601 and
3 lengthy letter, so I'm not going to 3 '572 patents marked asDX 4 and DX 5
4 read it al into the record. 4 beforeyou?
5 Q. Let meput beforeyou a 5 A. I'mawarethat the patent '601
6 document that I'm going to mark as 6 and'572 are both method-of-treatment
7 Defendant's Exhibit 202, whichisalist 7 patents.
8 of our deposition topics for which, 8 Q. Okay. Andwhat did you do to
9 Ms. Chu, you are identified as someone 9 prepare to discuss the conception of any
10 who has knowledge. 10 inventions set forth in the '601 patent
11 MS. MAZZOCHI: And of course 11 on behalf of Regeneron?
12 with the understanding, Counsel, that 12 MS. OBERWETTER: Object to the
13 you issued afar more lengthy 13 form.
14 objection letter that goes along with 14 Y ou can answer.
15 this. 15 A. Soin preparation, | spoke -- |
16 (Defendant's Exhibit 202, Karen 16 had meetings with Neil Stahl and George
17 Chu 30(b)(6) deposition topics, was so 17 Yancopoulos briefly, on Monday. And then
18 marked for identification, as of this 18 reviewed documents with counsel on
19 date.) 19 Wednesday and Thursday.
20 Q. Allright. Ms. Chu, canyou 20 Q. Thedocuments that you reviewed
21 just confirm that you have a document 21 with counsel, were any of them new to you
22 before you marked DX 202 that is marked 22 or had you seen them before?
23 Karen Chu, 30(b)(6) deposition topics? 23 A. Some of the documents were new
24 A. Yes, thetitle of the document 24 tome.
25 is"Karen Chu 30(b)(6) deposition 25 Q. What were the documents -- did
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1 you get any -- what information were you 1 setforthinthe'601 patent? And to
2 provided to prepare for this deposition 2 makeit easier, you can take alook at
3 that was new to you with regard to the 3 the'601 patent Claim 1, if that's
4 issue of conception of the '601 patent? 4 helpful.
5 MS. OBERWETTER: Object to the 5 MS. OBERWETTER: Object to the
6 form. 6 form and foundation with this witness.
7 Y ou can answer. 7 Y ou can answer.
8 A. Sothe preparation for the 8 A. SoClaim1linthe'601 patent
9 deposition was not specifically directed 9 detailsthe dosing regimen for
10 at one patent over any other topic. Sol 10 age-related macular degeneration, which
11 can't answer specifically what documents 11 included an initial 2 milligram dose
12 | prepared in response to the '601 patent 12 every four weeksfor thefirst three
13 specificaly. 13 months, followed by 2 milligrams
14 Q. What is Regeneron's position as 14 approximately once every eight weeks or
15 to the circumstances relating to the 15 every two months. That relatesto the
16 conception of any inventions set forth in 16 design of the VIEW 1 and VIEW 2 clinical
17 the'601 patent? 17 tridsof which | participated in
18 MS. OBERWETTER: Object to the 18 discussions regarding the study design.
19 form and foundation with this witness. 19 | don't recall specifically the
20 A. Canyou ask methe questionin 20 meetings or exactly the decisions that
21 terms| could understand better? | feel 21 were made around the study design. But
22 thereisalot of legal jargon. 22 more generaly, thiswould have been a
23 Q. I'mtrying to stick with 23 discussion between the clinical study
24 conception. That's what you were 24 team aswell as our regulatory
25 identified as having knowledge on in the 25 colleagues, and we would have discussed
Page 47 Page 49
1 initial disclosures and that's one of the 1 any proposalswith our senior management
2 topicsyou were designated on. 2 togainapproval.
3 So, again -- and if you don't 3 Q. Right. But who wasthe
4 know, you don't know, but do you have an 4 individua who ultimately came up with
5 understanding as to what Regeneron's 5 theideaof dosing 2 milligrams
6 position is asto the circumstances that 6 approximately every four weeks for the
7 ledto the conception of any inventions 7 first three months and then the 2
8 setforthinthe'601 patent? 8 milligram dose approximately every eight
9 MS. OBERWETTER: Object to the 9 weeks once every two months thereafter?
10 characterization. There are al sorts 10 MS. OBERWETTER: Object to the
11 of questions you could be asking this 11 form.
12 witness that don't involve words that 12 Y ou can answer.
13 she hastold you repeatedly sheis not 13 A. So again, Regeneron operatesin
14 proficient with. 14 a3, you know, cross-functional team
15 Y ou can answer. 15 environment, so there was input given by
16 A. Sothe'601 patent covers 16 many different functions and many
17 severa indications, age-related macular 17 different people. But George Y ancopoulos
18 degeneration, diabetic macular edema and 18 and Len Schieifer were definitely heavily
19 diabetic retinopathy. | can speak to the 19 involved in these discussions and no
20 fact that | wasinvolved in discussions 20 approva would have been needed to be
21 related to the design of these clinical 21 given by George to move ahead with the
22 trialsand the claims, to the extent that 22 study design.
23 they support the patent claims. 23 Q. Right. | understand they had
24 Q. Do you know who came up with 24 to give approval, but who actually came
25 theideafor the dosing regimensthat are 25 up with the idea of this particular
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1 regimenin Regeneron'sview? 1 what has been posed with reasonable
2 A. | don'trecal. 2 particularity. Isthat acceptable?
3 Q. Do you know whether any 3 MS. MAZZOCHI: | think to ensure
4 invention disclosure forms were prepared 4 that the record is clear on a going-
5 in connection with the '601 patent? 5 forward basis, why don't you just say,
6 A. | don't know if any invention 6 you know, objection, not speaking for
7 disclosure forms were prepared. 7 Regeneron or something along those
8 Q. Doyou know if any information 8 lines, so | have clarity asto where
9 disclosureforms-- I'm sorry, invention 9 she'stalking on her own as opposed to
10 disclosure formswere ever prepared in 10 responsive to the 30(b)(6) topics?
11 connection with the regimen, generally, 2 11 MS. OBERWETTER: Wdll, | believe
12 milligrams, approximately, every four 12 the clarity should be she's speaking
13 weeksfor the first three months followed 13 on her own unless you have clarified
14 by 2 milligrams approximately every eight 14 that it's a 30(b)(6) question.
15 weeks or every two months thereafter? 15 Because | can't tell when you're
16 A. | don't know if any invention 16 switching back and forth.
17 disclosure forms were prepared. 17 Q. Allright. Soto Regeneron's
18 Q. Andisitfairtosay thatin 18 knowledge --
19 connection with your preparation for this 19 MS. OBERWETTER: | don't want to
20 deposition today, you didn't see any 20 disrupt with every -- if you want me
21 invention disclosure forms? 21 to object every time, | will. 1 would
22 A. Inmy preparation for the 22 rather not.
23 deposition, | did not see any invention 23 MS. MAZZOCHI: Wdll, | would
24 disclosure forms. 24 like the record to be clear asto what
25 Q. Whenit comesto DX 5, the'572 25 Regeneron isor isn't doing, isor
Page 51 Page 53
1 patent, would your answers be the same 1 isn't objecting to, and frankly, you
2 with regard to who came up with the 2 know, for the record, you were the
3 actual -- what person actually came up 3 ones who identified her as having
4 with the actual specific regimen listed 4 knowledge on conception and reduction
5 intheclaims? 5 to practice with no caveats or legal
6 A. Again, this patent covers 6 qualifications or anything along those
7 multipleindications, could you be more 7 lines. Our Rule 30(b)(6) notice was
8 specific? 8 directly in response to that, on that
9 Q. I'mjust talking about the 9 particular topic, is directly
10 dosing regimen to begin with. 10 responsive to how you designated her
11 A. Soyes, my answer isthe same 11 inyour initial disclosures. You
12 inthat | can give you an idea of what 12 haven't amended those disclosures. We
13 the process was for discussions, but | 13 relied on those disclosures. For
14 don't recall a specific meeting or moment 14 Regeneron now to, all of a sudden,
15 where the decision was made regarding 15 take the position, oh, gee, talking
16 thisdosing regimen. 16 about conception, reduction of
17 MS. OBERWETTER: | wouldaddat |17 practice, et cetera, et ceterais
18 this point, to the extent that 18 somehow improper, we think that
19 you're -- | think | clarified this 19 objection and position isimproper.
20 adequately earlier -- if you're 20 And if we need to go to the Court to
21 treating these as topics you're 21 try to get this resolved, we will do
22 purporting to ask her under the 22 that, but that's exactly why | want to
23 30(b)(6), | will take a running 23 make sure thisrecord isin fact clear
24 objection and we are objecting to 24 asto, you know, thisis-- thisis
25 every question about the scope and 25 entirely basically a problem of
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1 Regeneron's own making in my opinion. 1 design.
2 But we will continue on. 2 A. Somy knowledgeisthat George
3 MS. OBERWETTER: | havea 3 had tremendous input and ultimately it
4 difficult time thinking that our 4 was his decision to move forward with the
5 position isn't clear from the detailed 5 final study design for the VIEW 1 and the
6 letter that | wrote. 6 VIEW 2 studies.
7 So | will object, I will object 7 Q. Any other reason why its
8 on -- | will do a shorthand to make 8 Regeneron's position that George
9 this as not obstructive as possible. 9 Yancopoulosis the person who allegedly
10 | will say object to the form and 10 conceived of the method in Claim 1?
11 30(b)(6) objection, | guess, to every 11 MS. OBERWETTER: Object to the
12 guestion. | would rather not. 12 form. Foundation.
13 MS. MAZZOCHI: Okay. 13 Q. Inthe'601 patent?
14 Q. Allright. SoMs. Chu, when it 14 MS. OBERWETTER: And a30(b)(6)
15 comesto Regeneron's position with regard 15 objection.
16 tothe'601 patent, does Regeneron have a 16 A. S0, again, George was regularly
17 position as to who was responsible for 17 involved in discussions regarding the
18 the conception of the full claims set 18 product and development plans and gave
19 forthin Claim 1 of the '601 patent? 19 tremendousinput in terms of ultimately
20 MS. OBERWETTER: Object to the 20 what the study design was for the VIEW 1
21 form. Foundation. 30(b)(6) 21 and 2 trials which supported the claims
22 objection. 22 inthe'601 patent.
23 A. George Yancopoulosis the named 23 Q. Arethere any documents that
24 inventor on the '601 patent. 24 showed that it was George Y ancopoul os as
25 Q. Andwhy does Regeneron believe 25 opposed to someone el se who specifically
Page 55 Page 57
1 that George Y ancopoulosisthe person who 1 put together the 2 milligrams every four
2 conceived of the methods set forth in 2 weeksfor the first six months followed
3 Claim 1 of the '601 patent? 3 by 2 milligrams once every eight weeks or
4 MS. OBERWETTER: Object to the 4 every two months thereafter?
5 form. Foundation. 30(b)(6) 5 MS. OBERWETTER: Objection.
6 objection. 6 Q. That dosing regimen?
7 A. George has aways and continues 7 MS. OBERWETTER: Object to the
8 toplay avery hands-onroleinall 8 form. Foundation. 30(b)(6)
9 research and development, including the 9 objection.
10 development of aflibercept, and he was 10 A. Off thetop of my head, | don't
11 personaly involved in many, many 11 recall specific documents.
12 discussions related to the devel opment of 12 THE WITNESS. Canwetakea
13 &flibercept across al phases of clinical 13 break?
14 trids, including the design of the Phase 14 Q. Whenit comesto --
15 |1l studies. 15 MS. OBERWETTER: | don't know if
16 Q. Soisit Regeneron's position 16 you can hear that, Deanne, the witness
17 that the reason -- that the reason for 17 has said she's about ready for a
18 George Y ancopoulos being the named 18 break.
19 inventor is because he's the one who did 19 MS. MAZZOCHI: Sure.
20 thesignoff on the Phase 111 clinical 20 THE VIDEOGRAPHER: Going off the
21 design study? 21 record at 10:09 am.
22 MS. OBERWETTER: Object to the 22 (Off the record.)
23 form. Foundation. 23 THE VIDEOGRAPHER: Back onthe
24 Y ou can speak to your knowledge. 24 record at 10:22 am.
25 Q. Sorry, Phaselll clinical study 25 BY MS.MAZZOCHI:
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1 Q. Thank you. Ms. Chu, did you 1 that Jesse Cedarbaum was on or wrote.
2 discussyour testimony at al with 2 Q. Theemail that you're
3 counsdl during the break? 3 referring to Darlene Jody at Bayer, did
4 A. | did not discuss my testimony 4 it actually mention VIEW 1 and VIEW 2 or
5 with counsdl during the break. 5 didyoujust know that it was referring
6 Q. Okay. Before we broke one of 6 totheVIEW 1and VIEW 2clinical
7 thethingsthat you said that you did to 7 studies?
8 prepare as a 30(b)(6) withess was that 8 A. | don'trecal if the e-mail
9 you talked to George Y ancopoulos. What 9 gpecificaly referred to the VIEW 1 and
10 information did he give you? 10 VIEW 2 studies, but | understood it to be
11 A. Sol met with George 11 referring to the Phase 111 neovascular
12 Yancopoulos on Monday for approximately |12 AMD studies.
13 30 minutes. Wediscussed his 13 Q. Youaso said that you met with
14 recollection of the datathat led to the 14 Len-- | dways mispronounce his last
15 design of the VIEW 1 and the VIEW 2 15 name -- Schleifer, and what did you talk
16 trials, and we reviewed an e-mail that he 16 about with him?
17 wrote to Darlene Jody, who was a Bayer 17 MS. OBERWETTER: Object to the
18 employee at the time. 18 foundation.
19 Q. How do you spell Darlene's last 19 A. | did not meet with Len
20 name? 20 Schieifer.
21 A. JO-D-Y. 21 Q. Didyoutalktohimat all?
22 Q. What wasthe date of that 22 A. No, | did not.
23 e-mail between Darlene Jody at Bayer? 23 Q. Okay. Sotheonly personyou
24 A. | don't recall the date of the 24 met with to prepare to testify asa
25 emalil. 25 30(b)(6) witness beyond counsel is
Page 59 Page 61
1 Q. Doyourecal theyear? 1 Mr. Yancopoulos?
2 A. | don'trecal the year. 2 A. | dsomet with Neil Stahl.
3 Q. Wasthat an e-mail that you had 3 Q. I'msorry, Neil Stahl. Okay.
4 or onethat Mr. Y ancopoulos had? 4 And what was Neil Stahl's role with
5 A. Itwasan e-mail that 5 Regeneron?
6 Dr. Yancopoulos had. 6 A. Soagain, | don't recall Neil's
7 Q. Wasit something that he pulled 7 exact title but hisrole has always been
8 out of hisfiles? How did you get a copy 8 to help oversee research and devel opment
9 ofit? 9 aongside George. Hiscurrent titleis
10 A. It wasinthe meeting room 10 executive vice president research and
11 beforel arrived, so | don't know exactly 11 development.
12 how the copy came to be. 12 Q. Andwhat did Mr. Stahl recall
13 Q. Andwhat wasit about this 13 or tell you about?
14 e-mail that was so significant? 14 A. Soinmy conversation with
15 MS. OBERWETTER: Object to the 15 Dr. Stahl, we discussed his recollection
16 foundation. 16 of the considerations around the time
17 A. So the content of the e-mail, 17 that we were designing the Phase ||
18 from my recollection of reviewing it on 18 studiesin neovascular AMD.
19 Monday, wasthat it detailed to Ms. Jody 19 Q. Andwhat was that recollection
20 George's thoughts regarding the design of 20 or the things that were being considered?
21 thePhaselll VIEW 1and VIEW 2 studies. 21 A. SoDr. Stahl recalled that
22 Q. Didyou go back tolook at any 22 there were many considerations around
23 of Jesse Cedarbaum's emails? 23 sdfety that were taken into
24 A. Inmy preparation for this 24 consideration, as well as the fact that
25 deposition, | did review some e-mails 25 wewanted to maximize efficacy for
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1 patients, the competitive landscape at 1 where Jesse Cedarbaum suggested he could
2 thetimeand his recollection of the 2 get behind an eight-week interval ?
3 high-level results from preclinical 3 MS. OBERWETTER: Object to the
4 studiesthat demonstrated that 4 form. Foundation. 30(b)(6)
5 aflibercept had alonger half lifein the 5 objection.
6 eyeof animals, at least, and how that 6 A. | donot recal seeing
7 trandated into our decisions around the 7 documents that specifically indicated
8 Phaselll study design. 8 that Jesse wasin favor of the every-
9 Q. At some point the Phase |1l 9 eight-week interval.
10 study design was going to have a 12-week 10 Q. Do you remember him advocating
11 interval. Who does Regeneron contendwas |11 for the eight-week interval ?
12 the one who came up with the ideafirst 12 MS. OBERWETTER: Object to the
13 of shortening it to an eight-week 13 form. Foundation. 30(b)(6)
14  interval? 14 objection.
15 MS. OBERWETTER: Objectionto 15 A. | don'trecall what
16 form. Foundation. 30(b)(6) 16 Dr. Cedarbaum's specific position was at
17 objection. 17 that time.
18 A. My recollection isthat there 18 Q. Didyou try toreach out to
19 were many, many discussions about the 19 Dr. Cedarbaum to prepare as a 30(b)(6)
20 appropriate dosing regimen for the Phase 20 witness?
21 1l studies, and in discussions relating 21 MS. OBERWETTER: Object to the
22 tothethird arm of the study, where we 22 form. Foundation. 30(b)(6)
23 were hoping to test alonger dosing 23 objection.
24 interval, it was George Y ancopoul os who 24 A. | did not reach out to
25 ultimately lobbied for and made the 25 Dr. Cedarbaum in preparation for this
Page 63 Page 65
1 decision that we should test in an 1 deposition.
2 eight-week interval. 2 Q. What about Mr. Ingerman, Avner
3 Q. Andwas hethe only person who 3 Ingerman?
4 waslobbying for that position or were 4 A. Right, Avner Ingerman.
5 there others? 5 Q. Wasn't he dso one of the
6 MS. OBERWETTER: Object to the 6 individuals who wasin favor of the
7 form. Foundation. 30(b)(6) 7 eight-week interval?
8 objection. 8 MS. OBERWETTER: Object to the
9 A. My recollection at the time was 9 form. Foundation. 30(b)(6)
10 that George was the primary person 10 objection.
11 advocating for an every-eight-week 11 A. My recollection of
12 regimen. 12 Dr. Ingerman's position at that timeis
13 Q. Andisthere any documentation 13 that he was lobbying for an as-needed or
14 that reflects the fact that George was 14 PRN dosing regimen, although he was part
15 one of the individuals advocating for 15 of many discussions about alternative
16 having, for going with the eight-week 16 dosing regimens that could be employed.
17 interval as opposed to the 12-week 17 Q. Suchas?
18 interval? 18 MS. OBERWETTER: Object to the
19 MS. OBERWETTER: Object to the 19 form. Foundation. 30(b)(6)
20 form. Foundation. 30(b)(6) 20 objection.
21 objection. 21 A. Such asevery eight weeks or
22 A. | don'trecal if thereare 22 other potential dosing regimens.
23 specific documents that would relate to 23 Q. Wadll, with al of these
24 that. 24 individuals who are talking about dosing

regimens, how do you know or does
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Page 66 Page 68
1 Regeneron know that Dr. Y ancopoul os was 1 thecollaboration.
2 thefirst person to suggest it as opposed 2 Q. Was some of the recommendation
3 tosomebody else, such as Dr. Cedarbaum 3 or were some of the suggestionsto go for
4 or Avner Ingerman? 4 thefixed dosing in part driven by some
5 MS. OBERWETTER: Object to the 5 of the European medical authorities who
6 form. Foundation. 30(b)(6) 6 were concerned about having PRN dosing as
7 objection. 7 opposed to afixed interval?
8 A. | don't recall exactly who was 8 MS. OBERWETTER: Object to the
9 thefirst person to mention the every- 9 form. Foundation. 30(b)(6)
10 eight-week regimen. But | do recall that 10 objection.
11 George Y ancopoulos was specificaly, he 11 A. My recollection isthat input
12 felt very strongly that that was the 12 from European authorities was not a
13 interval that should be tested. 13 factor in deciding on study designs.
14 Q. Didyour key opinion leaders 14 Q. What about input from the FDA?
15 and theindividuals who were going to be 15 MS. OBERWETTER: Same
16 running the VIEW 1 and VIEW 2 Phase | 16 objections.
17 trias have a perspective on what they 17 A. Could you just rephrase your
18 believe would be an appropriate dosing 18 full question, sorry?
19 interval? 19 Q. Sure. Whenit cameto thetype
20 MS. OBERWETTER: Objectionto 20 of dosinginterval to use after the first
21 form. Foundation. 30(b)(6) 21 three monthly doses, did Regeneron also
22 objection. 22 get input back from the FDA asto what
23 A. The consultants or experts that 23 they would like to seein that dosing
24 we consulted within relation to the 24 interval?
25 Phaselll study design certainly had 25 MS. OBERWETTER: Object to the
Page 67 Page 69
1 opinionsregarding what potential dosing 1 form. Foundation. 30(b)(6)
2 regimen should be included as well as 2 objection.
3 what doses should beincluded. But 3 A. My memory isthat the FDA did
4 ultimately the decision with what to move 4 not give specific input on the dosing
5 forward with was something that was made 5 regimen.
6 by George. 6 Q. Wasyour main contact at the
7 Q. Did Bayer haveinput asto what 7 FDA someone named Wiley Chambers?
8 the dosing regimen would look like? 8 MS. OBERWETTER: Same
9 MS. OBERWETTER: Object to the 9 objections.
10 form. 10 A. Our mainclinica reviewer at
11 Q. InthePhaselll clinica 11 the FDA was Dr. Chambers.
12 studiesor AMD? 12 Q. All right. Wasthere concern
13 MS. OBERWETTER: Objectionto 13 at Regeneron, based on the data that they
14 form. Foundation. 30(b)(6) 14 had available, that if they went for a
15 objection. 15 full 12-week dosing they may not meet
16 A. Wehad begun discussions -- my 16 their noninferiority endpoint as compared
17 recollection isthat we had begun 17 to Lucentis?
18 discussions about the Phase |11 study 18 MS. OBERWETTER: Object to the
19 designs prior to the finalization of the 19 form. Foundation. 30(b)(6)
20 Bayer collaboration. 20 objection.
21 The Bayer team was consulted 21 A. At Regeneron we looked very
22 regarding the study designs. However, 22 carefully at datafrom the Phase |1 study
23 the nature of our collaboration was such 23 in neovascular AMD where we had dosing
24 that Regeneron retains final decisions 24 intervals of every 12 weeksto guide what
25 regarding al scientific decisions for 25 wethought was appropriate for the Phase
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Page 70 Page 72
1 1l study design. And asaresult of 1 interval from 12 weeks to eight weeks?
2 very carefully looking at that data, we 2 MS. OBERWETTER: Object to the
3 made decisions about the appropriate 3 form. Foundation. 30(b)(6)
4 dosing regimento includeinthe VIEW 1 4 objection.
5 and VIEW 2 studies. 5 A. Somy recollection of the data
6 Q. Right. And based onthe 6 that really guided the decision around
7 resultsyou saw with the Phase 11, 12 7 the eight-week interval was data after
8 weeksdata, isn't it true that there was 8 theinitial doses had been givenin the
9 abelief that the eight-week interval 9 Phasell study. And primarily, that was
10 would increase the likelihood that that 10 the OCT data, but also the visual acuity
11 armwould be noninferior to the Lucentis 11 data
12 am? 12 Q. Andthevisua acuity data,
13 MS. OBERWETTER: Object to the 13 which specific aspect of the visua
14 form. Foundation. 30(b)(6) 14 acuity data were you looking at?
15 objection. 15 MS. OBERWETTER: Object to the
16 A. So based on the Phase |1 study 16 form. Foundation. 30(b)(6)
17 data, we saw that patients that were 17 objection.
18 dosed monthly initialy had larger visual 18 Q. What measurement?
19 acuity gainsthan patients who received 19 MS. OBERWETTER: Same
20 only asingle dose at baseline and then 20 objections.
21 were not dosed again until week 12. 21 A. Sofor visua acuity we used
22 We looked also very carefully 22 the number of letters as the data point,
23 at not only the visual acuity data, but 23 and so we looked at the mean change in
24 the anatomic data, so central reduction 24 visua acuity in letters from baseline
25 inwhat we called back then central 25 over the duration of the study and looked
Page 71 Page 73
1 retina lesion thickness over timeto 1 redly at, you know, gains and losses
2 inform what we tested in Phase I11. 2 over timeto inform us about the Phase
3 But | would say that our goals 3 1l study design.
4 indesigning the Phase |1l study, while 4 Q. Sowereyou looking at the
5 of course we hoped for a gtatistically 5 gainsor losses within that first dosing
6 positive outcome, it was more related to 6 interval, the first three months monthly
7 what we thought would give optimal safety 7 versusthe 12-week mark, or were you
8 and efficacy outcomes for patients. 8 looking at other time points as well?
9 Q. Okay. Andyourelied -- and to 9 MS. OBERWETTER: Canl just, are
10 make that decision for the eight-week 10 you asking her, who isthe "you" in
11 interval, the datarelating to the first 11 that question?
12 initia dosing in that first 12-week 12 MS. MAZZOCHI: You at Regeneron.
13 interval was some of the critical data? 13 MS. OBERWETTER: Object to the
14 MS. OBERWETTER: Object to the 14 form. Foundation. 30(b)(6)
15 form. Foundation. 30(b)(6) 15 objection.
16 objection. 16 A. Somy recollection is that we
17 A. My recollectionisit wasthe 17 looked at all of the data. So data after
18 totality of the data from that study that 18 thefirst -- after the monthly doses, as
19 really helped inform our decisions 19 well asdatarelated, you know, data
20 related to the Phase Il study design. 20 after the longer interval without a dose.
21 Q. Right. Okay. Then besidesthe 21 Q. Andwhat within the visual
22 visual acuity and the central reduction, 22 acuity data prompted shortening the

interval from 12 weeks to eight?
MS. OBERWETTER: Object to form.
Foundation. 30(b)(6) objection.
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Page 74 Page 76
1 A. Sowithin the visual acuity 1 objection.
2 data, even though visual acuity isa 2 A. Sowedidinclude two monthly
3 highly variable measure and thiswas a 3 dosing groupsinthe VIEW 1 and VIEW 2
4 relatively small study, in that there 4 study. We tested two separate doses, .5
5 were about 30 patients per group, we 5 milligramsand 2 milligrams. Asl
6 looked for trends to inform us of what's 6 mentioned before, there were many
7 happening. And my recollection isthat 7 considerations that went into the study
8 the most important aspect of the visua 8 design. And some of those considerations
9 acuity was that the groups that were 9 haveto do with the constraints of study
10 dosed with monthly injections first 10 conduct.
11 overdl had agreater gain in visual 11 So one aspect of the study is
12 acuity. 12 we must conduct them as what we called
13 Secondly, that when those 13 double-mask studies, and we perform sham
14 patients were allowed to go longer than 14 injections at visits where patients are
15 four weeks without a dose, we saw some 15 not receiving an active injection. And
16 declinein visual acuity over that 16 itwasimpractical to include agroup
17 period. 17 where we had asix-week dosing interval
18 Q. Okay. Andwasthe period a 18 because it would have necessitated visits
19 12-week period, an eight-week period, or 19 essentialy every two weeks for al
20 wasitaPRN period? 20 patients.
21 MS. OBERWETTER: Object to the 21 Q. Sotheevery eight weeks just
22 form. Foundation. 30(b)(6) 22 madetheclinical trial design easier in
23 objection. 23 terms of maintaining the mask?
24 A. Sointhisstudy, after week 24 MS. OBERWETTER: Objection to
25 12, patients were dosed PRN. Sothe 25 form. Foundation. 30(b)(6).
Page 75 Page 77
1 duration between that week 12 dose and 1 A. Itwasboth adosing interval
2 subsequent doses was variable. 2 that we felt was supported by the data
3 Q. Okay. And did you see any 3 and also created a more practical way to
4 clear distinction in terms of patient 4 conduct the study.
5 performance between 8 weeksand 12 weeks? | 5 Q. Andwho recognized that it
6 MS. OBERWETTER: Object to the 6 would be more practical to conduct the
7 form. Foundation. 30(b)(6) 7 study that way?
8 objection. 8 MS. OBERWETTER: Object to form.
9 A. Areyou asking specifically 9 Foundation. 30(b)(6) objection.
10 about visua acuity? 10 A. Sol should -- from my
11 Q. Yes 11 recoallection, the primary consideration
12 MS. OBERWETTER: Same 12 for the dosing arms was really the
13 objections. 13 scientific considerations around what we
14 A. Sol don't recall specifically 14 felt was optimal for patients.
15 making a distinction between how patients 15 Secondary considerations were
16 didat 8 versus12. But over that longer 16 those around what was reasonabl e to ask
17 dosinginterval, thetrend in visual 17 of sitesand patientsin terms of
18 acuity, along with other data from the 18 frequency of visits and number of visits.
19 study, gave us someinsight into how we 19 Q. That'sfine. But who --
20 should design the Phase |11 study. 20 MS. OBERWETTER: Ms. Chu --
21 Q. Okay. Well, why go with eight 21 Ms. Chu, were you finished with your
22 weeks as opposed to six weeks or just 22 answer?
23 sticking with monthly? 23 Q. Who weretheindividuals
24 MS. OBERWETTER: Objection to 24 driving the discussion of whether it was
25 form. Foundation. 30(b)(6) 25 reasonable?
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Page 78 Page 80
1 MS. OBERWETTER: | think you cut 1 MS. OBERWETTER: Object to the
2 off the witness. 2 form. Foundation. 30(b)(6)
3 Were you finished with your 3 objection.
4 answer? 4 A. Sothisregimenisdifferentin
5 THE WITNESS: Yes, | was 5 thatitisfor 2 milligrams given every
6 finished. 6 four weeksfor thefirst five injections,
7 MS. MAZZOCHI: Right. 7 followed by approximately once every
8 Q. Sowhowastheindividual -- 8 eight weeks or every two months. And my
9 but what individuals, though, were the 9 recollection isthat, again, there were
10 onesdriving the conversation on, from a 10 severa discussions about the optimal
11 masking perspective it wouldn't be 11 study design for treating diabetic
12 reasonable to do adifferent type of 12 macular edema. And those conversations
13 interval such as six weeks? 13 would have included both people from the
14 MS. OBERWETTER: Objectionto 14 clinical team, aswell as senior
15 form. Foundation. 30(b)(6) 15 management.
16 objection. 16 Q. Right. Who decided that the
17 A. Sol don't remember 17 dosing was going to be for thefirst five
18 specifically which individuals were 18 injections as opposed to three or four?
19 involved in that discussion. 19 MS. OBERWETTER: Object to the
20 Q. Okay. And who werethe 20 form. Foundation. 30(b)(6)
21 individualsinvolved in the scientific 21 objection.
22 discussion of what was optimal? 22 A. My recollection isthat George
23 MS. OBERWETTER: Object to the 23 Yancopoul os made that decision.
24 form. Foundation. 30(b)(6) 24 Q. Isthat documented anywhere?
25 objection. 25 MS. OBERWETTER: Object to the
Page 79 Page 81
1 A. Sol don't recall everyone who 1 form. Foundation. 30(b)(6)
2 wasinvolved in those discussions, but | 2 objection.
3 doremember that George Y ancopoul os, Neil 3 A. Idon'trecal if thereis
4 Stahl, Len Schleifer, Avner Ingerman, 4 gpecific documentation of that.
5 mysdlf, Bill Roberts, and potentially 5 MS. MAZZOCHI: | would liketo
6 others, were all involved in those 6 put in front of you what | will mark
7 discussions. 7 as Defendant's Exhibit 19. United
8 Q. What about the external 8 States Patent 10,973,879.
9 clinicians? 9 (Defendant's Exhibit 19, United
10 MS. OBERWETTER: Object to the 10 States Patent Number 10,973,879, was
11 form. Foundation. 30(b)(6) 11 so marked for identification, as of
12 objection. 12 this date.)
13 A. 1 donot recall specificaly if 13 Q. And Ms. Chu, can you confirm
14 we consulted external experts concerning 14 that you have seen this document before?
15 that aspect of study design. 15 A. | canconfirmthat | have seen
16 Q. Now, inthe'601 patent, Claim 16 this document in preparation for this
17 10, we have the same dosing regimen, but 17 deposition.
18 thistimeit'sfor amethod of treating 18 Q. Waidll, you're aso anamed
19 diabetic macular edemain apatient in 19 inventor on this patent, right?
20 need thereof. 20 A. | am, yes, that's correct.
21 Who was the one who -- what is 21 Q. Allright. Now, if youtakea
22 Regeneron's position as to who was the 22 ook at the method and regimen for
23 person who actually came up with the idea 23 diabetic retinopathy that appearsin
24 of applying this regimen to the DME 24 Claim 1, how does your regimen differ
25 indication? 25 from the onethat'sin Claim 10 of the
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Page 82 Page 84
1 '601 patent? 1 MS. OBERWETTER: I'm sorry, are
2 MS. OBERWETTER: Isthis--is 2 you going to tell me when you go back
3 this a 30(b)(6) question or in her 3 to asking 30(b)(6) questions?
4 individual capacity? 4 MS. MAZZOCHI: Sure.
5 MS. MAZZOCHI: No, thisisfor 5 MS. OBERWETTER: Great. Object
6 her. 6 to the form.
7 MS. OBERWETTER: Object to the 7 A. Sorry, can you restate your
8 form. 8 question one more time?
9 A. Sofirst| should say that 9 Q. Sure. What'sthe difference
10 diabetic macular edema and diabetic 10 between your method in Claim 1 of the
11 retinopathy, while related, are very 11 '879 patent and the method in Claim 26 of
12 different diseasesin terms of their 12 the'601 patent?
13 presentation and goals of treatment. 13 MS. OBERWETTER: Object to form.
14 Diabetic macular edemais an 14 A. Sointhe'601 patent, in Claim
15 immediate vision-threatening condition, 15 26, amethod for treating diabetic
16 whereas diabetic retinopathy can lead to 16 retinopathy describes a treatment regimen
17 vision-threatening outcomes but it is one 17 of aflibercept 2 milligrams given
18 where patients generally have good vision 18 approximately every four weeks for the
19 to begin with. 19 first fiveinjections, followed by 2
20 Thedosing regimen that is 20 milligrams approximately every eight
21 described in Patent ‘879 isan initia 21 weeks or two months.
22 dose followed by a second dose one month 22 That differs from the treatment
23 later, athird dose one month after the 23 regimen claimed in the '879 patent, in
24 second dose and afourth dose eight weeks 24 that inthe '879 patent, patients receive
25 dfter the third dose, followed by one or 25 threeinitial monthly doses followed by a
Page 83 Page 85
1 more doses every 16 weeks. 1 (g8-week dose and then thereafter doses
2 And in designing the PANORAMA 2 every 16 weeks.
3 clinical tria, which supported adding 3 Q. What drove the decisionin the
4 the diabetic retinopathy indications to 4 '879 patent to extend the monthly doses
5 the Eylea USPI, we designed the dosing 5 out, the fourth dose to g8 and the fifth
6 regimen for this disease based on the 6 dosetoql6?
7 goals and the objectives of optimal 7 A. Somy recollection isthat,
8 outcomesin this particular disease state 8 again, the diseases are very different
9 versus diabetic macular edema, whichis 9 and the goals of treatment are very
10 very different. 10 different.
11 Q. Okay. Well, take alook then 11 So in diabetic retinopathy, our
12 and compare your Claim 1in the'879 12 primary goal was both to improve the
13 patent, the regimen set forth there, to 13 underlying diabetic retinopathy severity
14 theregimen that's set forth in Claim 26 14 aswaell asto prevent vision-threatening
15 of the'601 patent that relates to 15 complications such as vitreous hemorrhage
16 diabetic retinopathy. 16 or neovascular glaucoma, as well asthe
17 MS. OBERWETTER: Isthisa 17 development of what's termed
18 30(b)(6) question? 18 proliferative diabetic retinopathy, which
19 MS. MAZZOCHI: Thisisjust her. 19 ismore, amore severe state of diabetic
20 MS. OBERWETTER: Doyouwantto |20 retinopathy.
21 tell me when you go back? 21 Q. Now, take-- okay. Well, what
22 MS. MAZZOCHI: Yes. 22 thenjustified in your '879 patent, what
23 Q. Canyou tell mewhat the 23 datajustified taking that fourth dose
24 differences are between those methods set 24 and making it g8 and the fifth dose q16?

25

MS. OBERWETTER: Object to the
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Page 86 Page 88
1 form and foundation. 1 form.
2 A. Sothedatathat informed the 2 A. Sotheresults of the PANORAMA
3 PANORAMA study came from information 3 tria indicated that both dosing regimens
4 related to diabetic retinopathy severity 4 were statistically significant at week 24
5 improvementsinthe Vivid and Vista 5 andweek 52 in proportion of patients
6 trialswhich were the Phase 11l DME 6 with atwo-or-more-step improvement in
7 studies. And when we were designing the 7 diabetic retinopathy.
8 PANORAMA study, we both -- wefeltitwas | 8 Q. If you cantake alook at the
9 important for patients to receive more 9 '601 patent, isthe clinical trial
10 intensivetreatment initially. But we 10 protocol for the PhaseI11 VIVID or VISTA
11 felt given the disease state and the 11 studies set forth in any of the patent
12 practicalities of treatment for these 12 examples?
13 patients, that alonger dosing interval 13 MS. OBERWETTER: Object to the
14 thereafter was possible. And that's why 14 form and foundation.
15 wechoseto test it. 15 A. Toanswer that question, |
16 Q. Going back to the '601 patent, 16 would haveto go through the entire
17 let'stakealook at Claim 18. Who came 17 patent, isthat something | should do?
18 up with theideafor the diabetic 18 Q. Sure. You can start with
19 retinopathy indication that we seein 19 example 1 which begins at Column 8.
20 Claim 18 to simply have 2 milligrams 20 (Witness reviews document.)
21 every four weeksfor thefirst five 21 A. Soinmy review of patent '601,
22 injectionsfollowed by 2 milligrams every 22 | do not see adescription or the VIVID
23 eight weeks thereafter? 23 and VISTA trids given as an example.
24 A. Sothetria -- in my memory, 24 But | do seethe Phasell clinical trial
25 thetrialsthat related to both diabetic 25 in diabetic macular edema described as
Page 87 Page 89

macular edema and diabetic retinopathy
included the Phase I11 VIVID and VISTA
studies, where, in addition to monthly the data from this Phase Il study that
dosing, we also looked at the treatment justified the dosing regimen for the

1 1 exampleb.

2 2
3 3
4 4
5 regimen described in Claim 18, whichis 2 5 VIVID and VISTA studies for diabetic
6 6
7 7
8 8
9 9

Q. Andif I understand you, it was

milligrams approximately, given retinopathy?

approximately every four weeks for the MS. OBERWETTER: Object to the
first five injections followed by 2 form and foundation.

milligrams approximately every eight A. Sodatafrom this Phasell

10 weeksor two months. In those studies, 10 study did inform decisions regarding the
11 wedid see asignificant number of 11 VIVID and VISTA study designs.

12 patientswith at least atwo-or-more-step 12 Q. Okay. Andwhy isit that

13 improvement in diabetic retinopathy 13 Regeneron believed that the DME data
14 severity. 14 could be transferred over to the diabetic
15 In designing the PANORAMA 15 retinopathy indication?

16 trial, where -- the dosing regimen 16 MS. OBERWETTER: Object to the
17 described in Claim 1 of patent '879, we 17 form and foundation.

18 alsoincluded the dosing regimen 18 A. Soasl| mentioned, datafrom

19 described that we used inthe VIVID and 19 theVIVID and VISTA studiesincluded a
20 VISTA studies, so five injections monthly 20 secondary endpoint of a proportion of

21 followed by every-eight-week injections. 21 patients with two-or-more-step

22 Q. Anddid you see any meaningful 22 improvement in diabetic retinopathy.

23 results between the two injection 23 Patients with diabetic macular

24 regimes? 24 edemado have underlying diabetic

25 MS. OBERWETTER: Object to the 25 retinopathy at various severities. And
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Page 90 Page 92
1 wedid seeastatistically significant 1 inputinto what this particular
2 outcome of improvement in patients that 2 methodology in the PANORAMA study was
3 weretreated with aflibercept in the 3 goingtolook like?
4 VIVID and VISTA studies -- I'm sorry, 4 A. | don't recall the specific
5 vyes, intheVIVID and VISTA studies, 5 mesting, but we most certainly would have
6 sorry. 6 discussed it with him.
7 Q. What does that two-step 7 Q. Okay. Doyou havean
8 improvement have to do with diabetic -- 8 understanding asto why he is somebody
9 I'msorry, with diabetic retinopathy? 9 whoisidentified as the one Regeneron
10 MS. OBERWETTER: Object to the 10 pointsto saying has conceived of the
11 form and foundation. 11 dosing regimenin the '601 patent, but
12 A. Sothereisa standard method 12 he'snot identified as someone who
13 of grading diabetic retinopathy severity 13 contributed to the conception of the
14 based on fundus photography. Andthe FDA |14 dosing regimen for your '879 patent?
15 accepts an anatomic improvement of twoor | 15 MS. OBERWETTER: Object to the
16 more steps as an endpoint, as an 16 form and foundation.
17 acceptable endpoint for Phase Il trials 17 A. SoI'mawarethat Regeneron has
18 in diabetic retinopathy. 18 grown very much as a company and George's
19 Q. Andwasthat published anywhere 19 responsibilities have become broader over
20 or isthat something that you just 20 time.
21 learned in negotiations with the agency? 21 Hisinvolvement in the details
22 MS. OBERWETTER: Object toform. |22 of theclinical development programs,
23 A. Sothegrading for diabetic 23 certainly during the conception of the
24 retinopathy severity is described in the 24 VIEW land VIEW 2 trids, aswell as
25 early treatment diabetic retinopathy 25 early phase studies, was much more of a,
Page 91 Page 93
1 studies. 1 of adirect day-to-day involvement.
2 Q. Right. But I'm saying isthat 2 In the case of the '879 patent,
3 something that was FDA clinical guidance 3 likel said, we would have certainly
4 that was generally applicable or was that 4 discussed the design of the clinical
5 astandard that was written down 5 trials and the proposed dosing regimen
6 somewhere, or isthat one that you just 6 with him and he would have approved it.
7 came up with as part of your negotiations 7 But the day-to-day involvement was redlly
8 with the agency? 8 more with the clinical team, myself and
9 A. Sol don't recall specifically 9 Dr. Vitti, who are listed as inventors on
10 if thereisapublication or an FDA 10 the patent.
11 guidance that specifically speaks to that 11 Q. Whenit cameto the VIEW 1 and
12 asan acceptable endpoint. 12 VIEW 2 Phaselll clinical studies, who
13 We did have interactions with 13 elsebesides Dr. Y ancopoulos was involved
14 the FDA related to the development in 14 inthe day-to-day activities and design
15 diabetic retinopathy where we understood 15 work?
16 that that was an acceptable endpoint. 16 A. Canyou be more specific asto
17 Q. Now, when it comesto your '879 17 thetime frameyou'rereferring to?
18 patent, wasthat also the clinical -- did 18 Q. Thetime period of cultivating
19 Dr. Yancopoulos also have to sign off on 19 or designing of clinical trial protocol
20 that clinical study, Phaselll clinical 20 for VIEW 1land VIEW 2.
21 study? 21 A. Somy recollection of thetime
22 A. It'sour practice at Regeneron 22 isthat would have been at the team
23 that Phaselll clinical triads are 23 level, mysdf, Jesse Cedarbaum,

Dr. Engleman. Dr. Vitti joined us just
aswe wereinitiating the VIEW trias.
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Page 94 Page 96
1 Bill Roberts, who was the head of 1 MS. MAZZOCHI: Jeff, do you have
2 regulatory and safety at the time, as 2 the Bates numbers on that one?
3 well as George, Len and Neil, who were 3 MR. MARX: Which one?
4 dl part of our team. 4 MS. MAZZOCHI: The ophthalmology
5 It would have a so included our 5 2012.
6 preclinical colleagues Stan Wiegand, Eric 6 MR. MARX: Yeah. Wasthat
7 Furfine, aswell as othersthat | don't 7 Addison or Dixon?
8 specificaly recall. 8 MS. MAZZOCHI: No, Heier. | got
9 Q. What is Regeneron's position as 9 it. Let memark, | believe we are up
10 to why none of the other individuals who 10 t0 203. Let me mark as Defendant's
11 wereinvolved with the day-to-day 11 Exhibit 203 a document with production
12 cultivation of the VIEW 1 and VIEW 2 12 numbers MY L-AFL 6405 through 16.
13 Phaselll clinical trial design are 13 (Defendant's Exhibit 203,
14 listed asinventors on the '601 patent? 14 Document Bates stamped MY L-AFL 6405
15 MS. OBERWETTER: Object to the 15 through 16, was so marked for
16 foundation with this witness. 16 identification, as of this date.)
17 Y ou can answer. 17 MR. MARX: Deanne, which
18 A. | canonly speak to my 18 document is that?
19 perspective because | don't know the 19 MS. MAZZOCHI: It'sthe Heier
20 formal company position. But ultimately, 20 2012 American Academy of
21 George was the one who made the final 21 Ophthalmology. | think the citation
22 decision about what dosing regimen we 22 is Ophthalmology 2012 1192537 to 2548.
23 would proceed withinthe VIEW 1 and VIEW | 23 MS. OBERWETTER: We'recalling
24 2 studies. 24 thiswhat exhibit number?
25 Q. Okay. Andlikewise, when it 25 MR. MARX: 203.
Page 95 Page 97
1 comesto the'572 patent, all of those 1 Q. Now, Ms. Chu, do you have a
2 individuals who were involved in the VIEW 2 copy of what | marked as Defendant’s
3 land VIEW 2 studies, do you have any 3 Exhibit 203 in front of you?
4 understanding asto why they were 4 A. Yes, | do havethat exhibit.
5 considered by Regeneron to not also have 5 Q. Okay. Now here we have awhole
6 contributed to the conception of the 6 seriesof authorswho arelisted on
7 dosing regimens set forth in the '572 7 there, aswell asindividualsfrom
8 patent? 8 Regeneron beyond Dr. Y ancopoulos,
9 MS. OBERWETTER: Object to the 9 including Neil Stahl, Robert Vitti,
10 form. 10 Alyson Berliner and Y uhwen Soo.
11 A. Again, | can't speak to the 11 Do you have any understanding
12 company position at thetime. But my 12 astowhy al of those individuas are
13 recollection isthat George made the 13 listed as being part of -- having
14 final decisionsregarding the VIEW 1 and 14 co-authorship on this Phase |11 study but
15 VIEW 2 study designs. 15 arenot listed as having contributed to
16 Q. Okay. Now, was George 16 the conception on the '601 patent?
17 Yancopoulostheindividual listed as a 17 MS. OBERWETTER: Object to the
18 co-author onthe VIEW 1 and 2 Phase I11 18 foundation.
19 clinical trial publications? 19 A. | can--I'mnot aware of why
20 A. 1 would be happy to answer that 20 thatis, but to say that I'm not -- |
21 if you could provide me with the 21 can't speak to the company's policy
22 publication. 22 around, you know, deciding inventors on
23 Q. Sure. Let'stakealook at -- 23 patents versus authors on publications.
24  Mr. Marx will probably get it to you 24 MS. MAZZOCHI: | would liketo
25 beforel do. 25 put before you a document that I'm
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1 going to mark as Defendant's Exhibit 1 weeksfor thefirst three weeks followed
2 204, which is Dixon 2009. It has 2 by 2 milligrams once every eight weeks or
3 production numbers MY L-AFL 5010 3 once every two months.
4 through 18. 4 Q. Right. So arethedosing
5 (Defendant's Exhibit 204, 5 regimensthe same for aflibercept in the
6 Document Bates stamped MYL-AFL 5010 | 6 '601 patent Claim 1 that we see for the
7 through 18, was so marked for 7 dflibercept 2 milligram dose in Dixon for
8 identification, as of this date.) 8 thePhaselll VIEW 1trid?
9 Q. Let me know when you have that 9 MS. OBERWETTER: Object to the
10 exhibit in front of you. 10 form.
11 A. | have Exhibit 204 in front of 11 A. Thearm of thetrial that
12 me 12 included 2 milligrams administered every
13 Q. If you could take alook at the 13 four weeksfor threeinitial monthly
14 page, it's page 1576 from the article and 14 dosesfollowed by every-eight-week dosing
15 page 5013 in the lower-right-hand corner. 15 isdescribed similarly between the
16 And by the way, you've read 16 patent, patent '601 and the Dixon
17 thisarticle before, right? 17 publication.
18 A. | briefly reviewed this article 18 Q. AndtheVIEW 1 study was
19 in preparation for this deposition. 19 directed to age-related macular
20 Q. And canyou confirm that the 20 degeneration, right?
21 Phaselll VIEW 1, VIEW 2 clinical tria 21 A. Correct. Neovascular or wet
22 dosing regimen is set forth under header 22 age-related macular degeneration.
23 2.6.3, Phaselll, in Dixon, DX 204? 23 Q. Right. And then the Phaselll
24 MS. OBERWETTER: Object to the 24 VIEW 1tria with thearm of 2 milligram
25 form. 25 dflibercept being dosed at a four-week
Page 99 Page 101
1 A. Soinsection 2.6.3 of this 1 dosing interval and then 2 milligrams at
2 publication, | seethat the VIEW 1 study 2 aneight-week dosing interval following
3 isdescribed with the dosing regimens 3 three monthly doses, that was aso being
4 described as doses of .5 and 2 milligrams 4 done by intravitreal injection, right?
5 administered at 4-week intervals and 2 5 A. Yes. Inthe VIEW 1 study,
6 milligrams at an 8-week dosing interval 6 aflibercept was administered via
7 following three monthly doses, compared 7 intravitreal injection.
8 with .5 milligram of ranibizumab 8 Q. And was one of the established
9 administered every four weeks. 9 clinical endpointsin VIEW 1 a particular
10 Q. When it comesto the Phaselll 10 BCVA score, best corrected visua acuity
11 protocol herein terms of the dosing 11 score?
12 regimen for VEGF-Trap eye, isthat any 12 MS. OBERWETTER: Object to the
13 different than the dosing regimen for 13 form.
14  aflibercept that we seein Claim 1 of the 14 A. Sothe primary endpoint in the
15 '601 patent? 15 VIEW 1 study was actually the proportion
16 MS. OBERWETTER: Object to the 16 of patients avoiding a 15-or-more-letter
17 form. 17 loss but the measure for that was visual
18 A. Givemeaminuteto find that. 18 acuity measure.
19 To confirm, you werereferring to Claim 1 19 Q. What happened if a patient was
20 inpatent '601? 20 actualy at 15, wasthat considered to be
21 Q. Yes, thedosing regimen for 21 atreatment failure or a success?
22 VEGF-Trap I/Aflibercept? 22 MS. OBERWETTER: Object to the
23 MS. OBERWETTER: Same objection. | 23 form.
24 A. Sothedosing regimen described 24 A. Somy recollection isthat for
25 hereis2 milligrams approximately four 25 the purpose of the primary endpoint in
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Page 102
the VIEW 1 study, we categorized patients
in two categories, losing 15 or more
letters at week 52 or avoiding that
letter loss.

Q. Andyou say that was measured
at week 52?

A. That wasthetime point at
which we performed the statistical
analysis.

Q. Okay. Onthe group of patients
enrolled in the clinical trial cohort?

A. Right. Sofor --

Q. Let meask you this, inthe
'601 patent --

MS. OBERWETTER: The witness had
not completed her answer.
MS. MAZZOCHI: Sorry, go ahead.

A. | just wanted to clarify that
inclinical trials, we would wait until
all patients enrolled in the study
reached the week 52 endpoint or sometimes
they discontinue before that, but that
all patients would have had an
opportunity to complete that visit before
any analysis of the data would occur.

Page 104
vision |oss.
Q. Okay. But when wasthat -- I'm
just trying to get amore simple question
| guess.
If thereisno -- we
established that there is no time limit
or restrictions on when you have to
measure the BCV A score. Isthat
something that you would measure at month
10 one?
11 MS. OBERWETTER: Object to the
12 form and characterization of the prior
13 question and answer.
14 A. Sointheclinica studies, we
15 measured visual acuity at every visit.
16 In practice, clinicians would evaluate
17 visual acuity at clinic visits when the
18 patient is being evaluated.
19 Q. Okay. But fromatime
20 perspective, can you say when a patient
21 isgoingtogain at least 15 letters, do
22 they haveto go through afull 52 weeks
23 of treatment?
24 MS. OBERWETTER: Object to the
25 form and foundation.

O©oOO~NOOT,WNPE

Page 103

Q. Sure. If youtakealook at
Claim 5 of the '601 patent, does that
have any time limit asto, or time
requirement as to when you have to
achieve the at-least-15-letters standard?

MS. OBERWETTER: Object to the
form.

A. Inmy review of Claim 6, there
isno time limit included.

Q. Okay. The patientswho are
participating in VIEW, did they achieve
this, at least 15 letters of best
corrected visual acuity, BCVA score,
within the first month?

MS. OBERWETTER: Object to the
form.

A. SoI'm hesitating to answer
your question because | think we are
conflating two different measures of --
that were used as clinical tria
endpoints. Mean change and best
corrected visual acuity was a secondary
endpoint in the VIEW studies. However,
the primary endpoint was the proportion
of patients avoiding a 15-or-more-letter

Page 105
1 A. SoAMD isavery heterogenous
2 diseaseand | can't speak to the
3 individual patient's experience.
4 Q. Why not?
5 A. Theresults of the VIEW 1 and
6 theVIEW 2clinical trials were based on
7 theoveral performance of the treatment
8 groups.
9 Q. Okay. Well, how canwe
10 ascertain when an individual patient has
11 gained or lost 15 letters? What's the
12 appropriate time to measure that aswe
13 seeherein Claim 5 of the '601 patent?
14 MS. OBERWETTER: Object to the
15 form.
16 A. Sowhen patientsinitiate
17 treatments with ante VEGF, the clinician
18 determines exactly what the follow-up
19 schedulefor that specific patient should
20 be and would measure visual acuity both
21 atthatinitial visit and subsequent
22 visitsto determine response to
23 treatment.
24 Q. Wadll, how many weeks do you
25 haveto follow the regimen in order to
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Page 106 Page 108

1 ensurethat the patient gains at least 15 1 onceevery eight weeks or once every two

2 lettersinthe BCVA score? 2 months, is every patient who follows that

3 MS. OBERWETTER: Object to the 3 dosing regimen going to be able to reach

4 form. 4 theresult we seein Claim 5 where the

5 A. Again, | can't speak to an 5 patient gainsat least 15 letters of BCVA

6 individual patient's experience. 6 score?

7 Q. Widll, isthere anything about 7 MS. OBERWETTER: Object to the

8 thisregimen that you candotoit or 8 form and foundation.

9 tweak it or modify it to ensure that a 9 A. $So, again, in the treatment
10 patient isactually going to achieve 15 10 of -- my understanding of the treatment
11 lettersof aBCVA score? 11 forindividua patientsisthat thereis
12 MS. OBERWETTER: Object to the 12 variahility in the course of treatment
13 form and foundation. 13 and responseto treatment. So | can't
14 A. So, again, I'm struggling a 14 say -- | can't say specifically when that
15 little bit with the concept of a patient 15 would be expected.

16 gaining 15 letters because, as| stated 16 Q. Wadl, arethere any
17 previoudly, this concept of 15 letters 17 restrictions we can put on the method to
18 really comesfrom avoiding aloss of 15 18 guaranteethat apatient is going to gain
19 lettersfrom baseline. So that's not a 19 atleast 15 letters of BCV A score when
20 gain, right? That's apatient losing 20 they follow the regimen? Doesit haveto
21 vison. 21 beif they follow it for 52 weeks, if
22 If you're asking me what 22 they follow it for 100 weeks, if they
23 resultsfrom the VIEW 1 and the VIEW 2 23 follow it for five weeks?
24 tria -- well, | should -- | don't know 24 MS. OBERWETTER: Object to the
25 what you're asking me. So maybe we 25 form and foundation.
Page 107 Page 109

1 should start over. 1 A. Again, my understanding of the

2 Q. Allright. Well, maybe we can 2 clinical experience and treatment of

3 getatitthisway. I'mtryingto -- 3 individual patientsisthat it's

4 well, every time you practice this dosing 4 variable. Sol can't speak to that here.

5 regimen of 2 milligrams every four weeks 5 MS. OBERWETTER: Ms. Mazzochi,

6 for thefirst three months followed by 2 6 we have been going --

7 milligrams approximately once every eight 7 Q. Butthequestionis, arethere

8 weeksor once every two months, is every 8 any--

9 patient going to then be able to reach 9 MS. OBERWETTER: Ms. Mazzochi, |
10 the standard in Claim 5 where the patient 10 know you can't hear me because you're
11 gainsat least 15 letters of BCVA score? 11 remote.

12 MS. OBERWETTER: Object to the 12 Q. Arethereany restrictions

13 form and foundation. 13 imposed on the method that in fact that

14 A. Sorry, what claim are you 14 the patient will be able to meet the

15 referring to? 15 standard on Claim 5?

16 Q. Clamb5inthe'601 patent. 16 MS. OBERWETTER: Ms. Mazzochi,
17 MS. OBERWETTER: Same objection. | 17 we have been talking over each other.

18 A. Sorry, could you just restate 18 We have begun going alittle over an

19 your question one more time? 19 hour, | started to talk and | think

20 Q. Sure. For any patientswho are 20 you didn't hear me.

21 following the dosing regimen that we see 21 MS. MAZZOCHI: Let'sfinishthis
22 inClaim 1 of aflibercept, where 2 22 part up and | think we can take a

23 milligramsis dosed approximately every 23 break.

24 four weeksfor the first three months 24 MS. OBERWETTER: Can we hear the
25 following by 2 milligrams approximately 25 guestion back, please.

28 (Pages 106 - 109)

Veritext Lega Solutions

WWw.veritext.com

Samsung Bioepis Exhibit 1075 888-391-3376
Page 29



Case 1:22-cv-00061-TSK-JPM Document 432-12

Filed 04/25/23 Page 30 of 90 PagelD #:

28072
Page 110 Page 112
1 MS. MAZZOCHI: Sure. 1 form. Foundation. Asked and
2 Q. Isthere any additional step or 2 answered.
3 restriction you can impaose on either the 3 A. Sointhetreatment and
4 method or the patient to ensure that the 4 monitoring of anindividual patient with
5 patient is going to actually achieve the 5 neovascular age-related macular
6 gainof at least 15 letters of best 6 degeneration, visual acuity would be
7 corrected visual acuity score? 7 assessed prior to treatment initiation,
8 MS. OBERWETTER: Objectionto 8 and at aninterval deemed appropriate by
9 form. Asked and answered. 9 thetreating physician during the course
10 Y ou can answer again. 10 of treatment.
11 A. 1 would just answer the same 11 Q. Arephysicians, if they want to
12 way, that for individual patients, the 12 useEylea, arethey required to use this
13 course of response to treatment is 13 BCVA and early-treatment diabetic
14 variable. 14  retinopathy study letter score to assess
15 MS. MAZZOCHI: Allright. | 15 their patients?
16 view that as nonresponsive. But, 16 MS. OBERWETTER: Object to the
17 okay. Let'stake abreak. 17 form. Foundation. Callsfor expert
18 THE VIDEOGRAPHER: Wearegoing | 18 testimony.
19 off the record at 11:27 am. 19 A. Physiciansare not required to
20 (Off the record.) 20 use ETDRS, best corrected visual acuity.
21 THE VIDEOGRAPHER: Back onthe |21 But there are multiple ways to assess
22 record at 11:44 am. 22 visual function that they would most
23 BY MS. MAZZOCHI: 23 certainly usein their clinical treatment
24 Q. Ms. Chu, did you talk with your 24 of apatient.
25 counsel over the break? 25 Q. Andwhat are some of the ways
Page 111 Page 113
1 A. | spoke with counsel over the 1 that you're aware of ?
2 break. 2 A. So, Snellen Visua Acuity, as
3 Q. Did you discuss the substance 3 well as potentially other assessments of
4 of your testimony at all? 4 visua acuity, like microperimetry or
5 A. No, | did not. 5 visual field. In addition to potentially
6 Q. | would liketo take alook at 6 contrast sensitivity and other ways of
7 Claim 6 of the '601 patent. 7 assessing visua function.
8 A. Okay. | seethat. 8 MS. MAZZOCHI: Okay. | would
9 Q. Yeah, and so here again, | just 9  liketo put before you a document that
10 have the question, what can be doneto 10 has -- that | will mark as Defendant's
11 thedosing regimenin Claim 1 to ensure 11 Exhibit 205. And for the record, it
12 that apatient isgoing to be able to 12 has production numbers MY L-AFL 0005242
13 meet these requirements of Claim 5 and 13 through 70.
14 Claim 6, and specifically using this 14 (Defendant's Exhibit 205,
15 measurement technique that's set forth in 15  Document Bates stamped MY L-AFL 0005242
16 Claim6? 16 through 70, was so marked for
17 MS. OBERWETTER: Object to the 17  identification, as of this date.)
18 form. Asked and answered. 18 MS. MAZZOCHI: And whilethat is
19 A. Sol would respond the same 19  being marked, | would aso like to
20 way, that the response to treatment is 20  notefor therecord at that Ms. Chu is
21 highly variable with individual patients. 21  designated on topic number 26 relating
22 Q. How are we going to know then 22 tothe content of the label for EYLEA
23 if anindividual patient actually meets 23 and any draft label submitted to the
24 the standard? 24 FDA. So these are certainly going to
25 MS. OBERWETTER: Object to the 25 include questions to Regeneron in the
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1 30(b)(6) capacity for this next 1 objection.
2 exhibit. 2 A. Sotheindications and usage
3 MS. OBERWETTER: So just so 3 section states that EYLEA isavascular
4 we're clear, you know, | will repeat 4 endothelial growth factor inhibitor
5 my objections that you have our 5 indicated for the treatment of patients
6 objections to what the witness might 6 with neovascular or wet age-related
7 be able to speak to and to the 7 macular degeneration, macular edema
8 30(b)(6) noticeinits entirety asit 8 following retinol vein occlusion,
9 has been put together. 9 diabetic macular edemaand diabetic
10 | will repeat my offer todo a 10 retinopathy.
11 running objection instead of having to 11 Q. Right. Sothereisnothingin
12 object every time. Will you take me 12 there about BCV A scores; isthat fair?
13 up on that? 13 MS. OBERWETTER: Object to the
14 MS. MAZZOCHI: No, | want 14 form and foundation. 30(b)(6)
15 objections on every gquestion if you're 15 objection.
16 going to be objecting because, again, 16 A. Intheindications and usage
17 | think it's an improper objection 17 section of the highlights of prescribing
18 given that she was designated to 18 information thereis no information
19 testify on the EY LEA labeling and 19 regarding BCVA.
20 that's what I'm putting in front of 20 Q. Andlikewise, if welook at the
21 her. 21 dosage and administration instructions
22 MS. OBERWETTER: That's not 22 for neovascular wet age-related macular
23 accurate and I'm not going to let you 23 degeneration, isthere any instructionin
24 misrepresent the content of my prior 24 therethat the patient has to gain at
25 letter. You may proceed. 25 least 15 letters of best corrected visual
Page 115 Page 117
1 Q. Ms. Chu, canyou take alook at 1 acuity score?
2 DX 205 and confirm it's the FDA-approved 2 MS. OBERWETTER: 30(b)(6)
3 EYLEA labding? 3 objection.
4 MS. OBERWETTER: Object to the 4 A. Inthe dosage and
5 form. Foundation. 30(b)(6) 5 administration section, which details the
6 objection. 6 dosage and administration for neovascular
7 A. So| have Exhibit 205 in front 7 AMD, macular edemafollowing RVO,
8 of meand this appearsto be the EYLEA 8 diabetic macular edemaand diabetic
9 USRI revised as of May 2019. 9 retinopathy, | do not see any information
10 Q. Do you seethe section of the 10 related to visual acuity in this section.
11 prescribing information that says 11 Q. Andwould your answer be the
12 indications and usage on the first page 12 samefor theindication of macular edema
13 of DX 205? 13 following retinol vein occlusion, that
14 MS. OBERWETTER: Object to the 14 thereis nothing there obligating the
15 form. Foundation. 30(b)(6) 15 patients or the physiciansto achieve a
16 objection. 16 BCVA, aparticular BCVA letter score?
17 A. Yes, | seethe section 17 MS. OBERWETTER: 30(b)(6)
18 Indications and Usage in the highlights 18 objection.
19 of prescribing information. 19 A. Inthehighlights of
20 Q. Andfor indications and usage, 20 prescribing information under dosage and
21 isthereany requirement in there for 21 administration for macular edema
22 gaining or achieving a particular BCVA 22 following RVO, | don't see any
23 score? 23 information related to BCVA.
24 MS. OBERWETTER: Object to the 24 Q. Andwould your answer be the
25 form. Foundation. 30(b)(6) 25 samefor the diabetic macular edema
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Page 118 Page 120
1 indications and diabetic retinopathy 1 "Contraindications."
2 indications? 2 A. I'm at that section of the
3 MS. OBERWETTER: 30(b)(6) 3 USTI.
4 objection. 4 Q. Okay. Now,itsays"EYLEA is
5 A. Sosimilarly, inthis same 5 contraindicated in patients with ocular
6 section of dosage and administration and 6 or periocular infections'; do you see
7 the highlights of prescribing information 7 that?
8 for diabetic macular edema and diabetic 8 A. Yes, | seethat section as
9 retinopathy, | do not see any information 9 section4.1.
10 related to visual acuity. 10 Q. Okay. What'sthe basisfor
11 Q. Okay. Andlikewise, inthe 11 that contraindication?
12 dosing and administration section, is 12 MS. OBERWETTER: Objection.
13 there anything in that particular section 13 30(b)(6) objection.
14 about excluding patients who have active 14 A. Soinmy experience and with my
15 intraocular inflammation? 15 knowledge of intravitreal injections,
16 MS. OBERWETTER: Object to the 16 there are certain contraindications that
17 form and foundation. 30(b)(6) 17 would need to be assessed in order to
18 objection. 18 determineif moving forward with any
19 A. Areyou asking specifically 19 intravitreal injection was advisable for
20 about the dosage and administration 20 anindividua patient.
21 section? 21 Q. Ifit'scontraindicated, does
22 Q. Correct. Wewill get to the 22 that mean that doctors are prohibited
23 contraindications section next. 23 from ever giving EY LEA to a patient?
24 A. Inthedosage and 24 MS. OBERWETTER: Objection.
25 administration sectionsin this 25 30(b)(6) objection. Callsfor expert
Page 119 Page 121
1 highlights of prescribing information 1 testimony.
2 section of the USPI, for neovascular 2 A. Agan, inmy experience, it
3 macular -- macular edema following RV O, 3 does not mean that they are prohibited.
4 diabetic macular edema and diabetic 4 They would make clinical assessment and
5 retinopathy, | don't see any information 5 evauation.
6 about active information or inflammation. 6 Q. And likewise, heading 4.2
7 Q. Okay. Andisthereanythingin 7 contraindication that talks about an
8 the dosage and administration section on 8 activeintraocular inflammation, are
9 thefront page of DX 205 that 9 doctors, in real world practice, must
10 gpecificaly talks about exclusion 10 they exclude patients from EYLEA
11 criteriafor any patient? 11 treatment asaresult of this
12 MS. OBERWETTER: 30(b)(6) 12 contraindication listed herein 4.2?
13 objection. 13 MS. OBERWETTER: Objection.
14 A. Inthedosage and 14 30(b)(6) objection. Callsfor expert
15 administration section of the highlights 15 testimony.
16 of prescribing information for 16 A. Soagain, it would bea
17 neovascular AMD, macular edemafollowing |17 clinical assessment of whether the
18 RVO, DMV or diabetic retinopathy, | do 18 physician felt that whatever intraocular
19 not see any information related to the 19 inflammation was present would preclude a
20 exclusion of patients. 20 safeintravitreal injection or not.
21 Q. Now, let'stake alook at 21 Q. Now, let's go back to the '601
22 section 4.1 within Defendant's Exhibit 22 patent and | would like to take alook at

Claim 9.
A. Yes, | seethat sectionin
patent '601.
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1 Q. Thereisareferencethereto 1 MS. MAZZOCHI: Sure.
2 "Exclusion criteriafor the patient 2 MS. OBERWETTER: Thanks.
3 include active intraocular inflammation 3 A. Soone of the most important
4  or active ocular or periocular 4 objectives of the VIEW 1 trial wasto
5 infection." 5 assesssafety. And this particular
6 Do you see that? 6 aspect of digibility ensured that we had
7 A. | doseethatinClaim9. 7 apopulation of patients enrolled in the
8 Q. Now, were those exclusion 8 clinical trial in which we could clearly
9 criteriapart of the VIEW UVIEW 2 Phase 9 assessthe safety of the product.
10 [l clinical tria? 10 Q. Andthen likewise, the
11 MS. OBERWETTER: Objection. 11 exclusion criteriafor active ocular or
12 30(b)(6) objection. 12 periocular injection, what isyour
13 A. My recollection isthat, yes, 13 understanding as to why that was part of
14 these were exclusion criteriaincluded in 14 theexclusion criteriafor VIEW 1 and
15 theVIEW 1and VIEW 2 clinical trial. | 15 VIEW 2?
16 could confirmif | could see the 16 A. Right. Sosimilarly, if you,
17 protocol. 17 if apatient has an active infection at
18 Q. Okay. And what'sthe rationale 18 thetime of an intravitreal injection,
19 for putting -- do you recall the 19 thereisan additional safety risk. And
20 rationae for having the exclusion 20 inorder to adequately assess the safety
21 criteriaof active intraocular 21 outcomes related to aflibercept in the
22 inflammation for the VIEW 1 and VIEW 2 22 VIEW 1trial, wefelt it wasimportant to
23 clinical trials? 23 exclude patients who had active ocular or
24 MS. OBERWETTER: Object to the 24 periocular infection.
25 form. 30(b)(6) objection. 25 Q. Do you know whether thereis
Page 123 Page 125
1 A. Just to clarify your question, 1 anyclinical trial datainthe EYLEA
2 youreasking if there was arationale 2 labeling where patients who did have
3 for why that was an exclusion criteriain 3 activeintraocular inflammation or active
4 theVIEW UVIEW 2? 4 ocular or periocular infection were
5 Q. Correct. 5 injected with EYLEA?
6 MS. OBERWETTER: Same objection. | 6 A. I'mnot aware of any datain
7 A. Soasl aready mentioned, for 7 thelabel where patients with intraocular
8 apatient that had active intraocular 8 inflammation or active ocular or
9 inflammation, that would be potentially 9 periocular infection were injected with
10 contraindicated with giving an 10 EYLEA.
11 intravitreal injection of any agent, and 11 Q. Did Regeneron ever consider
12 inorder to understand the 12 putting ablack box warning in the EYLEA
13 interpretability of the resultsin the 13 label to warn physicians to exclude
14 VIEW 1clinical trial, wefelt it was 14 dosing to patients who have active
15 important to exclude patients that may 15 intraocular inflammation or active ocular
16 have these contraindications. 16 or periocular infection?
17 Q. Andwhy would that influence 17 MS. OBERWETTER: Object to the
18 theinterpretability of the VIEW L/VIEW 2 18 form and foundation.
19 clinical trial, to your understanding? 19 A. Sothedecisiontoincludea
20 MS. OBERWETTER: Isthat a 20 black box warning would not have been
21 30(b)(6) question? 21 Regeneron's. That would have been a
22 MS. MAZZOCHI: That's hers. 22 decision on the part of the FDA.
23 MS. OBERWETTER: Will you tell 23 Q. Let'sgoahead and put the
24 me when you go back to asking 30(b)(6) 24 labeling aside for now. Actualy, no,
25 guestions? 25 I'msorry.
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1 Before we do that, if you could 1 development that might be able to answer
2 takealook at page -- section 11, which 2 that question, but | can't say off the
3 ison page 5254 over to 5255. 3 top of my head who would be the best
4 A. Thisisof the USPI, correct? 4 person.
5 Q. Yes. 2019 labeling that we 5 Q. Whoisin charge of formulation
6 marked asDX 205. 6 development for Regeneron for EYLEA at
7 A. Right, | see section 11. 7 thispointintime?
8 Q. Okay. Sothefirst thing 8 A. | actually can't say who is
9 that'sinthe EYLEA doseis aflibercept, 9 responsible at thistime.
10 right? 10 Q. HasEYLEA -- hasthe EYLEA
11 A. Thisisadescription of the 11 product been assessed on stahility for
12 product which would include the active 12 FDA purposes?
13 agent, aswell as any excipients. 13 A. Soaspart of our application
14 Q. Right. Andtheactiveagentis 14 tothe FDA, we are required to submit
15 aflibercept, right? 15 detailed manufacturing information in
16 MS. OBERWETTER: Object to the 16 module 3 of the BLA and that would
17 form. 17 include stability data.
18 A. Right. 18 Q. Anddo you have any
19 Q. And doesthe chemical 19 understanding as to whether the chemical
20 composition of aflibercept change when it 20 composition of EYLEA, particularly with
21 isputinto solution? 21 regardsto the aflibercept molecule, has
22 MS. OBERWETTER: Object to the 22 chemically changed over time whileit's
23 form and foundation. 23 been on stability?
24 Y ou can answer. 24 MS. OBERWETTER: Object to the
25 A. I'mnot the expert on the 25 form.
Page 127 Page 129
1 molecular structure of aflibercept, but 1 Y ou can answer.
2 wedéliver aflibercept in solution. 2 A. | don't have the expertise to
3 Q. Okay. And do you have any 3 answer your question.
4 understanding as to whether the content 4 Q. Andwhenit comesto the
5 of what isinside the dose changes any of 5 composition of the EY LEA drug product, do
6 themolecular structure of EYLEA? 6 you have an understanding as to what the
7 MS. OBERWETTER: Object to the 7 ingredients besides water have asa
8 form. 8 function within the formulation?
9 A. | don't havea-- 9 MS. OBERWETTER: Object to the
10 Q. I'msorry, let me rephrase that 10 form and foundation of this witness.
11 one. 11 A. | have arudimentary
12 Within a dose of the EY LEA drug 12 understanding of the excipients included
13 product, do you know whether any of the 13 intheformulation, but not necessarily
14 other ingredients, whether it be water, 14 their individua functions or reason for
15 sodium phosphate, sodium chloride, 15 inclusion.
16 polysorbate 20 or sucrose, change any 16 Q. Okay. And do you know whether
17 part of the aflibercept chemical 17 this particular formulation exists asa
18 structure? 18 prefilled syringe?
19 A. | don't have the expertise to 19 A. Yes, so the development of the
20 answer that question. 20 prefilled syringe was based on a safety
21 Q. Who would within Regeneron, to 21 consideration, aswell as-- aswell as
22 your knowledge, have the expertise to 22 providing physicians with amore
23 answer that question? 23 efficient preparation of EYLEA.
24 A. Sowe have scientific 24 Q. But did the chemica
25 colleagues that work in formulation 25 composition of what was in the prefilled
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1 syringe change as between this 1 MS. OBERWETTER: Object to the
2 description here versus what was used in 2 foundation.
3 theVIEW LVIEW 2clinical trials? 3 A. Soindlinical development, we
4 MS. OBERWETTER: Object to the 4 design clinicd trials, but we have
5 form. 5 contact with our patent attorneysto
6 A. | can't say for sure what may 6 discuss the ongoing development and there
7 have changed in the formulation 7 would be a determination based on their
8 gpecificaly between the VIEW 1 and VIEW 8 assessment, aswell as others, to move
9 2clinical trialsand what is currently 9 forward with any particular attempt to
10 inthe prefilled syringe. 10 patent any aspect of clinical trial
11 Q. Okay. Well, are you aware of 11 designor use.
12 any change to the formulation description 12 MS. MAZZOCHI: Let meputin
13 that appears here as compared to when the 13 front of you adocument that | will
14 EYLEA product wasfirst approved in 20117 |14  mark as Defendant's Exhibit 206, which
15 A. Inmy experience and knowledge, 15  hasproduction numbers RGN-EYLEA-MYLAN
16 I'm not aware of any changesto the 16 00518628 through 640. Let me know
17 formulation as described herein the 17  when you have DX 206 in front of you.
18 USFI. 18 (Defendant's Exhibit 206,
19 Q. Okay. You can go ahead and set 19  Document Bates stamped
20 that asidefor now. Let's start taking a 20  RGN-EYLEA-MYLAN-00518628 through 640,
21 look at someinternal documents from 21 wasso marked for identification, as
22 Regeneron. 22 of this date.)
23 | would like to put before 23 Q. Doyouhaveit?
24 you -- actualy, before we get to that -- 24 A. | have Exhibit 206 in front of
25 | know that we saw one of your patents 25 me
Page 131 Page 133
1 earlier. You know, we talked about how 1 Q. Now, you just mentioned that
2 some of these other clinical protocolsin 2 Regeneron would seek out input from your
3 the'601 patent correspond to other 3 patent attorneys; would that go through
4 clinicd trias. 4  Stuart Kolinski, who islisted on this
5 Was it your understanding that 5 org chart as being a part of the legal
6 Regeneron was attempting to file patent 6 department?
7 applications on all of the methods that 7 MS. OBERWETTER: | just want to
8 itwasgoing to test in Phase 1l human 8 pause, | don't believe | have a
9 clinical trials? 9 problem with that question. | just
10 A. Canyou just say your question 10 want to caution the witness not to
11 one moretime? 11 reveal the content of any actual
12 Q. Yes. Wasit Regeneron's custom 12 conversations with counsel.
13 and practice to file patent applications 13 A. | don't recall the exact years,
14 on all of the methods that it was going 14 but when | joined Regeneron in 2003,
15 totest in human Phase Il clinical 15 Stuart Kolinski was our general counsel
16 trials? 16 and any legal concerns would have, it
17 MS. OBERWETTER: Object to the 17 would have been his responsibility.
18 foundation. 18 Q. Okay. Did Regeneron ever have
19 A. It'smy understanding that 19 any in-house patent attorneys, to your
20 Regeneron always seeks to patent any 20 knowledge?
21 novel, inventive aspects of both our -- 21 A. At thistimewe havein-house
22 of any aspect of our development process. 22 patent attorneys, but I'm not exactly
23 Q. And how do you determine that 23 sure when we established in-house patent
24 something is hovel and inventive, using 24 attorneys.
25 the phrasing that you just used? 25 Q. Inthisorganizational chart,
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1 do you seeyour name on it as manager of 1 herrole?
2 clinical trials? 2 A. So Sri'srolein the context of
3 A. Yes, | seemy name. 3 project management was to help keep
4 Q. Approximately how long did you 4 timelines and budgets, as well as to keep
5 havethat title as manager of clinical 5 the cadence of meetingsrelated to
6 trials? 6 Regeneron programs moving consistently
7 A. | don't recall exactly how long 7 forward.
8 | havethat title. 8 Q. Ontheright thereisa
9 Q. It saysherethat you reported 9 referenceto Imogene Grimes,
10 to Jesse Cedarbaum? 10 biostatistician. Inyour role as manager
11 A. Yes, hewasthe hiring manager 11 of clinical trials, how did you interact
12 that | first worked for at Regeneron. 12 with Imogene Grimes?
13 Q. Okay. And he was there until 13 A. Solmogene was, at thistime,
14 around the 2007 time frame? 14 the head of our biostatistics department.
15 A. | don't recall exactly when he 15 Andweinteracted with her to advise on
16 left, but that seems approximately when. 16 thedesign of clinical trials, mostly
17 Q. Did heever tell you why hewas 17 about any statistical considerations like
18 leaving Regeneron? 18 sample size, aswell asthe planned
19 A. Atthetime Jesse left the 19 analyses.
20 company, he was offered another position. 20 We also would have worked with
21 And my understanding is that he didn't 21 her on the analysis of datafrom any
22 think that position was suitable for him. 22 clinical trial. Her group was
23 Q. When you say he was offered 23 responsible for generating the outputs
24 another position, you mean another 24 for the statistical analyses outlined in
25 position within Regeneron? 25 the protocols and the statistical
Page 135 Page 137
1 A. Right, that's what | meant. 1 anaysisplans.
2 Q. That wasapromotion or 2 Q. Allright. Did she haveany
3 demotion? 3 reporting line to you or did you have to
4 MS. OBERWETTER: Object to the 4 go through Mr. Cedarbaum or her superior
5 foundation. 5 inorder to utilize her skills?
6 A. | don'trecal. 6 A. Therewasno reporting line
7 Q. Thereisanother person listed 7 between myself and Imogene Grimes, but
8 here, Anthony Lucarell, who is he? 8 our teams were always assembled with
9 A. Sohisnameisactually 9 cross-functional representation from
10 misspelled, it's Anthony Lucarelli, there 10 functionsthat would have different
11 should bean"i" ontheend. And hewas 11 responsibilities for any clinical trial.
12 aclinical trial manager that also worked 12 Q. If youlook at the senior
13 for Dr. Cedarbaum, mostly ontheoncology |13 management, we have Len Schleifer listed
14 trialswith VEGF-Trap. 14 aspresident and CEO. Ishestill in
15 Q. Okay. Andthenthereisa 15 thatrole?
16 referenceto Bill Roberts, Susan Kassner 16 A. Yes. Lendtill hasthetitle
17 and Laura Pologe on the regulatory side. 17 of CEO. And | haveto say, I'm not 100
18 Did they report to you? 18 percent certain about, if he's still
19 A. No, I'm not sure why thisis 19 designated as president.
20 represented thisway. Bill Roberts, | 20 Q. Okay. And then we got George
21 Dbelieve, reported directly to Len 21 Yancopoulos, whoislisted at least on
22 Schleifer. Susan and Laurareported to 22 thisoccupancy chart the CSO; is he still
23 Bill. 23 the CSO today or does he have a better
24 Q. AndthereisasoaSri 24 title?
25 Vuthoori, project management; what was 25 A. My understanding today, he
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1 dill hasthetitle chief scientific 1 that would have helped inform
2 officer. 2 characteristics of aflibercept that we
3 Q. Wehave Neil Stahl, senior VP 3 felt were advantageous or indicated that
4 of preclinical development. |sthat 4 it was worthwhile to take that molecule
5 dtill histitle today? 5 into human testing.
6 A. My understanding isthat his 6 Q. Wasthere anything in the
7 titleis now executive vice president of 7 preclinical datathat was used to justify
8 research and development. 8 putting aflibercept on an eight-week or
9 Q. Okay. Andwhat washisrolein 9 12-week dosing regimen?
10 or around the time period when you were, 10 MS. OBERWETTER: Object to the
11 say, like 2007 to 2010, when you werein 11 form.
12 themidst of getting all of these 12 Q. For intravitreal injections
13 clinical trias pulled together? 13 intothe eye?
14 A. Soyou'reasking specifically 14 MS. OBERWETTER: Object to the
15 about Neil Stahl; isthat right? 15 form.
16 Q. Yes 16 A. $So certainly the outcomesin
17 A. SoNel'srolewasto help 17 thetoxicology studies, where we saw very
18 oversee preclinica development asit 18 little adverse effectsin nonhuman
19 related to toxicology, formulation, as 19 primateswith intravitreally delivered
20 weéll as pharmacology. 20 dflibercept was very supported from a
21 Q. You mentioned earlier that he 21 safety perspective of going into the
22 wasone of theindividuals you talked to 22 clinical trias.
23 to prepare for your deposition today. 23 Q. Okay. Anything, though, that
24 Why did some of this preclinical or how 24 would justify having the longer dosing
25 did -- what do you recall about how this 25 interva that you recall?
Page 139 Page 141
1 preclinical datawould influence the 1 MS. OBERWETTER: Object to the
2 development of the aflibercept human 2 form and foundation.
3 clinical trials, particularly for Phase 3 A. | can't remember if thiswas
4 1l or Phaselll? 4 gpecifically in Neil's purview, but we
5 MS. OBERWETTER: Object to the 5 did know that based on the aflibercept
6 form. 6 molecule, comparing to Lucentis, that it
7 A. Could you be more specific 7 did have alonger half lifein the eye of
8 about what preclinical datayou're 8 animas. And so that gave usan
9 referring to? 9 indication that potentially alonger
10 Q. Anything that he was 10 dosinginterval might be possible, but
11 overseeing? 11 certainly animal studies are only
12 MS. OBERWETTER: Object to the 12 somewhat trans atable to human studies.
13 form. 13 Q. Andthen from Regeneron's
14 A. So from atoxicology 14 perspective, which clinical trial wasit
15 perspective, we are required to perform 15 that allowed you to conclude that
16 certain toxicology studies to support an 16 aflibercept might have alonger half life
17 investigational new drug application that 17 inthe human eye that might justify a
18 would allow usto move forward with 18 longer dosing interval?
19 clinical testing. 19 MS. OBERWETTER: Object to the
20 So Neil's group would have 20 form and foundation.
21 helped design and perform the toxicology 21 A. Sowe -- during the course of
22 studiesthat supported moving into the 22 EYLEA clinica development, we did not
23 clinic with aflibercept. Aswell as his 23 measure half lifein the human eye. That
24 group was responsible for pharmacokinetic 24 would have regquired sampling from ocular
25 anaysisfrom preclinical studiesand 25 fluids, which to do seridly in patients
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1 isvery difficult and causes additional 1 toreview the entire e-mail?
2 safety risk for patients. So the data 2 Q. Sure, go ahead.
3 fromthe 0508 or CLEAR-IT 2 study was 3 (Witness reviews document.)
4 redly the clinical datathat we looked 4 A. Okay. What was your question
5 atinorder to decide which dosing 5 agan?
6 regimensto testin Phaselll. 6 Q. Sure, at this stage, was
7 Q. Andwereyou aco-author on 7 Regeneron planning to start a Phase 111
8 publications discussing the CLEAR-IT 2 8 tria for wet AMD with aflibercept?
9 study? 9 A. Sothise-mail isreferring to
10 A. | believel was. But | would 10 the start of astudy, a Phase | study for
11 have to see the publications to confirm. 11 the treatment of wet AMD, but with
12 Q. Okay. And do you recall 12 intravenous administration of
13 presenting CLEAR-IT 2 study data? 13 aflibercept.
14 A. | persondly did not present 14 Q. Okay. And then on the front of
15 CLEAR-IT 2 study data. Our practice was 15 thise-mail thereisareferencetoa
16 touseusudly investigatorsin thetrial 16 Stanley Wiegand, who is he?
17 or advisorsto present data at scientific 17 A. Stan Wiegand was the head of
18 conferences. 18 ophthalmology research.
19 Q. Doyou recal what was the 19 Q. Andwho is Charles Pool?
20 first scientific congress where the 20 A. 1 don't recall who Charles Pool
21 CLEAR-IT 2 study data was presented? 21 was.
22 MS. OBERWETTER: Object to the 22 Q. Okay. Wasit common for
23 form. 23 Regeneron to prepare press releases when
24 A. | donot recal. 24 they were about to start clinical trials?
25 MS. MAZZOCHI: Okay. | would 25 MS. OBERWETTER: Object to the
Page 143 Page 145
1 like to put before you a document that 1 form.
2 I will mark as Defendant's Exhibit 2 A. Regeneron wasasmall company
3 206, which has production numbers 3 back then, so theinitiation of a
4 RGN-EYLEA-MYLAN 518348 through 350. 4 clinical development program would have
5 (Defendant's Exhibit 207, 5 been something that we would have
6 Document Bates stamped RGN-EYLEA-MYLAN 6 disclosed.
7 518348 through 350, was so marked for 7 Q. Okay. And at thispoint in
8 identification, as of this date.) 8 time, was -- you had a corporate
9 MS. OBERWETTER: | believe we're 9 partnership with Aventis. Was Aventis
10  onto 207. 10 going to be aso funding or participating
11 MS. MAZZOCHI: I'm sorry, 207. 11 inthisintravenous aflibercept trial?
12 Q. Doyou have Exhibit 207? 12 MS. OBERWETTER: Object to the
13 A. Yes, | have Exhibit 207. 13 form.
14 Q. Okay. Canyou confirm that 14 A. | can't speak to the details of
15 Exhibit 207 is aFriday, January 30th, 15 the collaboration, | guess agreements
16 2004 e-mail from Jesse Cedarbaum to you 16 back then.
17 and othersinvolving what was described 17 MS. MAZZOCHI: Okay. You cango
18 asdraft VEGF-Trap AMD press and some 18 ahead and put that one aside. | would
19 thoughts on the release of an AMD trial? 19 like to put before you a document that
20 A. | seethat email isdated 20 I will mark as Defendant's Exhibit
21 Friday, January 30th, 2004 and that I'm 21 208, which has production number
22 one of the recipients of e-mail. 22 RGN-EYLEA-MYLAN 00521881.
23 Q. Soatthispointintime, was 23 (Defendant's Exhibit 208,
24 an AMD trial proposed or underway? 24 Document Bates stamped
25 A. Doyoumindif | take aminute 25 RGN-EYLEA-MY LAN-00521881, was so
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1 marked for identification, as of this 1 A. Sol don't recall exactly how
2 date.) 2 long thistook, but we did conduct this
3 Q. Doyou haveit? 3 initial Phasel study in AMD aswell as
4 A. Yes, | have Exhibit 208 in 4 another Phase | study in DME with
5 front of me. 5 intravenous administration. And my
6 Q. Canyou confirm it'saMonday, 6 recollectionisthat in paralel, we were
7 March 1st, 2004 e-mail from Jesse 7 working on the intravitreal formulation
8 Cedarbaum, cc'ing and copying others, and 8 and performing preclinica studiesin
9 it says, "Barring any unforeseen 9 preparation for potentially moving
10 circumstances, we will dose our first AMD 10 forward with anintravitreal program.
11 patient in the VEGF-Trap study tomorrow. 11 Q. Okay. And why wasit important
12 Karen Chuwill bein attendance." 12 to do theintravenous studies before
13 Do you see that? 13 going to theintravitreal program?
14 A. Yes, | seethat. 14 MS. OBERWETTER: Object to the
15 Q. Do you recal whether this 15 foundation.
16 first dosing of the AMD patient was an 16 A. Soatthetimetherewasalot
17 intravitreal injection or an IV systemic? 17 of discussion about the safety of VEGF
18 A. My recollectionisthisis 18 inhibitors. And with systemic
19 referring to the first patient that we 19 administration we understood, all right,
20 dosed intravenously with aflibercept. 20 that some of the typical effects that you
21 Q. Okay. And what recall -- well, 21 would see were increased blood pressure
22 wereyou in attendance? 22 andincreased proteinuriaor proteinin
23 A. Yes, | wasin attendance. 23 theurine. However, there was, at this
24 Q. Allright. Andwhat do you 24 time, alot of skepticism around the
25 recal about that? 25 sdafety of intravitreal administration,
Page 147 Page 149
1 A. Sol recdl that thefirst 1 especialy for the treatment of diseases
2 patient in the '0305 study, which was the 2 like neovascular AMD and DME, where we
3 AMD Phase | study of intravenous 3 envisioned that chronic treatment would
4 VEGF-Trap, thisfirst patient was 4 be necessary.
5 enrolled and treated at Wilmer Eye 5 S0 at least as an initial Phase
6 Institute. 6 | study to explore the safety of
7 Q. Okay. 7 aflibercept dosed intravenously in these
8 A. And]| attended thisinitial 8 patients, wefelt this was a step that we
9 visit to ensure that the clinical study 9 could take because we had the intravenous
10 team on site had support for 10 formulation already in the clinic for
11 understanding the protocol requirements 11 oncology indications at the time.
12 aswell asthe dosing requirements. 12 Q. Okay. Andagain, thiswasin
13 In particular, with intravenous 13 the 2004 time period that this skepticism
14 administration, we used an infusion pump, 14 wasout there?
15 and so part of my role was to make sure 15  A. That'scorrect. These
16 that the pump worked properly and ensure 16 discussions were concurrent and predated
17 that if there was -- if there were any 17 2004.
18 issues, that | could assist with 18 MS. MAZZOCHI: | would liketo
19 troubleshooting. 19  mark as Exhibit 209 a document with
20 Q. Okay. And for approximately 20  production numbers RGN-EYLEA-MYLAN
21 how long did Regeneron pursue the 21 518954 through 959.
22 intravenous program before it decided to 22 (Defendant's Exhibit 209,
23 dtart doing an intravitreal approach for 23 Document Bates stamped RGN-EYLEA-MYLAN
24 dflibercept when it came to wet AMD? 24 518954 through 959, was so marked for
25 MS. OBERWETTER: Objection. 25  identification, as of this date.)
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1 Q. Let me know when you have that 1 with aflibercept.
2 document. Do you have Exhibit 209 in 2 Q. Macugen was dosing its product
3 front of you? 3 intravitaly, correct?
4 A. Yes, | have Exhibit 209 in 4 A. Thatiscorrect.
5 front of me. 5 Q. Did theseresults cause
6 Q. Canyou confirm the top e-mail 6 Regeneron to start thinking more closely
7 was copied to you and others on Tuesday, 7 of doing an intravitreal injection?
8 August 31st, 2004? 8 MS. OBERWETTER: Object to the
9 A. Yes, I'monthecclineof this 9 form.
10 e-mail dated August 31st, 2004. 10 A. | believethat the results from
11 Q. Okay. Andyou were being 11 the Macugen trials gave us more
12 forwarded a document or an e-mail that 12 information about the safety and
13 wastitled "DIA dispatch,” referring to 13 feasibility of intravitreal injections
14 the Drug Information Association 14 givenregularly to these, to the -- to
15 dispatch; do you see that? 15 AMD patients over the course of ayear of
16 A. | doseethat herein the 16 treatment.
17 email. 17 Q. Didthe Macugen results give
18 Q. Allright. Andwhat wasthe 18 you any sense that there might be more
19 purpose of your team at Regeneron getting 19 willingness in the marketplace to accept
20 thisDIA dispatch? 20 anintravitreal injection?
21 A. Give me amoment to review the 21 A. The Macugen results from these
22 e-malil. 22 Phaselll studies definitely supported
23 Q. Sure 23 that intravitreal administration of a
24 (Witness reviews document.) 24 product in wet AMD patients was possible.
25 A. Okay, sorry, if you could ask 25 Q. If you could aso take alook
Page 151 Page 153
1 your question again, that would be great. 1 atthepage, it's the second-to-last page
2 Q. Yeah,if welook at the 2 of the exhibit, it ends with the number
3 description, was the goal of the service 3 518958.
4 to give people comprehensive summaries of 4 A. Okay.
5 USFDA Drugs and Biologics Advisory 5 Q. Thereisaheading near the
6 Committee meetings just hours after their 6 bottom of the page titled "Market
7 completion? 7 lIssues'; do you seethat?
8 A. Itsaysherethat "In our 8 A. | do seethat.
9 effort to provide you with comprehensive 9 Q. Andintaking about -- in the
10 summaries of USFDA Drugs and Biologics |10 second paragraph it says, "There are
11 Advisory Committee meetings just hours 11 severa novel productsin development for
12 after their completion, DIA has licensed 12 AMD, such as Genagera's squalamine and
13 content from Liquent, parent of the IDRAC 13 Genentech's Lucentis (ranibizumab)."
14 regulatory database.” 14 Do you see that?
15 Q. Why was Regeneron trying to get 15 A. Yes, | seethat sentencein the
16 thistype of datainformationin closeto 16 email.
17 redtime? 17 Q. Allright. Andat thistimeit
18 MS. OBERWETTER: Object to the 18 was known to Regeneron that ranibizumab
19 form and foundation. 19 wasalsoout therein Phaselll trids,
20 A. So thisappearsto be a summary 20 right?
21 of the Macugen FDA advisory meeting where | 21 A. Yes, the Lucentistrials were
22 they reviewed the Macugen Phase [11 22 being conducted concurrently at this
23 studies. Thiswould have been of great 23 time.
24 interest to Regeneron because Macugen was | 24 Q. And Lucentiswas also being
25 viewed as a potential competitive product 25 doneasanintravitrea injection of a
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1 VEGF inhibitor? 1 neovascular AMD isthat patientslose
2 A. Yes, that's correct. 2 vision rapidly after diagnosis, also
3 Q. Andit aso mentions at the end 3 proceeding to legal blindness within
4  of the paragraph that Regeneron's 4 months after diagnosis. So the Macugen
5 VEGF-Trap was aso currently in clinical 5 trialswere of great interest to everyone
6 and preclinical trials, right? 6 inthe retinacommunity, physicians as
7 A. Yes, thelast sentenceis 7 well asresearchers as ourselves, because
8 "Other anti-angiogenic agents currently 8 Macugen represented the first anti-VEGF
9 inclinical and preclinical trials are 9 pharmacologic agent that was delivered in
10 Angstrom's A6, OXiGene's CA4P and 10 Phaselll studies.
11 Regeneron's VEGF-Trap." 11 And the outcome of these
12 Q. Okay. Atthispointintime, 12 studies was very disappointing to the
13 wereyou looking at the Lucentis dosing 13 entire community because they did not
14 regimen as one that you might want to 14 demonstrate vision gain as people had
15 copy or emulate? 15 hoped, and instead had results that were
16 MS. OBERWETTER: Object to the 16 very similar to prior treatments that
17 form. 17 simply slowed vision lossin these
18 A. | would say at thistime we 18 patients.
19 were monitoring the Lucentis clinical 19 Q. Right. But then Lucentis,
20 development program closely from a 20 ranibizumab, that data was certainly much
21 competitive intelligence perspective. 21 more promising in AMD in terms of the
22 Q. Okay. And who was responsible 22 early reports that came out, correct?
23 for competitive intelligence within 23 MS. OBERWETTER: Object to the
24 Regeneron in, say, the 2004 to 2007 time 24 form.
25 frame? 25 A. Sol don't recall exactly what
Page 155 Page 157
1 A. | don't recal that anyone was 1 Lucentis datawas availablein this 2004
2 specificaly responsible for that. It 2 timeframe. Butit certainly wasa
3 wasal -- | would say we were al very 3 molecule that we were very interested in,
4 interested in our competitors progress 4 again, from a competitive perspective.
5 asit related to anti-VEGF products. 5 Q. And certainly by the time we
6 Q. And one of the reasons you were 6 got to the 2010 time frame, at thetime
7 al very interested is because you wanted 7 that you had submitted your Phase 11|
8 to seewhat the competitive landscape 8 clinical trials, ranibizumab had been
9 would look like, right? 9 shown to produce some consistent vision
10 A. Yes, wewerevery interested in 10 gain, right, when injected intravitally?
11 the competitive landscape. 11 MS. OBERWETTER: Object to the
12 Q. Andwereyou aso interestedin 12 form.
13 seeing what their dosing regimen looked 13 A. Sothepivota Lucentistrials
14 like, correct? 14 in neovascular AMD were the Anchor and
15 A. Yes, but | should give some 15 Marinatrials. And they demonstrated
16 background here since we're reviewing an 16 vision gain with ranibizumab dosed every
17 e-mail that includes information 17 four weeks or monthly for the -- for a
18 regarding the Macugen studies. 18 year, so week 52 was their primary
19 So up to this point nobody had 19 endpoint.
20 demonstrated that consistent vision gain 20 MS. OBERWETTER: Just aquick --
21 with treatment. So the goal of treatment 21 just aquick, we have been going about
22 upto this point wasreally just to 22 another hour, if you have alittle bit
23 prevent patients from losing visual 23 more to do. We'rewell into lunch
24 acuity. 24 hour, so whenever you have a breaking
25 The natural course of 25 point, that would be great.
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1 MS. MAZZOCHI: Yeah, let mejust 1 of thise-mail from [lham Zoughi.
2 whip out a couple of these and then we 2 Q. Andwas heforwarding to you
3 can take alunch break. 3 and othersapublication titled "New
4 MS. OBERWETTER: So just want 4 treatment for wet age-related macular
5 to beclear, | don't want to do a 5 degeneration shows promising early
6 couple more exhibits. If you've got 6 results, vision improves for patients
7 some more stuff to do before you get 7 going blind from wet AMD"?
8 into a bunch more exhibits, that would 8 A. Just give me aminute to review
9 be -- 9 thefull document, but Ilham isashe.
10 MS. MAZZOCHI: If you want to 10 Q. Okay.
11 take your lunch break now, we can take 11 A. Okay. Sorry, what was your
12 alunch break now. 12 question again?
13 MS. OBERWETTER: | didn't want 13 Q. Socan you confirm you received
14 tointerrupt you in aparticular line 14 acopy of thisarticletitled "New
15 of questions, but | don't want to do 15 treatment for wet age-related macular
16 more exhibits, that's what I'm saying. 16 degeneration shows promising early
17 MS. MAZZOCHI: That'sfine. | 17 results, vision improves for patients
18 was about to start another exhibit, so 18 going blind from wet AMD"?
19 we can take a lunch break. 19 A. Sol don't recall receiving
20 THE VIDEOGRAPHER: Going off the| 20 thise-mail, but | seethat | was one of
21 record at 12:44 p.m. 21 the peoplethat e-mail was addressed to.
22 (Lunchrecess: 12:44 p.m.) 22 Q. Okay. Anddoyou recal
23 23 anything about this particular study
24 24  where Avastin was dosed in patients and
25 25 their average vision improved over the
Page 159 Page 161
1 Afternoon Session 1 study?
2 1:29 p.m. 2 A. 1 don't recall anything about
3 KAREN CHU, having been 3 thisstudy.
4 previoudy duly sworn, was examined and 4 Q. If youlook at the bottom line,
5 testified further asfollows: 5 theauthor there said -- the study
6 THE VIDEOGRAPHER: We are back 6 clinician was quoted as saying, "We have
7  ontherecord at 1:29 p.m. 7 been injecting anti-VEGF drugsinto the
8 MS. MAZZOCHI: Thank you. | 8 eyefor the past three years with very
9  wouldliketo mark asDX 210 a 9 encouraging results.”
10  document with production numbers 10 MS. OBERWETTER: Object to the
11 RGN-EYLEA-MYLAN 540875 through 877. 11 form.
12 (Defendant's Exhibit 210, 12 Q. Doyou seethat?
13 Document Bates stamped RGN-EYLEA-MYLAN 13 A. | do seethat as part of the
14 540875 through 877, was so marked for 14 quote here.
15  identification, asof this date.) 15 Q. Right, and that quoteis
16 EXAMINATION (Continued) 16 attributed to Philip J. Rosenfeld, M.D.,
17 BY MS. MAZZOCHI: 17 Ph.D.?
18 Q. Do you havethat exhibit before 18 A. Sothise-mail just said
19 you? 19 Rosenfeld, which assume to mean Phil
20 A. Yes, | have Exhibit 210. 20 Rosenfeld.
21 Q. Canyou confirm that Exhibit 21 Q. Did Regeneron also reach out to
22 210 contains an e-mail string including 22 get input from Phil Rosenfeld in the
23 an e-mail from Ilham Zoughi, Z-O-U-G-H-l, 23 context of itsclinical trial work?
24 toyou and others dated March 3rd, 2005? 24 MS. OBERWETTER: Object to the
25 A. Yes, | seethat I'm arecipient 25 form.
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1 Y ou can answe. 1 number RGN-EYLEA-MY LAN 541876 through
2 A. Dr. Rosenfeld was a respected 2 889
3 key opinion leader in the retina 3 (Defendant's Exhibit 211,
4 community, and he is someone that we 4 Document Bates stamped RGN-EYLEA-MYLAN
5 interacted with occasionally to discuss 5 541876 through 889, was so marked for
6 aspects of the clinical development 6  identification, as of this date.)
7 program. 7 Q. If you can confirm the first
8 Q. Doyou recdl there being any 8 page of this exhibit includes an April
9 impact within Regeneron when it was 9 26th, 2005 e-mail from Ms. Zoughi to you
10 reported that Avastin, aVEGF inhibitor, 10 and others with asubject line
11 was producing positive resultsin the 11 "Communication brief for ARVO"?
12 eye? 12 A. Yes, | seethat thise-mail
13 A. | don't remember this study or 13 from Ilham Zoughi dated April 26th, 2005
14 the datafrom this study having a 14 includes myself as one of the recipients,
15 specific impact at Regeneron. 15 and isthe subject -- the subject is
16 Q. Allright. But what about 16 "Communication brief for ARVO."
17 Avastin generally, the experience that 17 Q. Okay. AndwhatisARVO?
18 clinicians were having with Avastin? 18 A. ARVOisreferringto the
19 MS. OBERWETTER: Object to the 19 Association for Research in Vision and
20 form. 20 Ophthalmology.
21 Q. Injecting itinto the eyeto 21 Q. Andasoincludedinthis
22 et -- to stop vision |0ss? 22 e-mail wasthe briefing document. If you
23 A. Sothispressreleaseis 23 cantakealook at the -- well, do you
24 referring to systemic administration of 24 remember if you actualy attended ARVOQin
25 Avadtin. 25 thisyear?
Page 163 Page 165
1 Q. Right. 1 A. 1 don't remember specifically
2 A. But Dr. Rosenfeld was involved 2 my attendance in 2005, but thisis one of
3 inrunning his own investigator-initiated 3 theindustry meetings or one of the
4 studieswith intravitreal Avastin. 4 meetingsin the field that | would attend
5 Q. Right, right. And heindicates 5 regularly.
6 inthisdocument at least that he had 6 Q. Canyoutakealook at the
7 been doing that for at least three years? 7 second page of Exhibit 211, at page 877,
8 A. That iswhat the document says. 8 itindicatesthat Quan Nguyen from the
9 Q. Right. Sodid the fact that 9 Wilmer Eye Ingtitute would be presenting
10 someonelike Dr. Rosenfeld and others 10 datafrom the Phase| study at the ARVO
11 wereinjecting Avastin directly into the 11 meeting, right?
12 eye, did that influence their thinking as 12 A. Yes, it does state that.
13 to whether it would be useful to dose 13 Q. Allright. Andif you could
14 VEGF-Trap into the eye? 14 takealook at page 881 --
15 MS. OBERWETTER: Object to the 15 A. Canljust clarify that the
16 form of the question. 16 document states that Dr. Nguyen will be
17 A. Dr. Rosenfeld, aswell as other 17 presenting OCT data from the systemic
18 retinal specialistsin the community, 18 Phasel wet AMD study.
19 provided information that gave Regeneron 19 Q. Okay. Well, if you can take a
20 more confidence regarding the feasibility 20 look at page 881 within Defendant's
21 of moving forward with an intravitreally 21 Exhibit 211. Do you seethetitle there
22 delivered product. 22 that says"Appendix 1, Phase | data'?
23 MS. MAZZOCHI: You can set that 23 A. 1doseeAppendix 1 titled
24 aside and let me mark as Defendant's 24 "Phasel data.”
25 Exhibit 211 a document with production 25 Q. Okay. And that was going to be
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1 part of the ARV O presentation set for 1 that it demonstrated that VEGF inhibition
2 Tuesday, May 3rd, 20057 2 inthese patients had the potential to
3 A. Yes, | do seeherethat it 3 improvevisua acuity and cause
4 indicates that the presentation start and 4 reductionsin central or, in this study
5 end time would be Tuesday, May 3rd, 2005. 5 called excess retinal thickness, which
6 Q. Allright. Andif you takea 6 wasanindication of an anti-VEGF affect
7 look at the method and results presented 7 onthe underlying disease.
8 here, can you confirm that this clinical 8 Q. Now, inthe'601 patent, so we
9 tria protocol and results corresponds to 9 saw example 3 wasthe one from -- the
10 thePhasel tria that's described in the 10 study from Dr. Nguyen that was presented
11 '601 patent at example 3, columns 8 to 9? 11 at ARVO. Theexample 2, Phasell
12 MS. OBERWETTER: Object to the 12 clinical study that'sin the '601 patent,
13 form and foundation. 13 didthat clinica study have a name?
14 A. I'll need aminute just to get 14 MS. OBERWETTER: Object to the
15 oriented here. 15 form and the characterization in the
16 Q. Sure 16 first part of your question.
17 (Witness reviews document.) 17 Y ou can answer.
18 A. Sothe study that's described 18 A. The study described in example
19 in Appendix 1 on the page ending in 881 19 2 of the'601 patent, which was the Phase
20 does correspond to example 3 in the '601 20 |l trial of repeated doses of
21 patent. 21 intravitrealy administered VEGF-T in
22 Q. Okay. And then while we'reon 22 subjects with neovascular AMD, thistria
23 this-- wasthere a particular name given 23 wasreferred to asthe CLEAR-IT 1 study.
24 tothat clinical trial that's example 37 24 Q. Andyou were aco-author on
25 A. | don'trecall that therewas a 25 publicationsinvolving the CLEAR-IT 1
Page 167 Page 169
1 specific name given to thistrial, 1 study, right?
2 athough the clear designation was 2 A. My recollectionisthat | was,
3 something that Dr. Cedarbaum in 3 but | would have to see the publication
4 particular used for many of the early 4 toconfirm.
5 phaseclinical trials. 5 Q. Okay. Andthenif you look at
6 Q. Okay. If welook in Exhibit 6 examplel, the Phasel clinical trial,
7 211 at page 882 under the Conclusions 7 intravitreally administered receptor
8 section, last two lines state: "A trend 8 VEGF-T in subjects with neovascular AMD,
9 towards adose-related improvement in 9 doyou recall what study name that one
10 BCVA wasalso observed. Clinical trids 10 wasgiven?
11 using intravitreal administration of 11 A. Sorry, | made an error
12 VEGF-Trap are underway." 12 actualy.
13 A. | do seethat portion of the 13 Q. Okay.
14 Conclusion section. 14 A. Sothestudy in example 1 was
15 Q. Sowasit Regeneron's position 15 referredto asthe CLEAR-IT 1 study. The
16 that this Phase | intravenous data that 16 study in example 2 wasthe CLEAR-IT 2
17 Dr. Nguyen presented, that we see herein 17 study.
18 DX 211, Appendix 1, was ajustification 18 Q. Okay. Perfect. Thank you.
19 to continue with the intravitreal 19 And then if we go on to the
20 administration of VEGF-Trap? 20 next column, example 4, the Phase ||
21 MS. OBERWETTER: Object to the 21 clinicd trias, wasthat the VIEW 1
22 form and foundation. 22 study or VIEW 2?
23 A. Theresultsfrom the Phase | 23 A. So thissection under example 4
24 intervenous study in wet age-related 24 refersto two paralel Phaselll clinical
25 macular degeneration was informative in 25 trialscarried out to investigate the use
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Page 170 Page 172
1 of VEGF-T to treat patients with the 1 totry to provide amoreinformed
2 neovascular form of age-related macular 2 response.
3 degeneration, so this section appearsto 3 Q. Sure
4  bereferring to both the VIEW 1 and the 4 (Witness reviews document.)
5 VIEW 2 studies. 5 A. Okay. Could you ask your
6 Q. Okay. And thenif you canjump 6 question again?
7 forward to column 14, there is an example 7 Q. Sure. Why did Regeneron have
8 5 provided there. Did that clinical 8 thisexpert advisory group in connection
9 study also have a name? 9 with the AMD indication?
10 A. Example5isthe Phasell 10 MS. OBERWETTER: Object to the
11 clinical trial of VEGF-T in subjects with 11 form and foundation.
12 diabetic macular edema. This study was 12 A. | don'trecall specifically why
13 referred to asthe DaVinci trial. 13 we conducted this particular meeting with
14 Q. Okay. And then example 6, did 14 external experts.
15 that clinical trial have aname? 15 Q. Okay. One of the questions
16 A. Soinexample6, it'sreferring 16 that Neil Stahl said that he wanted to
17 to arandomized multi-centered double- 17 have answered is"What exactly isthe
18 masked tria in treatment of patients 18 reimbursement situation of Lucentis
19 with macular edema secondary to CRVO. 19 likely to be, e.g., what is copay by
20 And | believethisisreferring 20 patient, et cetera?"
21 toastudy that we called the Copernicus 21 Do you have any recollection of
22 study, although there was a second CRVO 22 that?
23 study conducted called the Galileo study. 23 A. 1do not have any recollection
24 MS. MAZZOCHI: That'sfine. All 24 of that specific topic.
25 right. | would like to put in front 25 Q. Doyou recdl generdly any
Page 171 Page 173
1  of youadocument that | will mark as 1 discussion about the copay-type
2 Defendant's Exhibit 212, which has 2 arrangements that patients might
3 production numbers RGN-EYLEA-MYLAN 3 experience with Lucentis?
4 634608 through 611. 4 A. lwasnotinvolvedin
5 (Defendant's Exhibit 212, 5 discussionsregarding pricing.
6 Document Bates stamped RGN-EYLEA-MYLAN 6 Q. Okay. One of the other
7 634608 through 611, was so marked for 7 Questionsto ask these experts was "Do
8 identification, as of this date.) 8 they think that the PIER regimen of
9 Q. Canyouconfirmthisisa 9 Lucentiswill work."
10 document with an e-mail string with the 10 Do you see that?
11 first one dated Sunday, January 8th, 11 A. | do seethat question.
12 2006, regarding an AMD expert meeting 12 Q. What was your understanding of
13 from Neil Stahl to Jesse Cedarbaum, you 13 the PIER regimen for Lucentis?
14 and others? 14 MS. OBERWETTER: Object to the
15  A. | canconfirm that the date of 15 form.
16 thise-mail is Sunday, January 8th, 2006. 16 Y ou can answer.
17 The subject isregarding AMD expert 17 A. SothePIER study was an
18 meeting. It'sfrom Neil Stahl. And I'm 18 investigator-initiated study conducted by
19 one of the recipients of this e-mail. 19 Dr. Phil Rosenfeld that, my understanding
20 Q. Why did Regeneron want to have 20 of that regimen isthat it was three
21 thisAMD advisory expert meeting? 21 initial monthly doses of .3 milligrams of
22 MS. OBERWETTER: Object to the 22 Lucentisfollowed by quarterly dosing, so
23 form and foundation. 23 every-three-month dosing.
24 A. Idon'trecal. If youlike, I 24 Q. Thenthey -- thenthereisaso
25 can review the e-mail alittle bit more 25 alineitem under that question that
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Page 174 Page 176
1 says, "Their thoughts on our Phase |l 1 form.
2 tria and endpoint, do they concur with 2 Y ou can answer.
3 our perspective that it isimpossible to 3 A. Somy understanding of these
4 get meaningful visual acuity data without 4 three optionsisthat the first one would
5 doing aPhaselll study?" 5 bethe endpoint proposed was practice
6 Do you see that? 6 portion of patients with a 15-letter
7 A. | seethat question in the 7 loss.
8 emall. 8 The second one would be the
9 Q. Doyou recal what the expert's 9 proportion of patients with at least a
10 opinion was on that issue? 10 15-letter gain.
11 A. 1donot recal what the 11 And the third one would be a
12 expert's opinion was on that issue. 12 15-letter difference between treatment
13 Q. If youcantakealook at the 13 armsinthe study.
14 e-mail underneath it from Jesse Cedarbaum 14 Q. Right. What'sthe difference
15 from January 8th, 2006 to you and others. 15 between the 15-letter loss, gain or
16 He said "We never got to 16 delta?
17 discussthison Friday afternoon. We 17 MS. OBERWETTER: Objection.
18 redly need to get a background package 18 Asked and answered.
19 out to our advisors on Monday at the 19 A. Sothefirst two would rely on,
20 latest." 20 basicaly, counting the number of
21 Do you recall whether you ever 21 participantsin any treatment group that
22 did get abriefing package or a 22 met thisthreshold. And so patients who
23 background package to the advisors on 23 had a 15 or more letter loss would be
24  thisissue? 24 counted for the first one versus those
25 A. | don'trecal if we 25 that didn't.
Page 175 Page 177
1 specifically got a background package out 1 And for the second one, the
2 totheadvisors. 2 samekind of idea, that you would count
3 Q. How would we be able to figure 3 the patients that were able to achieve at
4 that out? 4 least a15-letter gain versus those that
5 MS. OBERWETTER: Object to the 5 didn't.
6 form. 6 Thethird oneis actually
7 Y ou can answer, if you can. 7 comparing the results from the overall
8 A. My speculation is that 8 treatment group to determine a delta
9 Dr. Cedarbaum would have sent that 9 between treatment groups.
10 package at some later date after this 10 Q. How do you measure the
11 email. Sol canonly assumethat it 11 15-letter lossfor item 3A?
12 would potentially be part of Jesse's 12 MS. OBERWETTER: Object to the
13 emall. 13 form and foundation. Areyou asking
14 Q. Okay. If you can take alook 14 about what was intended by this
15 at thelast page of Exhibit 212. One of 15 document or what are you asking?
16 theitemson the proposed agendawas a 16 Q. No, what's your understanding
17 choice of endpoints for Phasellll, 17 of how you measure a 15-letter lossin
18 15-letter loss, 15-letter gain, 15-1etter 18 the context of these types of endpoints?
19 deta. Do you seethat? 19 MS. OBERWETTER: Object to the
20 A. Yes, | seethat asitem 3 on 20 form and foundation.
21 the proposed agenda. 21 Q. What measurement technique is
22 Q. What'syour understanding of 22 used?
23 the differences between those three 23 MS. OBERWETTER: Same objection.
24 different types of endpoints? 24 A. Sointhe context of clinica
25 MS. OBERWETTER: Object to the 25 trials, weuse ETDRS. It'sthe method of
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1 measuring visual acuity known asthe 1 | would like to put before you
2 ETDRSvisual acuity assessment. 2 adocument that | will mark as DX 213,
3 Q. Andwould that same ETDRS 3 which has production numbers
4 methodology apply to 15-letter loss, 4 RGN-EYLEA-MYLAN 634629 through 632.
5 15-letter gain or 15-letter delta? 5 (Defendant's Exhibit 213,
6 A. Yes, visual acuity would be 6  Document Bates stamped RGN-EYLEA-MYLAN
7 measured with the same methodol ogy for 7 634629 through 632, was so marked for
8 each of those potential endpoints. 8 identification, as of this date.)
9 Q. Isthere only one published 9 Q. Letmeknow whenyou have that.
10 methodology for doing this or are there 10  A. | have Exhibit 213 in front of
11 multiple techniques that could be used to 11 me.
12 assess ETDRS visual acuity? 12 Q. Areyou identified as one of
13 MS. OBERWETTER: Object to the 13 theindividuals who participated in this
14 form. Callsfor expert testimony. 14 advisory panel meeting?
15 Y ou can answer. 15 MS. OBERWETTER: Object to the
16 A. Sothe ETDRS method of 16  form and foundation.
17 measuring visua acuity is a published 17  A. Givemeamoment to review
18 method. However, there is another method 18 this. | am listed as one of the
19 that isconsidered equivalent to ETDRS. 19 Regeneron attendees for this meeting.
20 It'sbased on the ETDRS method called the 20 Q. Do youremember anything about
21 electronic visual acuity assessment. So 21 thismeeting?
22 there are multiple methods that could 22 A. |dont redly remember
23 have been employed. 23 specifics about this meeting.
24 Q. Istheé€lectronic one, the one 24 Q. Doyou recal oneway or the
25 wherethe patient is standing at 3 -- 25 other whether you actually did
Page 179 Page 181
1 assessed at 3 meters as opposed to 4 1 participate?
2 meters? 2 A. | don't recall my specific
3 A. | don't recall specifically 3 participation, but given my role at the
4 what the distance was for the electronic 4 company, | assumethat | wasin
5 visual acuity. 5 attendance.
6 Q. At some point did Regeneron ask 6 Q. Oneof theitemslisted here
7 toconduct an ETDRS assessment at the 7 that Regeneron wanted to get the
8 2-meter mark as opposed to 4 meters? 8 consultant's impressions of was how will
9 A. So part of the ETDRS assessment 9 Lucentis be used in practice, monthly as
10 of visua acuity involves starting a 10 in ANCHOR or MARINA, induction followed
11 patient at a4-meter distance from the 11 by quarterly maintenance asin PIER or
12 eyechart. If they are unableto read 12 induction followed by PIER and criteria
13 letters at that distance, they would be 13 based dosing asin SAILOR.
14 moved closer to a 2-meter distance. 14 Do you see that?
15 Q. Right. And at one point do you 15 A. | do seethat under 3A.
16 recall whether there were discussions 16 Q. Allright. Now, wasit your
17 about trying to have an ETDRS protocol 17 understanding when there is areference
18 where the patients would start at the 18 toaninduction period, was that the
19 2-meter distance, not the 4-meter 19 monthly doses of Lucentis?
20 distance? 20 MS. OBERWETTER: Object to the
21 A. | don't recal discussions 21 form and foundation.
22 about that, specifically. 22 A. My understanding is that that
23 Q. Okay. Maybewell get to that 23 would be referring to some number of
24 later. All right. Go ahead and put DX 24 initia monthly doses, but not
25 212 aside. 25 specifically to three initial monthly
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1 doses. 1 practiceto keep minutes from this
2 Q. Allright. Inthe PIER study, 2 meeting?
3 itwasthreeinitial monthly doses, 3 MS. OBERWETTER: Object to the
4 though, and then extended out to 12 4  form.
5 weeks, right? 5 A. Itwasthe practiceto keep
6 A. ThePIER regimen was three 6 minutes from such meetings.
7 initia monthly doses, followed by doses 7 MS. MAZZOCHI: Counsel, we will
8 of Lucentisevery three months. 8  request that the minutes from this
9 Q. Right. Andthenwasthe SAILOR 9 advisory panel meeting from January
10 study also three monthly doses, and then 10  15th, 2006, that you conduct a search
11 followed by PRN dosing? 11 for them and produce them, because we
12 A. 1 don't recall the exact dosing 12 werenot ableto locate them in your
13 regimen used in SAILOR. 13 production set.
14 Q. Okay. If you can take alook 14 (Production request)
15 at the second page of this exhibit, one 15 MS. MAZZOCHI: You can set that
16 of the agendaitemslisted for the 16  aside.
17 Regeneron expert meeting in January of 17 I would like to mark as
18 2006 was how important is dose frequency. 18  Defendant's Exhibit 214 a document
19 Do you remember any discussions 19  with production numbers MYLAN 5699 --
20 within Regeneron and its experts, and its 20  I'msorry, RGN-EYLEA-MYLAN 569973
21 external experts about dose frequency 21 through 975.
22 that Regeneron should be targeting for 22 (Defendant's Exhibit 214,
23 AMD? 23 Document Bates stamped RGN-EYLEA-MYLAN
24 A. | remember discussions about 24 569973 through 975, was so marked for
25 dose frequency with external expertsto 25  identification, as of this date.)
Page 183 Page 185
1 gaininformation that we could 1 Q. Let me know when you have that.
2 incorporate in the context of designing 2 A. | have Exhibit 214 in front of
3 clinicdl trids. 3 me.
4 Q. What do you recall about those 4 Q. Canyou confirm it's dated
5 discussions? 5 Friday, February 10th, 2006 from Srilatha
6 A. | don't recall specific 6 Vuthoori to you and many others at
7 discussions. 7 Regeneron?
8 Q. Doyourecal any specific 8 A. Thise-mail isdated Friday,
9 external experts that Regeneron was 9 February 10th, 2006. The subject is
10 consulting with on that issue? 10 "Actionsand Decisions VGT Team Meeting."
11 A. | don't recall expertsthat we 11 It'sfrom Srilatha VVuthoori, and | am one
12 engaged with specifically about dose 12 of therecipients.
13 freguency. 13 Q. And she'sforwarding what she
14 Q. Now, thetitle of thiswas 14 calsasummary of the key actions and
15 "CLEAR-IT 3 Advisory Panel Meeting." 15 decisions from thisweek's VGT team
16 What was CLEAR-IT 3? 16 meeting, right?
17 A. My recollection isthat 17 A. That iswhat the e-mail says.
18 CLEAR-IT 3wastheinitial name that 18 Q. Now VGT, wasthat for both
19 Dr. Cedarbaum wanted to give the Phase 19 oncology and ophthamology?
20 1l AMD studies. 20 A. SotheVGT designation was
21 Q. SoCLEAR-IT 3 eventually became 21 shorthand for VEGF-Trap. Soit's
22 knownasthe VIEW 1 and VIEW 2 studies? |22 possiblethat thiswasin reference to
23 A. ThePhaselll studies were 23 both oncology and ophthalmology.
24  eventualy named VIEW 1and VIEW 2,yes. |24 Q. And how often did these
25 Q. Would it have been Regeneron's 25 meetings happen?
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Page 186 Page 188
1 A. | don'trecal exactly their 1 Q. Allright. Andwhat wasthe
2 frequency. 2 0502 Phasel study?
3 Q. Takealook at the second page 3 A. So 0502 wasthe Phase | study
4 under the heading "Summary of Key Action 4 in neovascular AMD with intravitreal
5 Iltemsand Decisions. Itemswill be 5 aflibercept.
6 documented in the action item and 6 And just one clarification, it
7 decisonlogs. Item number 1. Clinical 7 lookslike 1B, but | believe that's an
8 Updates, Karen/Jesse." 8 IB, whichisreferring to the
9 Do you see that? 9 investigator's brochure.
10 A. Yes, | see"ltem 1, clinicd 10 Q. Gotit. Wasthere a separate
11 updates with Karen/Jesse." 11 investigator's brochure for intravitreal
12 Q. And that is something that you 12 dosing versusintravenous dosing?
13 would be responsible for along with Jesse 13 A. Sotheinvestigators brochure
14 Cedarbaum? 14 isupdated regularly, at least annually.
15 A. Yes. Jesseand | would have 15 And my recollection is that we may have
16 been responsible for giving updates on 16 initialy for this systemic clinical
17 theclinical development program. 17 trials combined the IB with the
18 Q. Okay. Andthenthereisa 18 investigators brochure that was being
19 referencethereto a patient who was 19 used for the oncology trials. But that
20 participating in the 0512 Phase | pilot 20 oncewe werein development for
21 DME study. 21 intravitreal aflibercept we had a
22 What was the 0512 Phase | pilot 22 separate investigators brochure for
23 DME study? 23 intravitrea aflibercept.
24 A. 0512 wasavery small study, 24 Q. Andwhen do you think that
25 Phasel study, that was conducted in DME 25 split happened?
Page 187 Page 189
1 patientswith intravitreal aflibercept. 1 MS. OBERWETTER: Object to the
2 Q. Wasthat study eventually 2 form.
3 published? 3 A. | don't recall exactly when
4 A. | believethat study was 4 that split happened.
5 eventually published, but | don't recall 5 Q. Wasit before 2010 or after
6 exactly whether it was published 6 20107
7 independently or whether it was combined 7 A. Inmy assessment it would be
8 with another publication. 8 before 2010, because it would have made
9 Q. Do you recal whether any 9 sensefor usto do that at the time that
10 results from that were presented at any 10 wefiled theintravitreal aflibercept
11 of these clinical meetings such as ARVO 11 IND.
12 or the Angiogenesis or the Bascom? 12 Q. Okay. And who was -- were you
13 MS. OBERWETTER: Object to the 13 the person responsible for that
14 form. 14 investigators brochure on the
15 A. | don'trecall specifically if 15 intravitrea side?
16 we presented results from that study. 16 A. | wasacontributor to the
17 Q. Okay. One of the--if you 17 investigators brochure, but the
18 look at the regulatory submissions 18 responsibility of generating and
19 section, there is a statement that says, 19 finalizing the document was a regulatory
20 "Review summary of the 0502 Phase |, 20 responsibility.
21 4-milligram cohort safety datato be 21 Q. Andwhoin regulatory?
22 includedinthe updated ITV 1B. Karen." 22 MS. OBERWETTER: Object to the
23 Isthat referring to you? 23 form.
24 A. Yes | believethatis 24 A. | mean, at thistime, so was
25 referring to me. 25 February 10th, 2006, our regulatory team
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Page 190 Page 192
1 members were Laura Pologe and then she 1 A. | seethat the document is
2 reported to Bill Roberts. 2 labeled in the upper right-hand corner
3 MS. MAZZOCHI: Counselor, we 3 "WHO Drug Information Volume 20, number
4 have seen alot of the intravenous 4 2,2006."
5 investigator brochures, but we haven't 5 Q. Andthen thiswastitled,
6  necessarily seen afull set of al of 6 "International Non-Proprietary Names For
7  thesplit ones, so we will request a 7 Pharmaceutical Substances.”
8  full set of al of theintravitreal 8 A. | seethe document istitled,
9 directed investigator brochures as 9 "International Non-Proprietary Names For
10 well. 10 Pharmaceutical Substances."
11 (Production request) 11 Q. Allright. Canyou go ahead,
12 Q. Within Defendant's Exhibit 214, 12 and turn to page 8706 as the Bates
13 on page 975, thereis also adiscussion 13 number. It's page 118 within this
14 initem 6 of "Generic VEGF-Trap WHO," 14 volume. And do you see areference on
15 World Health Organization, 15 this pageto aflibercept?
16 "recommendation aflibercept." 16 A. Yes, | seeonthe second half
17 Do you see that? 17 of the pagethereisareferenceto
18 A. |doseeitem6titled, 18 aflibercept.
19 "Generic VEGF-Trap WHO Recommendation.” 19 Q. Okay. And when it comesto the
20 Q. Now,itsays"Theteam has 20 dtructure of VEGF Trap-Eye, isthere any
21 reluctantly concedes to moving forward 21 disputethat it has a chemical structure
22 with the aflibercept in light of Sanofi's 22 that corresponds to the chemical
23 position that the name is acceptable, 23 description provided for aflibercept
24 pending approva by George and Len." 24 here?
25 Why was there only areluctant 25 MS. OBERWETTER: Object to the
Page 191 Page 193
1 concession to move forward with 1 form and foundation with this witness.
2 dflibercept as the name for VEGF-Trap? 2 A. | am not the expert on the
3 A. | don't recall why there was 3 molecular structure of aflibercept, so |
4 any reluctance. 4 can't confirm that thisis correct.
5 Q. Okay. Andisitfair to say 5 Q. Inthe context of your clinical
6 that the link between the name 6 work, would you have -- using the term
7 dflibercept and VEGF-Trap was established 7 “aflibercept” -- strike that. Let me
8 by 2006? 8 dtart over.
9 MS. OBERWETTER: Object to the 9 In the context of your clinical
10 form and foundation. 10 work did you ever usethe term
11 A. 1 don't recall exactly when the 11 "aflibercept” to refer to any chemical
12 generic name was established. 12 structure other than VEGF Trap-Eye?
13 Q. Okay. Let megiveyou a 13 MS. OBERWETTER: Object to the
14 document that has production numbers 14 form and foundation.
15 MYL-AFL 8703 through 8711, which | will 15 A. SothetermsVEGF-Trap, VGFT,
16 mark asDX 215. 16 VEGF Trap-Eye, and aflibercept, depending
17 (Defendant's Exhibit 215, 17 on thetime period, were used somewhat
18 Document Bates stamped MYL-AFL 8703 |18 synonymously. VEGF Trap-Eye was almost
19 through 8711, was so marked for 19 aways used to distinguish between the
20 identification, as of this date.) 20 systemic formulation of aflibercept
21 A. | have Exhibit 215 in front of 21 versustheintravitreal formulation.
22 me. 22 Q. Right. But the underlying
23 Q. Doyou seethecitation in the 23 dtructure of aflibercept the molecule
24 upper right-hand corner says "WHO Drug 24 didn't change whether it was VEGF
25 Information Volume 20, Number 2, 2006"? |25 Trap-Eyeor just VEGF-Trap or
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Page 194 Page 196
1 aflibercept; isthat fair? 1 Q. And do you know why those were
2 MS. OBERWETTER: Object to the 2 chosen, that particular starting number
3 form and foundation with this witness. 3 waschosen?
4  A. Itismy understanding that the 4 A. | don't recall specifically
5 activeingredient was the samein VEGF 5 about that starting number. But the
6 Trap-Eye and aflibercept whether that was 6 considerations around patients enrolled
7 referring to the oncology product or the 7 inthistria isthat it wasaPhase |
8 intravitreally-delivered product. 8 study. Sowewould have selected
9 Q. Okay. And canyou think of any 9 patientsfor which participation in a
10 clinical trial that you ranin the 10 Phasel study with a new investigational
11 ophthalmology context involving -- strike 11 drug was appropriate.
12 that. Let'smove on. 12 Q. Sotheir eyesight wasreally,
13 | would like to put in front of 13 redly bad and deteriorating if they got
14 you adocument that | am going to mark as 14 that score?
15 DX 216, which has production numbers 15 MS. OBERWETTER: Object to the
16 RGN-EYLEA-MYLAN 551796 through 798. 16 form.
17 (Defendant's Exhibit 216, 17 A. Not necessarily. But just that
18  Document Bates stamped RGN-EYLEA-MYLAN 18 these were patients in which we felt,
19 551796 through 798, was so marked for 19 again, participation in this Phase |
20  identification, as of this date.) 20 study was appropriate.
21 Q. Let meknow whenyou have that. 21 Q. Wadll, wasthere ahope or an
22 A. Sol have Exhibit 216 in front 22 expectation that if you were using
23 of me. 23 patients that had already lost or whose
24 Q. Okay. And canyou confirm that 24 BCVA wasdready lessthan or equal to 73
25 thisisan e-mail from Jesse Cedarbaum to 25 ETDRS letters, that you were more likely
Page 195 Page 197
1 you and others, dated March 21st, 20067 1 toseeanincrease after dosing the drug?
2 A. Yes, thisisan e-mail dated 2 MS. OBERWETTER: Object to the
3 March 214t, 2006 with the " Subject: 3 form.
4 Fina ASRS 0508 Abstract" from Jesse 4 Q. Sorry, morelikely to see an
5 Cedarbaum, and | am one of the recipients 5 improvement after dosing the drug?
6 ontheemail. 6 MS. OBERWETTER: Object to the
7 Q. Andif youtake alook at the 7 form and foundation.
8 abstract on the next page, are you also 8 A. ThiswasaPhasel dose
9 identified as one of the authors? 9 escalation study with very small numbers
10 A. Give me amoment to take alook 10 of patientsin each cohort for each dose
11 here. 11 level. Sothe primary objective of this
12 Q. Sure 12 study would have been safety. Regeneron
13 A. | see hereon the proposed 13 aways hopesto get as much information
14 abstract that | am listed as one of the 14 fromclinical trials as we possibly can.
15 authors. 15 But thisparticular eligibility criteria
16 Q. Andthisisforthe CLEAR-IT 1 16 would not have been directly related to
17 study? 17 any efficacy outcomes that we aspired to
18 A. Yes, thisabstract isreferring 18 have from this study.
19 tothe CLEAR-IT 1 study. 19 Q. But nevertheless you reported
20 Q. Okay. Now, inthe method 20 threeof six patients who received single
21 sectionit refersto aBCVA number less 21 2 or 4-milligram doses, achieved gains of
22 thanor equal to 73 ETDRS |etters. 22 greater than 15 lettersin BCVA at four
23 Do you see that? 23 weeksaswedll, right?
24 A. Yes, | seewhereit says, "BCVA 24 A. | doseeintheresults that we
25 lessthan or equal to 73 ETDRS letters." 25 did report that in this abstract.
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Page 198 Page 200
1 Q. Okay. Sothat information 1 Q. DidDr. Nguyen have any say in
2 became publicly known by the time you got 2 how this study was going to be conducted?
3 totheend of the ASRS conference; is 3 MS. OBERWETTER: Object to the
4 that fair? 4 form.
5 MS. OBERWETTER: Object to the 5 A. 1don'trecal if Dr. Nguyen
6 foundation. 6 had specific input into the design of the
7 A. | can't actualy tell from this 7 study.
8 e-mall if thisabstract was presented or 8 Q. How about JuliaHaller?
9 inwhat format it was presented. So | 9 A. ldon'trecal if Dr. Haller
10 can't say definitively that that specific 10 had specific input into the design of
11 statement was delivered as part of the 11 thisstudy.
12 presentation. 12 Q. Okay. And how about
13 Q. Butif it was presented asan 13 Dr. Campochiaro?
14 abstract, the abstracts were given to all 14 A. | don'trecdl if
15 the meeting participants, right? 15 Dr. Campochiaro had specific input into
16 MS. OBERWETTER: Object to the 16 thedesign of this study.
17 foundation. 17 Q. Wasit common for your clinical
18 A. | don't recall how abstracts 18 tria investigatorsto just run the study
19 were provided as part of the ASRS meeting 19 as Regeneron presented it to them with no
20 in2006. 20 input from them?
21 Q. Doyou recal what type of 21 A. Wewould ask for, we would
22 response Regeneron got in response to the 22 consult with expertsin a confidential
23 release of this Phase | data, the 23 manner to gain input related to the
24 CLEAR-IT 1tria? 24 design of clinical trials. Andinthe
25 MS. OBERWETTER: Object to the 25 process of selecting sites and
Page 199 Page 201
1 foundation. 1 investigators, we would have discussions
2 A. | don't remember specifically 2 about theclinical trial design. But
3 theresponse to any presentation at ASRS 3 once astudy design was finalized, we did
4 in2006. But my recollection of the 4 not put input from clinical investigators
5 general response or assessment of the 5 intothe protocal.
6 resultsfrom this Phase | study was that 6 Q. How early inthat design
7 theresultswere very promising. That 7 processdid you start consulting with
8 the safety datafrom these studies 8 some of theinvestigatorsto just get
9 supported additional investigation. And 9 their input?
10 that'smy recollection. 10 MS. OBERWETTER: Object to the
11 Q. Who actualy did the design of 11 form. Areyou talking about this
12 thisparticular clinical trial? 12 trial?
13 A. When you say this particular 13 MS. MAZZOCHI: Sure.
14 clinical trial, you're referring to the 14 A. | can't speak to exactly when,
15 CLEAR-IT 1 study? 15 but | can say that during the course of
16 Q. Yes, that'sin DX 216. 16 clinical development for aflibercept, we
17 A. Aswediscussed previously, the 17 have periodically consulted with external
18 process was that there would be 18 expertsto advise us on aspects of trial
19 discussions amongst clinical development 19 design throughout the program.
20 aong with the cross-functional teamin 20 Q. Including dosing and clinical
21 conjunction with senior management to 21 endpoints, right?
22 ultimately propose and determine the 22 MS. OBERWETTER: Objectionto
23 design of any study, so that would have 23 form and foundation.
24 been the process for designing this study 24 A. Again, my recollection isthat
25 aswell. 25 wewould have consulted with them on, you
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Page 202 Page 204
1 know, many aspects of the study design. 1 Q. Now, it saysin hereinthe
2 Q. Doyou recal anyone ever 2 e-mall from Nell Stahl to you that in
3 telling you that they thought your 3 thisplan, whatever it was, it says, the
4 conclusions about the CLEAR-IT 1 study 4 first bullet point, "The VGT 4Q4 versus
5 werewrong? 5 Lucentis needs to start as soon as
6 A. |don'trecall anyonetelling 6 Lucentisisapproved, like July 2006 in
7 usthat our conclusions about the 7 order to support first Phase I11."
8 CLEAR-IT 1 study were wrong. 8 Do you see that?
9 Q. Okay. Takealook at what | 9 A. Thefirst bullet does read the
10 will mark as Defendant's Exhibit 217, 10 VGT 4Q4 versus Luc needsto start as soon
11 which has production number -- 11 asLucentisisapproved.
12 RGN-EYLEA-MYLAN 545220 through 221. 12 Q. Okay. So at that time were you
13 (Defendant's Exhibit 217, 13 considering for intravitreal purposes
14  Document Bates stamped RGN-EYLEA-MYLAN 14 having adosing every 12 -- 4 milligrams
15 545220 through 221, was so marked for 15 dosed every 12 weeks versus Lucentisas a
16  identification, asof this date.) 16 Phasell study?
17 Q. And canyou confirm that 17 MS. OBERWETTER: Object to the
18 Exhibit 217 is an e-mail string where the 18 form.
19 top e-mail isdated Thursday, April 27th, 19 A. My interpretation of thisis
20 2006, from Neil Stahl to you and others 20 thatit'sreferring to 4 milligrams every
21 regarding theclinical ITV VGT plan 21 four weeks versus L ucentis as a study
22 0604277 22 needed to support Phase Ill. That's my
23  A. Sol have Exhibit 217 in front 23 interpretation.
24 of me, and it'san e-mail string with the 24 Q. Andwasthat study of 4
25 date Thursday, April 27th, 2006. The 25 milligrams every four weeks versus
Page 203 Page 205
1 subjectisregarding "Clinica 1TV VGT 1 Lucentisever done?
2 Plan 060427" from Neil Stahl, and | am 2 A. To my knowledge, the study was
3 one of the recipients on the e-mail. 3 never conducted.
4 Q. Andnow, isthisaclinica 4 Q. Why not?
5 planintravenous or intravitreal ? 5 A. | don't recall the reason why.
6 A. Give measecond to review the 6 MS. OBERWETTER: We have been
7 document. 7 going an hour since our lunch break.
8 (Witness reviews document.) 8 | don't know if you're moving on to
9 A. Sointhesecond e-mail in this 9 another document. If you're still on
10 string from Kathleen DeWald, dated 10 this document, | won't stop you.
11 Thursday, 27th of April, 2006, to myself 11 MS. MAZZOCHI: No, | was going
12 and others, it says "Attached isthe 12 to move to another document.
13 proposed clinical development ITV plan 13 MS. OBERWETTER: If thisisa
14 for discussions later thisweek." 14 good time for a break, let'stake a
15 So | would interpret that to 15 break.
16 mean thiswasthe clinical development 16 MS. MAZZOCHI: Sure.
17 planfor intravitreal aflibercept. 17 THE VIDEOGRAPHER: We are going
18 Q. Okay. 18 off the record at 2:30 p.m.
19 MS. MAZZOCHI: Counsel, again, 19 (Off the record.)
20 we looked for the e-mail that was 20 THE VIDEOGRAPHER: We are back
21 supposed to be attached to it. We 21 on therecord at 2:47 p.m.
22 didn't see it in your production set. 22 BY MS.MAZZOCHI:
23 So we will request that it be 23 Q. Ms. Chu, did you talk to your
24 produced. 24 counsel about the substance of your
25 (Production request) 25 testimony over the break?
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Page 206 Page 208
1 A. |didnot discussthe substance 1 Dr. Rosenfeld with Lucentisin patients
2 of my testimony with counsel over the 2 with AMD.
3 break. 3 Q. Now, one of the metricsthat he
4 MS. MAZZOCHI: Okay. | would 4 wasusing to evaluate vision improvement
5  liketo mark as Defendant's Exhibit 5 is, according to the second paragraph,
6 218, adocument with production 6 "Averagevision improved in the treated
7 numbers RGN-EYLEA-MYLAN 553211 through 7 eye almost two lines after one year.
8 212 8 Additional 82 percent of patients had the
9 (Defendant's Exhibit 218, 9 same or better vision after one year and
10  Document Bates stamped RGN-EYLEA-MYLAN 10 35 percent of patients experienced a
11 553211 through 212, was so marked for 11 two-fold improvement of vision as defined
12 identification, as of this date.) 12 by gaining threelines of vision on a
13 Q. Andcanyou confirmthisisa 13 standardized visua acuity chart."
14 May 9th, 2006 e-mail from Jesse Cedarbaum 14 Do you see that?
15 toyou and others discussing Rosenfeld's 15 A. | do see where the press
16 Lucentis pronto press release? 16 releaserefersto an overall average
17  A. Thisisan e-mail dated 17 vision improved in the treated eye almost
18 Tuesday, May 9th, 2006 with "Subject: 18 two lines after one year.
19 Rosenfeld Lucentis Pronto Press Release," 19 Q. And how does gaining two lines
20 from Jesse Cedarbaum and | am listed as 20 of vision or three lines of vision on the
21 one of the recipients. 21 visual acuity chart compare to the BCVA
22 Q. Now, according to this press 22 |etter standard that Regeneron was using?
23 releaseit says, "Open labdl on 23 MS. OBERWETTER: Object to the
24 Controlled Study of Lucentis showed 24 form. Callsfor expert testimony.
25 Improvement in Vision With Five to Six 25 A. Sotypicaly, the reference of
Page 207 Page 209
1 DosesAtOneYear." 1 alineof vision would correspond with
2 Do you see that? 2 fiveletters.
3 A. | seethat -- thetitleis 3 Q. Okay. Canalineimprovement
4 "Open Label on Controlled Study of 4 dso correlate to anything else --
5 Lucentis Showed Improvement in Visionin 5 MS. OBERWETTER: Same objection.
6 Fiveto Six DosesinOneYea." 6 Q. --inyour experience?
7 Q. Andagan, we have 7 MS. OBERWETTER: Same objection.
8 Dr. Rosenfeld from Miami's Bascom Palmer 8 A. Again, typicaly aline of
9 EyeInstitute doing some more clinical 9 visiononthe ETDRS visua acuity chart
10 studieson hisown. Andin this 10 isfiveletters. But the pressrelease
11 instance, it appears that he was ableto 11 doesn't specifically say the standardized
12 dose Lucentis on aless than monthly 12 visual acuity chart being used in this
13 dosing schedule; isthat fair? 13 study.
14 MS. OBERWETTER: Object to the 14 Q. How many standardized visual
15 form. 15 acuity charts are you aware of that are
16 A. 1 don't recall the exact study 16 usedinthefield?
17 design of this study. 17 MS. OBERWETTER: Object to the
18 Q. Wadl, it'sbeing preferred to 18 form. Callsfor expert testimony.
19 asthe pronto study. What was your 19 A. Thereare multiple standardized
20 recollection asto the pronto study and 20 visual acuity charts used in the ETDRS
21 what it was about with Lucentis, based on 21 visual acuity method. But | am aso
22 your experience at Regeneron? 22 awarethat the visua acuity chart
23 A. My recollection of the pronto 23 commonly used in clinical practice, the
24 study wasit wasasmall single arm 24 Snellen visual acuity chart is another
25 investigator initiated study conducted by 25 standardized method of determining visual
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Page 210 Page 212
1 acuity. 1 FDA-approved regimen for Lucentis?
2 Q. Now, obviously, Dr. Cedarbaum 2 A. Wethought it was possible that
3 forwarded thisto you and others on the 3 aflibercept could be superior to
4 clinical trial team for some purpose. 4 ranibizumab. And the design of the Phase
5 Do you recall having any 5 I clinical trials was such that we did
6 discussions about this? 6 include a2 milligram every four-week
7 A. | donot recall any specific 7 dosing group aswell asa.5 milligram
8 discussions about this press release. 8 every four-week dosing group with the
9 Q. W:éll, how about in general, 9 ability, if we met noninferiority in
10 thisideathat Lucentis could be dosed at 10 those groups, to then be able to test for
11 arate of five or six injections over a 11 superiority.
12 oneyear period? 12 And | should just clarify, that
13 A. | don't recall specific 13 that would have been true for al of the
14 discussions about the Lucentis dosing 14 groups, including the third treatment
15 outcomesin this study. 15 group, which was three initial monthly
16 Q. Did any of thistype of 16 dosesfollowed by adosing every eight
17 extended dosing regimen with Lucentis 17 weeks.
18 cause Regeneron to start thinking about 18 Q. Right. Has Regeneron ever
19 extending its own dosing intervals 19 established that aflibercept dose 2
20 further or trying to push its own dosing 20 milligrams every four weeksis superior
21 intervasfurther? 21 to Lucentis dose -- the FDA-approved dose
22 MS. OBERWETTER: Object to the 22 given every four weeks?
23 form. 23 MS. OBERWETTER: Object to the
24 A. It wasnot the Lucentis data 24 form. Foundation. Callsfor expert
25 that factored into our decision regarding 25 testimony.
Page 211 Page 213
1 thedesign of theclinical, of the VIEW 1 1 A. Theoutcomeinthe VIEW 1 study
2 and VIEW 2clinicd trids. 2 demonstrated that 2 milligrams Q4 was
3 Q. Wadl, theVIEW 1and VIEW 2 3 datistically superior to .5 milligrams
4 clinical trials, obviously, had a 4 Lucentis dosed every four weeks.
5 Lucentisarm, right? 5 Q. If so, why then did you not or
6 A. Yes, the Lucentisarm was .5 6 why then did Regeneron not seek alabel
7 milligrams dosed monthly. 7 claim for dosing aflibercept 2 milligrams
8 Q. Anddid you choose that because 8 every four weeks?
9 that wasthe FDA-approved version of the 9 MS. OBERWETTER: Object to the
10 Lucentisdosing regimen? 10 foundation.
11 MS. OBERWETTER: Object to the 11 A. That outcome was not replicated
12 form and foundation. 12 inthe VIEW 2trial. Sowhileall
13 A. Yes, that comparator was 13 aflibercept dosing groups or treatment
14 sdlected because of the design of the 14 groupsinthe VIEW 2 study were
15 clinical trials, which was noninferiority 15 noninferior to Lucentis, the 2 milligram
16 trias, which meant that we were 16 every four-week group did not demonstrate
17 comparing, we were comparing to an active | 17 superiority in that study. So we did not
18 comparator. And that paradigm 18 pursue aregulatory approval claiming
19 necessitates being able to compare, by 19 that aflibercept was superior to
20 proxy, to the reference studies. So that 20 Lucentis.
21 would be the Lucentis AMD Phase I11 21 Q. During your time at Regeneron,
22 sudies. 22 has Regeneron identified any head-to-head
23 Q. Do you recal whether anybody 23 dosing regimen where it believes

aflibercept can demonstrate superiority
to Lucentis --
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Page 214 Page 216
1 MS. OBERWETTER: Object to the 1 RGN-EYLEA-MYLAN 571549.
2 form. 2 (Defendant's Exhibit 219,
3 Q. --inamanner that the FDA or 3 Document Bates stamped RGN-EYLEA-MYLAN
4 clinicians would accept? 4 571549, was so marked for
5 A. Inthe protocol T study, which 5  identification, as of this date.)
6 wasastudy conducted by the Diabetic 6 Q. Andcanyouconfirmthisisan
7 Retinopathy Clinical Research Network 7 e-mail from Michael Roosevelt to you,
8 with aflibercept and ranibizumab and 8 amongst others, dated Tuesday, May 9th,
9 Bevacizumab dosed in the same paradigm, 9 20067
10 which was a different paradigm than 10 A. Okay. | have Exhibit 219 and
11 Regeneron hastested in our trials, 11 thedate of the email is Tuesday, May
12 aflibercept was superior to both 12 9th, 2006 with "Subject: Action Items,"
13 ranibizumab and Bevacizumab. 13 May 9th, 2006, from Michael Roosevelt.
14 Q. Andinthat particular dosing 14 And | am one of the recipients of this
15 regimen of aflibercept that you just 15 email.
16 mentioned it was shown to be superior to 16 Q. AndwhoisMichael Roosevelt?
17 Lucentis, isthat an FDA-approved dosing 17  A. Michagl Roosevelt was a project
18 regimen or no? 18 manager who worked for Regeneron at this
19 A. That dosing regimenis not 19 time.
20 specifically reflected in our labeling. 20 Q. Now, if welook at the summary
21 Q. What wasthe regimen? 21 of action items and decisions for
22 A. If | could seethe protocal, | 22 ophthalmology, first we have the 0502
23 could answer that question or the study 23 study for the 0502 project and that |
24 report, | could answer that question more 24  believe was the wet AMD?
25 precisdly. 25 A. 0502 wasthe Phasel study in
Page 215 Page 217
1 Q. Okay. Do you remember 1 wet AMD --
2 generally what was, what they were doing 2 Q. Okay.
3 inthat one, interms of did it deviate 3 A. --withintravitreal
4 from monthly dosing, was it number of 4  aflibercept.
5 injections? 5 Q. Right. Andthen we havethe
6 A. My recollectionisit that it 6 0508 study and that was one of the DME
7 was monthly dosing for a certain number 7 studies?
8 of doses. And then criteria based dosing 8 A. 0508 wasthe Phase |l study in
9 based on the protocol -- 9 wet AMD with intravitreal aflibercept.
10 Q. Okay. 10 Q. Okay. Thereisareferenceto
11 A. --which alowed for alonger 11 an 0509 study, what was that one?
12 treatment interval. 12 A. | don't recall exactly what
13 Q. Okay. Do you recal what the 13 that study was.
14 maximum treatment interval was for 14 Q. Okay. Now, for the 0508 study,
15 aflibercept in that protocol T study? 15 thePhase |l AMD intravitreal, one of the
16 A. 1 don't recall what the maximum 16 thingsthat'sidentified hereisit says,
17 treatment interval was. 17 "The second amendment should deal with
18 Q. Okay. Wasit morethan 16 18 statistical changes due to PRN dosing and
19 weeks? 19 the addition of one year of dosing, due
20 MS. OBERWETTER: Object to the 20 tothe changein subject's original plan
21 form. 21 tomoveinto 0509, now staying on the
22 A. |don'trecall. 22 0508 study."
23 Q. Okay. Let'stakealook at 23 What were the statistical
24  what | will mark as Defendant's Exhibit 24 changes dueto PRN dosing you were
25 219 which has production numbers 25 looking at at that time that necessitated
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Page 218 Page 220
1 anamendment? 1 form.
2 A. | don'trecall exactly what the 2 A. Soprimarily, we were looking
3 planned statistical changes were. 3 at central retinal lesion thickness
4 Q. Didthat Phasell study, 0508, 4 measured by optical coherence tomography
5 ultimately have PRN dosing in it? 5 which was avery quantitative measure of
6 A. Yes. So 0508 did eventually 6 thefluidintheretina. And one aspect
7 include PRN dosing after week 12. 7 of that datais that we would see arapid
8 Q. Andisthat with the study arm 8 reductioninretinal fluid after dosing
9 where physicians were alowed to dose 9 with aflibercept. And over the longer
10 every 12 weeks? 10 time period without treatment, we would
11 A. Sothedesign of that study was 11 seesome of that fluid begin to
12 that there were five treatment groups. 12 reaccumulate.
13 After al of the patients received a dose 13 Q. Andwhen it cameto the visua
14 at week 12, and al five treatment groups 14 acuity metrics, what were you starting to
15 then went to PRN dosing after that time 15 seeinterms of achange that caused
16 point. 16 concern?
17 Q. Okay. And what was the name of 17 MS. OBERWETTER: Object to the
18 that trial? 18 form. Foundation.
19 A. Wereferred to that asthe 19 A. So from the 0508 study results,
20 CLEAR-IT 2trial. 20 sowelooked at the visual acuity very
21 Q. Andagain, do you recall any 21 carefully, and across treatment groups
22 concerns from clinicians that patients 22 noted that the patients that were dosed
23 were not meeting their endpoints when 23 initialy every four weeks gained more
24 they were getting out to the 12-week mark 24 vision over the course of the study than
25 with the aflibercept dosing? 25 those patients that were only dosed at
Page 219 Page 221
1 MS. OBERWETTER: Object to the 1 baseline and week 12 as mandatory dosing,
2 form. Foundation. 2 as| already stated, all groups were then
3 A. 1donotrecall any concerns. 3 dosed PRN after week 12.
4 Q. Okay. Doyou recal any 4 But importantly we looked at
5 concerns expressed internally at 5 redly trendsin visual acuity over
6 Regeneron about Aflibercept's ability to 6 intervals where patients were not
7 achieve any efficacy endpoints by the 7 receiving doses.
8 12-week -- with a12-week dosing 8 Q. Anddo you recall what the
9 interval? 9 drop-off wasin terms of the number of
10 A. Areyou referring to during the 10 letters on average as compared to the
11 ongoing study? 11 onesthat got theinitial monthly dosing
12 Q. Yeah, either while the study 12 versusthe 12-week initia dose?
13 was conducted or afterwards. 13 A. | donot specificaly recall
14 A. Sooncewe had the -- so this 14 the difference between those treatment
15 e-mall isreferring to atime when the 15 groups. If you havethe clinica study
16 studieswere ongoing. Once we received 16 report, | can answer it more
17 datafrom the studies and analyzed it, we 17 specificaly.
18 did have some concerns that based on the 18 Q. Maybewell gettothat. All
19 OCT dataand an assessment of the visual 19 right, let's continue on.
20 acuity data, that the 12-week interval 20 | would like to put before you
21 wasonewhere wewere seeing somelossof |21 adocument that I'll mark as Defendant's
22 efficacy over that duration. 22 Exhibit 220, which has production number
23 Q. And how were you defining loss 23 RGN-EYLEA-MYLAN 553399 through 400.
24  of efficacy? 24 (Defendant's Exhibit 220,
25 MS. OBERWETTER: Object to the 25  Document Bates stamped RGN-EYLEA-MYLAN
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1 553399 through 400, was so marked for 1 continued on your merry way?
2 identification, as of this date.) 2 MS. OBERWETTER: Object to the
3 Q. Onthisone, | would liketo 3 form.
4 start with the e-mail at the end of the 4 A. Wewere excited about the
5 chain from George Y ancopoul os to you and 5 possibility of aflibercept having a
6 others, dated Tuesday, May 16th, 2006. 6 longer treatment interval, based on the
7 Solet me know when you're there. 7 properties of the molecule itsdlf, as
8 A. | have Exhibit 220 in front of 8 well asthe emerging datafrom the
9 meand| seethee-mail in the string 9 clinical development program.
10 from George Y ancopoul os dated Wednesday, | 10 | believe that Lucentis was
11 May 17th, 2006 and | am one of the 11 approved in 2006 and was, because of
12 recipients. 12 their clinica tria results, slated to
13 Q. Andthey are aso talking about 13 become standard of care. So | think
14 the pronto data, which was 14 that, you know, it wasn't specifically
15 Dr. Rosenfeld's Lucentis study, right? 15 any outcome from Lucentistrials that
16 A. Yes, thise-mail isreferring 16 made us excited, but we were certainly
17 tothe pronto study. 17 monitoring the competitive landscape
18 Q. Now they are referring to some 18 closdly.
19 datathat they saw in dides. Do you 19 Q. What wasyour -- to your
20 know what slides these were from? 20 recollection, what was Regeneron's
21 A. | don't know exactly which 21 rationalefor why the VEGF-Trap
22 dlidesthese were from. 22 dflibercept molecule would be ableto
23 Q. Anditlookslike 23 last longer as compared to Lucentis?
24 Dr. Yancopoulosis saying about the 24 MS. OBERWETTER: Object to form.
25 pronto data, that "L ucentis was not 25 Q. Ranibizumab.
Page 223 Page 225
1 lasting for two months which could 1 A. My understanding of Regeneron's
2 provide amajor opportunity for VEGF-Trap 2 rationaleisthat first aflibercept isa
3 interval advantage." 3 larger molecule, and asaresult hasa
4 Do you see that? 4 longer half life than Lucentis does as
5 A. Yes, sothisisan e-mail in 5 weéll asthefact that we have a much,
6 thestring dated Tuesday, May 16th, 2006, 6 much higher binding affinity and other
7 "Subject: Pronto Data." 7 Kkinetic properties of binding to VEGF
8 Q. Okay. WasDr. Yancopouloss 8 that we felt would be advantageous for
9 assessment of the Lucentis pronto data 9 aflibercept, and contribute to
10 something that caused everybody to start 10 potentially alonger duration of action.
11 saying, okay, we know Lucentis can't go 11 Q. Todate, asfar asyou're
12 for more than two months? 12 aware, has Regeneron ever validated that
13 MS. OBERWETTER: Object to the 13 those two things, having alonger half
14 form and foundation. 14 life and increased binding affinity
15 A. Sowewere-- | don't recall 15 actually, iswhat's allowing aflibercept
16 specificaly if thisdatain any way 16 tobedosed at these longer intervals as
17 trandated to further discussions about 17 compared to ranibizumab?
18 thedosing regimensplannedintheVIEW 1 |18 A. Sothe evidence we have of the
19 and VIEW 2 studies. 19 longer duration of action isfrom the
20 Q. Waidll, he says"Thisindeed may 20 clinical trial results, based on outcomes
21 provide usamajor opportunity for 21 intheclinical studies.
22 VEGF-Trap interval advantage." 22 Q. HasRegeneron surveyed any
23 Did you look at that and get 23 clinicians to see whether they aso
24 excited and say, yeah, it will? Or was 24 believe that this longer duration of
25 it morelike whatever, and you just 25 actionistied to the molecul€'s longer
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1 half life and stronger binding affinity 1 A. TheMARINA and ANCHOR studies
2 toVEGF? 2 werethe studies sponsored by Genentech
3 MS. OBERWETTER: Object to the 3 for Lucentisin neovascular AMD.
4 form. 4 Q. "Indiscussing thosetrials, it
5 Q. Compared to ranibizumab? 5 may suggest that the so-called clinician
6 A. | don't know if we specifically 6 PRN practice following ‘induction dose'
7 surveyed physicians to answer that 7 isasgood as monthly injections for at
8 gpecific question. 8 least thefirst year, and that is
9 Q. Doyou know if that's been part 9 probably the take home message that the
10 of any of your marketing messages to 10 market will follow."
11 clinicians? 11 Do you see that?
12 A. | amnot familiar with the 12 A. | do seethat sentencein the
13 marketing materials sufficient to answer 13 email.
14 your question. 14 Q. Do you know whether anybody
15 Q. If wecan go to the front page 15 agreed or disagreed with Avner's
16 of Defendant's Exhibit 220, you were also 16 assessmentsthat that's how clinicians
17 cc'd again on the e-mail string, this 17 would likely respond to this data?
18 timeon May 17th, 2006 from George 18 A. Sorry, could you just restate
19 Yancopoulos about the pronto data. And 19 thequestion?
20 hewasresponding to an e-mail from Avner 20 Q. Sure. Doyou recall within
21 Ingerman. 21 Regeneron whether people agreed or
22 Do you see that? 22 disagreed with Dr. Ingerman's view that
23 A. | do seethe e-mail dated 17th 23 clinicianswould probably perceive the
24 May 2006, from George to Avner and 24 clinician PRN practice following the
25 others, where Avner isresponding to an 25 induction dose was as good as monthly
Page 227 Page 229
1 email from -- or sorry, Georgeis 1 injectionsfor at least thefirst year,
2 responding to an e-mail from Avner. 2 when it cameto ranibizumab?
3 Q. Okay. Now, what was Avner's 3 A. My understanding isthat Dr.
4 roleandtitle at this point in time? 4 Yancopoulos strongly disagreed with the
5 A. | don't recall exactly what his 5 concept that PRN dosing was as good as
6 titlewas, but he was brought on as an 6 monthly dosing as studied in the ANCHOR
7 ophthalmologist to assist with clinical 7 and MARINA trials.
8 development for intravitreal aflibercept. 8 Q. Okay. Well, if wetake alook
9 Q. Didyou report to him at al or 9 at thetop e-mail here, thisisLen
10 did hereport to you? 10 Schleifer telling Dr. Y ancopoulos, this
11 A. | did eventualy report to 11 isin the second sentence, he says "His
12 Dr. Ingerman after Jesse Cedarbaum left 12 summaries' referring to Dr. Ingerman
13 Regeneron. 13 "from ARV O were very useful and indeed
14 Q. Did Avner report to Jesse 14 hisviewson the dataarelikely
15 Cedarbaum at this point in time? 15 reflective of our prescribing community,
16 A. | don'trecal if that was true 16 of how our prescribing community views
17 exactly on May 17th, 2006. But when 17 thedata"
18 Avner joined the company, he did report 18 So whether or not
19 to Dr. Cedarbaum. 19 Dr. Yancopoulos agreed or not, did anyone
20 Q. Now, Avner was discussing, not 20 elsewithin Regeneron think that this
21 just pronto, but al'so the MARINA and 21 induction dose followed by PRN dosing
22 ANCHORtrials. Those were official 22 would be as, would be perceived by
23 Lucentistrials run by Genentech, 23 clinicians as comparable to just monthly
24 right? 24 dosing, at least for that first year?
25 MS. OBERWETTER: Object toform. |25 MS. OBERWETTER: Object to the
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1 form and foundation. And you're now 1 groupswere allowed to, they were dosed
2 asking the witness about a part of the 2 quarterly with fixed dosing with a
3 e-mail string that she's not included 3 possibility of additional doses given up
4 on. 4 to monthly, based on protocol-defined
5 Q. You can answer, if you can. 5 criteria
6 A. Sorry, could you just state 6 Q. Sowhy did Dr. Yancopoulos
7 your question one more time? 7 agreeto any type of PRN-type dosing in
8 Q. Sure. | understand, you know, 8 thelater part of the VIEW studies, if he
9 that Dr. Yancopoulos didn't think that 9 wasadamant that it wasn't going to work?
10 PRN dosing was as good as monthly. But 10 MS. OBERWETTER: Inadequate
11 hereit was at least believed that 11 foundation. Callsfor speculation.
12 physicians who were practicing in the 12 A. My recollection isthat the
13 field might actually believe that to be 13 most critical portion of the study and
14  true. 14 the portion of the studies that defined
15 So when Regeneron was looking 15 our initial-dosing regimen in our
16 at or considering itsclinical trials, 16 application to the FDA was the one-year
17 didit taketheclinician view into 17 datafrom the VIEW 1 and the VIEW 2
18 account or the clinician perceptions or 18 studies.
19 wasit just how Dr. Y ancopoulos viewed 19 Q. Now, in DX 220, when they are
20 thedata? 20 taking about the -- when Mr. Ingerman is
21 MS. OBERWETTER: Object to the 21 talking -- when Dr. Ingerman is talking
22 foundation. Object to the form. 22 about the induction dose, did you
23 A. Somy recollection isthat at 23 understand that to also be referring to
24 thistimeit was general clinical 24 the three monthly doses given first
25 practice to dose, to treat AMD patients 25 before alowing the PRN dosing?
Page 231 Page 233
1 with aPRN-dosing regimen. However, | 1 MS. OBERWETTER: Object to the
2 don't recall other people who 2 form.
3 gpecifically agreed or disagreed with 3 A. | can't say what the induction
4 that internally at Regeneron. But | do 4 doseisreferring to. It'sin
5 remember that Dr. Yancopoulos felt very 5 quotations, and | am not exactly sure
6 strongly that that was not the optimal 6 what hewas referring to.
7 treatment regimen to take going forward 7 Q. Now one of the things that
8 indesigning our Phase Il study. 8 Mr. Ingerman said isthat "This provides
9 Q. But Regeneron did ultimately 9 uswith apotential advantage of showing
10 have aPRN dosing study arm, right? 10 comparable efficacy or even adightly
11 A. Areyou asking about the VIEW 1 11 lower efficacy, and have awin on label
12 andthe VIEW 2 studies? 12 dosinginterval."
13 Q. Right. 13 Do you remember having any
14 A. So thetreatment groups 14 discussions of whether it would be
15 included in the study were .5 milligram 15 preferable to get awin on label dosing
16 aflibercept every four weeks. 2 16 interval, evenif it meant that you would
17 milligrams every four weeks. 2 17 have some dightly lower efficacy in
18 milligrams given initially monthly for 18 comparing to essential Lucentis?
19 thefirst three doses. And then that was 19 A. My recollection of the
20 followed by Q8 week dosing, which was 20 considerations around the design of the
21 compared to Lucentis given monthly. 21 clinical trials was always to design them
22 Those treatment regimens were maintained 22 with theintent of having optimal
23 through the primary endpoint, which was 23 outcomes for patients, both in terms of
24 at week 52. 24 safety and efficacy.
25 After week 52, all treatment 25 Q. You cango ahead -- well, and
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1 who determined that the eight-week 1 indicate the year --
2 interval might be an optimal outcome, 2 Q. Okay.
3 what datawas that based on? 3 A. --and then the second two
4 MS. OBERWETTER: Object to the 4 numbers just indicate what number
5 form and foundation. 5 protocol that was generated internally at
6 A. Soagainthe CLEAR-IT 2 study 6 Regeneron for that year.
7 data, wasthe data that was available 7 Q. Okay. Sointhisinstance, we
8 with aflibercept that helped inform the 8 got the draft clinical trial protocol,
9 Phaselll study designs. However, a Q8 9 dated August 29th, 2006. It says, "The
10 regimen was hot tested in that study. So 10 study director is Avner Ingerman.”
11 the experimental group that included 11 So was he responsible for the
12 every eight-week dosing was just that. 12 design of this protocol ?
13 Wefdt it wasimportant to include, 13 A. Hewasinvolved in the design
14 because there was the possibility of a 14  of thisprotocol, and as M.D. within
15 longer dosing interval. But we were not 15 clinical research, he was designated as
16 certain of the outcome -- 16 the study director.
17 Q. Okay. 17 Q. Now, if wetake alook on page
18 A. --until we received the study 18 523364 in the wet AMD study protocol as
19 results. 19 it stood in August of 2006, you didn't
20 Q. From CLEAR-IT 2? 20 havetheloading dose followed by
21 A. No, sorry, from the VIEW 1 and 21 eight-week dosing; did you?
22 VIEW 2 studies. 22 A. I'll need aminute just to
23 Q. Okay. Takealook at what | 23 orient myself here.
24 will mark as Defendant's Exhibit 221 24 Q. Sure. Look at the page ending
25 which has production numbers 25 in 634, whereit says"Study Design."
Page 235 Page 237
1 RGN-EYLEA-MYLAN 00523361 through 508. 1 (Witness reviews document.)
2 (Defendant's Exhibit 221, 2 MS. OBERWETTER: | think you
3 Document Bates stamped 3 misspoke. Y ou mean 364?
4 RGN-EYLEA-MYLAN-00523361 through 508, | 4 MS. MAZZOCHI: 364.
5  wasso marked for identification, as 5 A. Sointhe synopsisof the draft
6  of thisdate) 6 clinical protocol, this version states
7 Q. Andcanyou confirm that the 7 that "Subjects will be randomly assigned
8 covering e-mail isfrom Deborah Fix, 8 toone of three dosing regimens: 4
9 dated August 25th, 2006 to you, among 9 milligrams VEGF-Trap, 1 milligram of
10 many others. 10 VEGF-Trap or ranibizumab. For thefirst
11  A. SoExhibit 221 has afirst page 11 12 months, subjects will be given an
12 that has an e-mail dated Friday, August 12 intravitreal injection in the study eye
13 25th, 2006 with "Subject: PRC August 13 every four weeks. During the second 12
14 29th VGFT-OD-0605," and | am one of the 14 months of the study, subjects will be
15 recipients. 15 evaluated every four weeks and will
16 Q. Okay. Now wevegot anew 16 receive anintravitrea injection at
17 clinical trial number, 0605, so what did 17 least every 12 weeks."
18 that onerefer to? 18 Q. Okay. So at this stage you
19 A. Thisreferstothe VIEW 1 19 weren't even looking at putting the 2
20 clinical trial. 20 milligram dose in the Phase 11 trials?
21 Q. Okay. Andwhat wasthe 21 A. | don'trecal al of the
22 rationale behind the nomenclature for 22 considerations at the time that this
23 thesevariousclinical trials, 0508 or 23 draft was generated.
24 0605? 24 Q. Do you recal what the impetus
25  A. Sure, sothefirst two numbers 25 wasfor changing to the 2 milligram dose
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1 asopposed to the 1 or 4 milligram dose? 1 exclusion criteriaare used to define the
2 A. | recal that from the 0508 2 population that will be used in any
3 study, it was noted that the 4 milligram 3 clinical trial.
4 treatment group did not seem to perform 4 Q. Andwhen it comesto the
5 notably better than the 2 milligram 5 inclusion criteria of ETDRS best
6 treatment group abeit from a small 6 corrected visual acuity of 20/40 to
7 exploratory study. Andthatin 7 20/320 (letter score of 73t0 25.)
8 determining the doses to carry forward 8 What was the rationale for
9 intothePhaselll trials, there were 9 setting that asthe inclusion criteria
10 still concernsregarding safety of 10 threshold?
11 aflibercept, in particular in regards to 11 MS. OBERWETTER: Object to the
12 systemic adverse affects. 12 form and foundation.
13 Q. Do you recall whether you 13 A. Soone aspect of thisstudy is
14 sought any input on which particular dose 14 that we wanted to include patients that
15 touseinthePhaselll clinical trids 15 had the possibility for vision gain. And
16 from any outside experts? 16 asaresult of that, the lower threshold
17 A. | don'trecal if weexplicitly 17 wasset at 25 letters or a Snellen
18 solicited feedback from outside experts 18 equivalent of 20/320. Asmany patients
19 onthedose 19 with visua acuity below that threshold,
20 Q. Widll, dso herein terms of 20 arelimitedintheir potentia to gain
21 your study design you have aloss of less 21 visua acuity.
22 thanfive ETDRS lettersin conjunction 22 Q. Andwhy isthat?
23 with recurrent fluid as indicated by OCT. 23 A. Neovascular AMD isa
24 Why were you picking aloss of 24  multi-factorial disease process of which
25 lessor equa to five ETDRS letters 25 thehalmark is pathologic
Page 239 Page 241
1 instead of 157 1 neovascularization, in particular
2 A. Soyou'rereferring to the 2 choroidal neovascularization. But there
3 retreatment criteria proposed for use 3 isapardléd atrophic processthat is
4 during the second year of this study. 4 the hallmark of the disease. And so
5 And thisisthe second criterialisted. 5 often patients will have vision loss, due
6 The reason why we would have 6 to that atrophic component of the
7 selected five letters wasthat it's 7 disease, aswell as the neovascular
8 generally understood that the measurement 8 component.
9 of visua acuity hasalot of 9 Q. Okay. If you can take alook
10 variability. And that adifference of 10 at page 367, thereis a description
11 fivelettersisonethat reliably would 11 stated there of "Primary endpoint
12 tel youif a patient's vision was 12 efficacy" near the bottom of the page.
13 increasing or decreasing. 13 Andit says, "The primary endpoint will
14 Q. Takealook at the page that 14  be prevention of moderate vision loss
15 endsin 366. 15 defined asloss than 15 |etters on the
16 A. Okay. 16 ETDRS chart compared to baseline at 12
17 Q. For key subject eligibility 17 months."
18 criteriathereisalist of inclusion 18 Do you see that?
19 criteriaand exclusion criteria. 19 A. Yes, | seewhereit describes
20 What was the rationale for 20 the primary endpoint.
21 having thiskind of inclusion and 21 Q. Now, earlier when we had been
22 exclusion criteria? 22 looking at that '601 patent, there was a
23 MS. OBERWETTER: Object to the 23 reference to the patient gains at least
24 form and foundation. 24 15 letters of best corrected visua
25 A. Sogenerdly theinclusion and 25 acuity score.
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1 Is that the same thing as this 1 certainly believed that achieving that
2 primary endpoint for efficacy here? 2 primary endpoint would demonstrate that
3 A. Itisnot the same thing. 3 the study drug was safe and effective
4 Q. What's different about them? 4 right, such that it would be in condition
5 A. Soif youlook at the next page 5 for approval?
6 with the numbers ending 368 in the 6 MS. OBERWETTER: Object to the
7 secondary endpoint -- 7  form.
8 Q. Yes 8 A. So Regeneron -- my recollection
9 A. --thisfirst endpoint, first 9 of Regeneron's position at the time was
10 bullet "Gain of 15 or more letters on the 10 that the studies would have been
11 ETDRS chart compared to baseline at 12 11 considered a success if we demonstrated
12 months,” that represents a patient that 12 noninferiority based on this primary
13 gained 15 letters or more. 13 endpoint of proportion of patientslosing
14 The primary endpoint in this 14 lessthan 15 letters at week 52.
15 draft protocol isreferring to the 15 However, based on the ANCHOR and MARINA
16 prevention of vision loss. So a patient 16 results, we knew how critical it wasto
17 losing lessthan 15 letters on the ETDRS 17 demonstrate not only that we were
18 chart compared to baseline. 18 preventing patients from losing vision,
19 Q. Waidll, isthedrug still being 19 but also to demonstrate vision gains over
20 effectiveif al you have doneis prevent 20 time.
21 vision loss as opposed to alowing 21 MS. MAZZOCHI: Let's put that
22 patientsto gain letters? 22  oneaside.
23 MS. OBERWETTER: Object to the 23 I would like to mark as
24 form. Vague. 24 Defendant's Exhibit 222 a document
25 Y ou can answe. 25 with the production numbers
Page 243 Page 245
1 A. Sointhecontext of the VIEW 1 1 RGN-EYLEA-MYLAN 00523302 through 304.
2 andtheVIEW 2clinical trials, the 2 (Defendant's Exhibit 222,
3 endpoint of proportion of patients 3 Document Bates stamped
4 avoiding a15 or more letter loss was 4 RGN-EYLEA-MYLAN-00523302 through 304,
5 based on the endpoint utilized in the 5  wasso marked for identification, as
6 ANCHOR and MARINA studies, andthat was| 6  of thisdate.)
7 necessitated by the noninferiority design 7 Q. Letmeknow whenyou have that.
8 of those studies. 8 A. | haveExhibit 222 in front of
9 Q. Sothat noninferiority standard 9 me
10 still demonstrates that the drug 10 Q. And canyou confirm that you
11 aflibercept was effective? 11 wereforwarded by Jesse Cedarbaum on or
12 MS. OBERWETTER: Object to the 12 around September 5, 2006, a message -- an
13 form. Vague. 13 e-mail message involving Jesse Cedarbaum
14 Y ou can answer. 14 and Phil Rosenfeld, dated September is,
15 A. Thefact that the FDA accepted 15 2006?
16 theVIEW 1and VIEW 2 data as sufficient 16 A. Sol seethe second sort of
17 evidence of efficacy and safety to 17 messagein this string as aforwarded
18 approve aflibercept for the treatment of 18 message from Jesse Cedarbaum dated the
19 neovascular AMD, I think it confirms that 19 5th of September 2006. It was primarily
20 that was acceptable. 20 toLen Schieifer, but | am copied.
21 Q. AnNd effective? 21 Q. Okay. It appearsthat Jesse
22 MS. OBERWETTER: Object to the 22 Cedarbaum reached out to Phil Rosenfeld,
23 form. Vague. Asked and answered. 23 and must have shared with him some of the
24 Q. Let meputittoyou thisway, 24 VEGF-Trap datathat you guys had?
25 with that primary endpoint, Regeneron 25 MS. OBERWETTER: Object to the
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form and foundation. 1 A. | do see where the e-mail
A. Thee-mail between Jesse and 2 datesthat phrasing.
Phil Rosenfeld dated September 1st, 2006 3 Q. Do you remember internally ever
states "Thanks for sharing the VEGF-Trap 4 discussing the possibility of using a2
data on Wednesday." 5 milligram dose in your Phase 1l clinica
Q. Do you have any understanding 6 trias before Jesse Cedarbaum got this
of what that VEGF-Trap data might have 7 feedback from Dr. Rosenfeld?
been? 8 MS. OBERWETTER: Object to the
A. 1 don't recall what that data 9 foundation.
might have been. 10 Y ou can answer.
Q. Do you know whether it was 11 A. | don't recall specifically the

subject to any confidentiality
restrictions?

A. Sol don't know specifically in
this case, but it was our practice to
only engage with external experts under
confidentiality agreements.

Q. Doyou know if this was data

timing of the discussions regarding dose
selection for Phase 1.

Q. If youlook at the top e-mail,
thisis Len Schleifer saying thisis Phil
Rosenfeld's view of our diabetes
opportunity. And then he saysin the
second line Jesse showed him the

that was actually presented at one of the 19 four-week, five-patient DME data, which
clinician conferences, the CLEAR-IT 2 20 showed anice response at four weeks and
21 data? 21 thenasmall loss by six weeks.
22 A. Soagain, | don't havea 22 Do you see that?
23 recollection of thise-mail string, but 23 A. | do see where that sentence
24 from reading the e-mail, Jesseis 24 s
25 corresponding with Dr. Rosenfeld about 25 Q. Do you know which clinical
Page 247 Page 249

1 theangiogenesis conference that 1 tria datathat was, that was the four

2 Dr. Rosenfeld organizes. 2 week, five-patient DME?

3 Q. Do you recal whether the 3 MS. OBERWETTER: Object to the

4 CLEAR-IT 2 datawas presented at the 4 form and foundation. Y ou're asking

5 angiogenesis conference in 2006? 5 the witness about another e-mail she

6 MS. OBERWETTER: Object to the 6 is not included on.

7 form. 7 A. My assessment isthat is

8 A. | donotrecal if that data 8 referring to the 0512 study, which was

9 was presented at that conference. 9 thePhasel study with intravitreal
10 Q. Okay. Well, one of the things 10 aflibercept in DME.
11 that Dr. Rosenfeld told Jesse Cedarbaum 11 Q. Okay. Andif you cantakea
12 which was passed on to you, is he said 12 look at the'601 patent. DME Phase |
13 "You have achance of using a4-milligram 13 study that you just referred to, the 0512
14 dosewhichisa4-fold molar excess over 14 study, was that the precursor to example
15 Lucentiswith agood chance of better 15 5inthe'601 patent?
16 durability. The more| thought about 16 MS. OBERWETTER: Object to the
17 your dilemma, | would go with the 2 17 form and foundation to the extent
18 milligram and 4 milligram dose every two 18 you're still asking her about a
19 weeksor four weeks for afixed number of 19 document that she was not included on.
20 doses. Then seethe patients back every 20 A. Sothe0512 Phasel study in
21 four weeks and dose as needed. With the 21 DME was conducted prior to the Phase ||
22 competition closing in on you, | think 22 clinical tria of VGFT, and subject was
23 your only choiceisto go for the gold 23 DME described in example 5.
24 and design a Phase 111 now." 24 Q. Andinexample5 the dose that
25 Do you see that? 25 wasbeing given in thisin the DaVinci
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1 trial, was 2 milligrams of VEGF-Trap once 1 trial manager assigned to ophthalmology.
2 every four weeks. 2 Q. Didsheplay any rolein
3 How did you get from the 1 and 3 discussing the Phase |1, DME clinical
4 A milligram dose in the Phase | study to 4 trialswith aflibercept?
5 choosing to use a2 milligram dose in the 5 A. Theclinica trial manager role
6 Phasell DME study? 6 waslimited to operationalizing the
7 MS. OBERWETTER: Object to the 7 clinical trials.
8 form. 8 Q. Doyourecal having any say in
9 A. Sol don't recall specifically 9 what would be the appropriate dosing to
10 thediscussions or the decision-making 10 useinthePhasell DMEtrial?
11 between completing the 0512 study and the | 11 MS. OBERWETTER: Object to the
12 design of the Phase Il clinical tria in 12 form.
13 DME. 13 A. | recdl having input on the
14 Q. |Isitpossible-- well, do you 14 overall study design.
15 recall who was responsible for designing 15 Q. Andwhat was the nature of your
16 thePhase |l DME study that's referred to 16 input?
17 herein example 5 of the '601 patent? 17 A. | don't recall specifically.
18 A. Soagain, | don't recal 18 Q. Soyou know you participated in
19 gpecifically who was involved at that 19 thedesign of the DaVinci trial, you just
20 time, but it would have included members 20 don't know what your contribution was?
21 of theclinical development group, 21 MS. OBERWETTER: Object to the
22 including myself and Dr. Vitti. Alyson 22 form.
23 Belinger, | believe, was the study 23 Y ou can answer.
24 director. We consulted with our 24 A. 1 know that | wasinvolvedin
25 regulatory colleagues, as well as senior 25 the discussions regarding the protocol.
Page 251 Page 253
1 management and others regarding the study 1 | don't specifically remember exactly
2 design. 2 what my contributions were. But my input
3 Q. Andyou certainly had consulted 3 would have been related to all aspects of
4 with Dr. Cedarbaum, right? 4 thedesign of the study, including the
5 A. | don'trecall precisaly, but | 5 study assessments, the planned schedule
6 believe Dr. Cedarbaum was not with the 6 of visits, any considerations around
7 company when the DaVinci study was 7 masking, et cetera.
8 conducted. 8 MS. OBERWETTER: Sorry, we have
9 Q. Right. How about Avner 9 been going another hour, so if you're
10 Ingerman? 10 in the middle of aline and you have a
11 A. Again, | don't recall exactly 11 couple more, please keep going.
12 where Dr. Ingerman’s tenure at Regeneron 12 MS. MAZZOCHI: All right. Well,
13 began and ended. 13 | was about to do another exhibit. So
14 Q. Doyourecal Dr. Ingerman 14 if you want to take a break, we can
15 having any involvement in the DME studies | 15 take a break.
16 or study design or having discussions 16 MS. OBERWETTER: That would be
17 aboutit? 17 great.
18 A. | don't specificaly recall, 18 THE VIDEOGRAPHER: Going off the
19 you know, conversations or, | guess, him 19 record, 3:49 p.m.
20 havinginput. Butin his capacity at 20 (Off the record.)
21 Regeneron, | would have expected that he 21 THE VIDEOGRAPHER: Back onthe
22 would have had input. 22 record at 4:06 p.m.
23 Q. Allright. Andwho was 23 [Off the record.]
24 Jennifer Buskey? 24 MS. MAZZOCHI: Thank you. |
25 A. Jennifer Buskey wasaclinical 25 would like to mark as Defendant's

64 (Pages 250 - 253)

Veritext Lega Solutions

WWw.veritext.com

Samsung Bioepis Exhibit 1075 888-391-3376
Page 65



Case 1:22-cv-00061-TSK-JPM Document 432-12

Filed 04/25/23 Page 66 of 90 PagelD #:

28108
Page 254 Page 256
1  Exhibit 223 a document with production 1 A. Thefirst bullet in this e-mail
2 number RGN-EYLEA-MYLAN 525700. 2 describes40Q4 and a 1Q4 VEGF-Trap arm.
3 (Defendant's Exhibit 223, 3 Q. Right. Neither of whichisthe
4 Document Bates stamped RGN-EYLEA-MYLAN 4 2 milligram Q4 VEGF-Trap for three months
5 525700, was so marked for 5 followed by Q8, 2 milligrams Q8 dosing
6  identification, as of this date.) 6 thereafter, right?
7 Q. And Ms. Chu, can you confirm 7 A. | understand these treatment
8 that Defendant's Exhibit 223 is an e-mail 8 groupsto indicate 4 milligrams every
9 chain where the top e-mail in the chain 9 four weeksand 1 milligram every four
10 isdated Thursday, March 8th, 2007. 10 weeks, which isdifferent from the 2
11 "Subject: Planned Activities For First 11 milligram threeinitial monthly dose and
12 AMD Pivota Study" from Caroline Saxton, 12 then every eight week dosing group,
13 and you are cc'd or you are copied on it. 13 eventualy included in the VIEW 1 study.
14  A. Sol have Exhibit 223, whichis 14 Q. Allright. Now, if welook at
15 an e-mail dated Thursday, March 8th, 2007 15 thefifth bullet point down, the third
16 with the subject, "Forwarded Planned 16 hashtag in, one of thethingsit saysis
17 Activities For First AMD Pivotal Study," 17 "Thoughts on using a PIER-like dosing as
18 from Caroline Saxton and | am listed as 18 asecond study."
19 oneof the recipients. 19 Do you see that?
20 Q. Andwho was Caroline Saxton? 20 A. | do seethethird hash or
21  A. Caroline Saxton was the, was 21 subbullet saying "Thoughts on using a
22 one of our project managers at Regeneron 22 PIER-like dosing regimen as a second
23 athetime. 23 study.
24 Q. Okay. Now, if welook at the 24 Q. Allright. AndaPIER-like
25 e-mail that she was forwarding to you 25 dosing regimen would be one where there
Page 255 Page 257
1 that wasalso dated March 8th, 2007, 1 wasmonthly dosing initially and then at
2 thereisareference again to the 0605 2 least PRN dosing thereafter?
3 pivota study. Now, was that the Phase 3 A. SothePIER-dosing regimen was
4 11l study for AMD? 4 threeinitial monthly doses and then
5 A. 0605 was the study number for 5 every 12 weeks.
6 theVIEW 1 Phaselll study in AMD. 6 Q. Doyouknow whoinitiated the
7 Q. Okay. But here, again, the 7 question on thoughts on using PIER-like
8 three-arm noninferiority pivota study 8 dosing as asecond study?
9 designisdtill listed at .5 every four 9 A. |donotknow who initiated
10 weeks Lucentis, 4 milligrams monthly 10 that bullet.
11 VEGF-Trap, and 1 milligram every four 11 MS. MAZZOCHI: All right. You
12 weeks VEGF-Trap, right? 12 can go ahead and set that one aside.
13 A. Thefirst bullet in this e-mail 13 | would like to mark as DX 224,
14 reads"As agreed upon in the JSC, our 14 adocument with production numbers
15 current planistoinitiate athree-arm 15  RGN-EYLEA-MYLAN 635438 through 449.
16 noninferiority pivotal study (0605) using 16 Q. Wereyou ever amember of the
17 .5Q4 Lucentis, 4Q4 VEGF-Trap and 1Q4 17 global project team meetings?
18 VEGF-Trap." 18 A. Can you be more specific about
19 Q. Sowedtill don't have the 19 thetimeframethat you're referring to?
20 loading dose yet that ultimately cameto 20 Q. Yeah,inthe 2007 time period,
21 bethe VIEW protocol of having a study 21 doyou recall ever being a part of the
22 arm with three monthly 2 milligram doses 22 global project team meetings with regard
23 by 2 milligrams every eight weeks, right? 23 to VEGF-Trap?
24 MS. OBERWETTER: Object to the 24  A. | wasconsidered part of the
25 form and foundation. 25 global project team. But | don't recall
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1 exactly whether | attended all global 1 Document Bates stamped RGN-EYLEA-MYLAN
2 project team meetings. 2 635438 through 449, was so marked for
3 Q. What wasthe purpose of the 3 identification, as of this date.)
4 global project team? 4 Q. Letmeshow you adocument that
5 MS. OBERWETTER: Object to the 5 I've marked as Defendant's Exhibit 224
6 form. 6 which has production numbers
7 A. Theglobal project team wasa 7 RGN-EYLEA-MYLAN 635438 through 449.
8 cross-functional team established as part 8 Can you confirm that you have
9 of the Bayer collaboration to oversee 9 thatin front of you?
10 development for aflibercept with our 10  A. | have Exhibit 224 with the
11 co-development partner. 11 titleinthe box listed as "Minutes of
12 Q. Anddidthe Bayer people have 12 VEGF-Trap for AMD/DE 05113 Global Project
13 input into what your Phase I11 clinical 13 Team Meeting 3, 9 March 2007."
14 trial would look like in terms of dosing 14 Q. Anditsays"Fina Version of
15 regimen? 15 The Minutes' underneath that box was
16 MS. OBERWETTER: Objection. 16 dated March 29th, 2007?
17 Asked and answered. 17  A. | doseethat stated here.
18 A. Aspart of the Bayer 18 Q. Let'stakealook at the
19 collaboration, they had input into 19 executive summary on the next page.
20 aspects of theclinical development 20 Third paragraph. It says, "The proposed
21 planning, including study designs. But 21 Phaselll program consists of two
22 the ultimate scientific decision-making 22 noninferiority studieswith three arms,
23 remained with Regeneron. 23 (VEGF-Trap high, low, and Lucentis)
24 Q. Butthey weregiving you 24 performed in 900 patients each. The
25 feedback from, for example, the European 25 studies differ regarding their dosing
Page 259 Page 261
1 regulatory authorities, right? 1 regimenswith pivotal 1 (U.S. study,
2 MS. OBERWETTER: Object to the 2 Regeneron) having monthly dosing
3 form. 3 intervasfor thefirst year and capped
4 A. Part of Bayer's responsibility 4 PRN dosing (up to three months) the
5 during the development was to interact 5 second year. Pivotal 2 (‘'EU' study, BSP)
6 with ex-U.S. health authorities. And 6 dosing isthree monthly doses followed by
7 they did seek advice from EMA, aswell as 7 quarterly injections (Lucentis PIER
8 other health authorities outside of the 8 regimen)."
9 United States. 9 Do you see that?
10 Q. And Bayer, before Regeneron, 10 A. | do see where the document
11 was planning on doing a pivotal study or 11 statespivotal, pivotal 2 dosing isthree
12 proposing doing a pivotal study with 12  monthly doses followed by quarterly
13 aflibercept that would have three monthly 13 injections, Lucentis PIER regimen.
14 dosesfollowed by quarterly injections of 14 Q. Okay. Soinitialy, it was
15 the Lucentis PIER regimen, right? 15 Bayer who wanted at least for Europe to
16 MS. OBERWETTER: Object to the 16 havethe Phaselll study that was three
17 form. 17 monthly doses followed by alonger
18 A. Could you restate your question 18 injection periodinthat first year,
19 one moretime? 19 right?
20 Q. Sure 20 MS. OBERWETTER: Objection.
21 MS. MAZZOCHI: Hey, Jeff, were 21 Form and foundation.
22 you able to find the document, | want 22 A. Somy recollection was that
23 to mark it? 23 replicatetrias-- so two pivota
24 MR. MARX: Yes. 24 studies were needed for registration of
25 (Defendant's Exhibit 224, 25 theproductinthe U.S. aswell as
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1 outside the United States. 1 MS. OBERWETTER: Object to the
2 So the EU designation here, 2 form and foundation.
3 it'smy recollection, does not 3 A. Idontrecal.
4 gpecifically refer to a study intended to 4 MS. MAZZOCHI: Okay. Let'stake
5 support EU approval. Itsmply isa 5  alook at what | will mark asDX 225 a
6 designation of roughly where the study 6  document with production number
7 would be conducted. 7 RGN-EYLEA-MYLAN 635373.
8 Q. Okay. Well, the European study 8 (Defendant's Exhibit 225,
9 was going to be three monthly doses 9  Document Bates stamped RGN-EYLEA-MYLAN
10 followed by quarterly injections, what 10 635373, was so marked for
11 wascaled the Lucentis PIER regimen, 11 identification, asof this date.)
12 right? 12 Q. Andcanyou confirmthisisan
13 MS. OBERWETTER: Object to the 13 e-mail from Caroline Saxton to you and
14 form and foundation. 14 others dated March 28th, 2007, " Subject:
15 A. | seeinthis document that 15 Final Decision Required for AMD Pivotal 1
16 pivotal study 2 isreferred to as having 16 Protocol"?
17 three monthly doses followed by quarterly 17 MS. OBERWETTER: If you can give
18 injections designated as the Lucentis 18  measecond, | have only just gotten
19 PIER regimen. 19 the document. So just givemea
20 Q. Okay. And wasthat study ever 20  second, one second.
21 doneat the Phase I11 level? 21 THEWITNESS:. Yeah, | need a
22 A. No, this study was never 22 minute just to review this as well.
23 conducted. 23 (Witness reviews document.)
24 Q. Do you know why not? 24  A. Okay, | have Exhibit 225in
25 A. | don't specifically recall why 25 front of me.
Page 263 Page 265
1 not. Butl dorecal that it wasfelt 1 Q. Canyou confirmit'saMarch
2 very strongly that the PIER regimen had 2 28th e-mail from Caroline Saxton to you
3 thepotential to result in sub-optimal 3 amongst others, "Subject: Final decision
4 outcomes for patients. 4 required for AMD Pivotal 1 Protocol"?
5 Q. Okay. Andlikewise, the U.S. 5 A. Sothisisan e-mail dated
6 study that's noted here for Regeneron, 6 March 28th, 2007, with the " Subject:
7 having monthly dosing intervals for the 7 Final decision required for AMD Pivotal 1
8 first year, and capped PRN dosing up to 8 Protocal." It'sfrom Caroline Saxton,
9 three monthsfor the second year, that 9 and | am copied on the e-mail.
10 wasalso not done as a Phase |11 study, 10 Q. Okay. And one of the things
11 right? 11 that she wrote to Peter, George, Len and
12 A. Thedesign of the VIEW 1 and 12 Neil, wasthat, again, Regeneron was
13 VIEW 2 studies did include treatment 13 targeting to try to start the first
14 groups that received monthly dosing for 14 pivotal study, meaning the Phase 111
15 thefirst year and then in the second 15 studiesin AMD in August of 2007, right?
16 year al treatment groups received 16 A. Thatiswhat isstatedinthis
17 quarterly mandatory dosing with the 17 email, yes.
18 potential to give additional dosesin 18 Q. And Carolineissaying "We need
19 between based on criteria. 19 two eventsin order to meet this
20 Q. Okay. Butif welook at, at 20 deadline. One, final CRO bid awarded
21 least, asof what wasin place as of 21 Thursday, April 5th."
22 March 9th, 2007, we still didn't have the 22 Do you see that?
23 dosing regimen that was 2 milligrams 23 A. | seethefirst item reads
24 dosed for three monthly doses followed by 24 "Fina CRO bid awarded Thursday, April
25 an eight-week interval, right? 25 5th," yes.
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1 Q. Andisthat something that you 1 Q. Whoput that onthelist of an
2 wereworking on? 2 interval to start considering?
3 A. Yes. My team wasresponsible 3 MS. OBERWETTER: Objection to
4 for selecting the CRO and overseeing the 4 foundation.
5 CRO'sactivitiesfor the VIEW 1 study. 5 A. Idontrecal.
6 Q. Andwhich CRO didyou select? 6 MS. MAZZOCHI: Go ahead and put
7 A. For this study, my recollection 7  thatoneaside.
8 isthat we selected PPD. 8 | am going to mark as
9 Q. Andwhy wereyou using a CRO? 9  Defendant's Exhibit 226, a document
10 A. Regeneron was asmall company 10  with production numbers
11 with limited clinical operations 11 RGN-EYLEA-MYLAN 631170 through 631175.
12 capabilities. Soin order to adequately 12 (Defendant's Exhibit 226,
13 oversee and conduct this pivotal trial, 13 Document Bates stamped RGN-EYLEA-MYLAN
14 wefelt that engaging a CRO to conduct 14 631170 through 631175, was so marked
15 activities like study, monitoring, et 15  foridentification, as of this date.)
16 cetera, was needed. 16 Q. Canyou confirm on thefirst
17 Q. Allright. Anddo you recal 17 page of DX 226, thereis an e-mail from
18 how much that cost? 18 you dated March 29th, 2007 to Jesse
19 A. | don't recall the exact budget 19 Cedarbaum, where you were forwarding the
20 for the CRO. 20 conversation on VEGF-Trap executive
21 Q. Wasitinthetensof millions 21 summary of scientific advice meeting with
22 of dollars? 22  Swedish MPA?
23 A. | don't recall the exact budget 23 A. Yes sol have Exhibit 226 in
24 for the CRO. 24 front of me. And | seethe second e-mail
25 Q. Who paid for it, was it 25 inthestring is aforwarded e-mail from
Page 267 Page 269
1 Regeneron or Bayer? 1 meto Jesse Cedarbaum on the 29th of
2 A. | am not absolutely the expert 2 March 2007 with the "Subject: VEGF-Trap
3 of the details on the collaboration 3 Executive Summary of Scientific Advice
4 agreement. But my understanding is that 4 Meeting with Swedish MPA," on the 28th
5 development costs are shared 50/50 5 March'07.
6 between Bayer and Regeneron. 6 Q. Do you recall what influence
7 Q. Item number 2, finalize study 7 the Swedish regulatory feedback on the
8 design Friday, April 13th or Thursday 8 clinical trial design had on exactly what
9 April the 12th if you are superstitious. 9 Regeneron wanted to do initsown
10 So some of the things that 10 clinical trial design --
11 Carolineidentified needed to be decided 11 MS. OBERWETTER: Object to the
12 werethe doses of .5 milligram, 2 12 form.
13 milligram, 4 milligram VGT, aswell asan 13 Q. --inthePhaselll wet AMD
14 interva Q4, Q8 or Q12. 14 with aflibercept?
15 Do you see that? 15 MS. OBERWETTER: Object to the
16 A. Yes, | seethoseasitems C and 16 form and foundation.
17 D initem number 2 in the e-mail. 17 A. 1 donot recall theimpact the
18 Q. Who decided to put the Q8 18 Swedish MPA advice had on the study
19 interval on the table at this meeting? 19 designsof the VIEW 1 and VIEW 2 studies.
20 MS. OBERWETTER: Object to the 20 Q. Widl, if wetakealook at
21 form and foundation. 21 Jesse Cedarbaum's responsive e-mail, can
22 A. Sol don't recall who 22 you confirm that that's dated March 29th,
23 gpecifically added Q8 to the bullet in 23 2007, and went to individuals such as
24 thise-mail. | don't believethisis 24 Avner Ingerman and George Y ancopoul 0S?
25 referring to a meeting. 25 A. Yes. Thefirst email inthe
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1 string hereis dated Thursday, March 1 milligram, you would only lose one half
2 29th, 2007 forwarding VEGF-Trap executive | 2 life of exposure, somewhere around eight
3 summary of scientific advice meeting with 3 to10days?
4 Swedish MPA from Jesse Cedarbaum to Peter | 4 MS. OBERWETTER: Object to the
5 Powchik, Avner Ingerman and others. 5 foundation.
6 Q. Do you remember discussing 6 A. 1donotrecal thisbeing a
7 theseresults with Jesse Cedarbaum? 7 specific consideration.
8 A. | donot recal discussing 8 Q. Allright. And Mr. Cedarbaum
9 these results with Jesse Cedarbaum. 9 asoputsdown "P.S.: | could get behind
10 Q. Allright. Well, one of the 10 an eight-week interval in place of 12."
11 thingsthat he noted in thise-mail is he 11 Do you see that?
12 said "With respect to the point about the 12 A. | do see his postscript, yes.
13 safety margin for tox coverage, perhaps 13 Q. Sodoyou haveany -- doyou
14 we should take this as an opportunity to 14 recall ever discussing with Dr. Cedarbaum
15 reconsider making the top dosein our 15 why he preferred an eight -- why he could
16 studiesbe 2 milligrams." 16 get behind an eight-week interval in
17 Do you see that? 17 place of a 12-week interval ?
18 A. Yes, | seethat asthefirst 18 MS. OBERWETTER: Object to the
19 sentencein the second paragraph. 19 foundation.
20 Q. Doyou recdl if one of the 20 A. 1donot recall aspecific
21 rationales behind having the 2 milligram 21 discussion with Dr. Cedarbaum regarding
22 doseinthe Phaselll clinical studies 22 hisrationale for an eight-week interval
23 wasfor toxicity-related reasons? 23 instead of 12 weeks.
24 MS. OBERWETTER: Object to the 24 Q. Wadll, how about agenera
25 foundation, if you're still asking the 25 discussion that it would be okay to go
Page 271 Page 273

witness about thistop e-mail that
she's not on.

1 1 with the eight -- in connection with

2 2 preparing the dosing regimen for the VIEW
3 A. 1donotrecal thisbeing a 3 1, VIEW 2clinical trials, that it would

4 gpecific consideration regarding the 2 4 be acceptable to have the eight-week

5 milligram doseinthe VIEW 1 andthe VIEW | 5 interval, because it wouldn't necessarily
6 6

7 7

8 8

9 9

2 studies. -- well, just about the eight-week
Q. If youlook at the fifth bullet interval?
point down, it says "As has been pointed MS. OBERWETTER: Object to the
out by others, we would lose only one form.
10 half life of exposure. Somewhere around 10 A. | don't specificaly recall
11 eight to 10 days, based upon 11 Dr. Cedarbaum's position at this time.
12 extrapolationsin the literature between 12 Q. Yeah, | know you're kind of
13 rabbit and human vitreous clearance of 13 qualifying your answer by saying, | don't
14 drugsby using 2 instead of 4 14  gpecifically recall what he said.
15 milligrams." 15 | am just asking you generally,
16 Do you see that? 16 including as a 30(b)(6) witness for
17 A. Yes, | seethat asthefifth 17 Regeneron on theclinical trials, do you
18 bullet down, which states as has been 18 have an understanding as to whether any
19 pointed out by others we would only lose 19 of thesereasonslisted herein
20 one half life of exposure. 20 Dr. Cedarbaum's e-mail were reasons that
21 Q. Okay. Doyourecal in 21 people put forward to advocate for having
22 conjunction withaPhaselll VIEW 1, VIEW |22 an eight-week interval instead of the
23 2 study clinical tria designs, this 23 12-week interval?
24 being an issue that was raised, that if 24 MS. OBERWETTER: Object to the

25 you had the 2 milligram dose instead of 4 25 form. Foundation. And if we're back
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1 into 30(b)(6) questioning, a 30(b)(6) 1  objection.
2 objection. 2 And | will note the court
3 A. My recollection at thistimeis 3 reporter said she needs to break for
4 that there were multiple considerations 4 anemergency.
5 around the doses and dosing interval. We 5 A. | can't speak on behalf of
6 were conducting asmall Phase IB study, 6 Regeneron, | can only speak for myself,
7 referred to in this e-mail as the 0603 7 and | do not recall aperson who
8 study, that was testing new formulation 8 specifically put that together in this
9 and concentration of aflibercept that 9 timeframe.
10 would alow a4-milligram dose to be 10 (Off the record.)
11 ddivered in 50 microliters. 11 THE VIDEOGRAPHER: Back onthe
12 And so one aspect is that 12 record at 4:42 p.m.
13 moving forward with the 4-milligram dose 13 MS. MAZZOCHI: | will ask the
14 inthe Phase 1l studies, would have 14 court reporter to mark as Defendant's
15 necessitated waiting for that study to 15  Exhibit 227, adocument with
16 complete and that formulation to be 16  production number RGN-EYLEA-MYLAN
17 available. 17 631182
18 Q. IsRegeneron aware of anybody 18 (Defendant's Exhibit 227,
19 who put together the idea of dosing a 19  Document Bates stamped RGN-EYLEA-MYLAN
20 2-milligram dose every eight weeks in the 20 631182, was so marked for
21 Phaselll clinical trials before Jesse 21 identification, as of this date.)
22 Cedarbaum in this e-mail ? 22 Q. And Ms. Chy, if you can confirm
23 MS. OBERWETTER: Object to the 23 thisisan e-mail from Kathleen Lawrence
24 form foundation. | assume you're 24 toyou and others, dated Monday, April
25 still asking 30(b)(6) questions, a 25 2nd, 2007?
Page 275 Page 277
1 30(b)(6) objection. 1 A. Sol have Exhibit 227 in front
2 A. Canyou just restate your 2 of mewith adate April 2nd, 2007.
3 question one more time? 3 "Subject: Decisionsand Actions, AMD
4 Q. Sure. IsRegeneron aware of 4 Phaselll Program Meeting - April 2nd,
5 anyone who put together for the Phase 111 5 '07" from Kathleen Lawrence, and | am a
6 VIEW 1, VIEW 2clinical trial design, a 6 recipient of thise-mail.
7 2-milligram dose and an eight-week dosing 7 Q. Doyourecdl if youwerea
8 interva before Dr. Cedarbaum's e-mail 8 participant in this AMD Phase l1l program
9 we'relooking at here of March 29th, 9 meeting on April 2nd, 2007?
10 200772 10 A. | don't recall this specific
11 MS. OBERWETTER: Object to the 11 meeting. Butin my role, | would have
12 form. Foundation. 30(b)(6) 12 attended such meetings.
13 objection. 13 Q. Who else would have attended
14 A. | don'trecall exactly the 14 such meetings --
15 discussions around the eight-week 15 MS. OBERWETTER: Object to the
16 interval or whether Dr. Cedarbaum by 16 form and foundation.
17 virtue of thise-mail wasthefirst 17 Q. --inthistime period?
18 person to suggest the eight-week 18 MS. OBERWETTER: Same objection.
19 interval. 19 A. So the people that would have
20 Q. Can Regeneron identify anybody 20 attended thiskind of meeting would be
21 whodid it, who put those two pieces 21 anyoneinternaly who had
22 together, a 2- milligram dose/eight-week 22 responsibilities for the Phase I11 study.
23 interva before Dr. Cedarbaum did? 23 Mysdf, Avner Ingerman, aswell as
24 MS. OBERWETTER: Object to the 24 others. For instance, in this particular
25 form. Foundation. A 30(b)(6) 25 case, Peter Powchik, Bob Vitti. 1t might
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1 alsoinclude cross-functional 1 lead-in (dose monthly for first three
2 representatives like from our statistics 2 months)."
3 group or from the clinical trial 3 Q. Allright. Who put, who
4 management group. 4 actually assembled that particular
5 Q. Anyone elseyou can think of? 5 regimen as one of the arms to consider
6 MS. OBERWETTER: Sameobjection. | 6 fortheVIEW 1, Phaselll clinical trial?
7 A. Not off the top of my head. 7 MS. OBERWETTER: Object to the
8 But that list is not exhaustive. 8 form. Foundation.
9 Q. Okay. If youtakealook at 9 | want to clarify since we had
10 one of these items down here, it says 10 an off the record interim here: Are
11 "Decision 0605 design" and that's 11 you asking 30(b)(6) questions or are
12 referringtothe VIEW 1, VIEW 2 clinica 12 you asking her her personal memory?
13 studies, right? 13 MS. MAZZOCHI: 30(b)(6).
14 A. 0605 isthe study number for 14 MS. OBERWETTER: A 30(b)(6)
15 theVIEW 1 study. 15 objection.
16 Q. And that wasthe Phase Il 16 A. | don't recall specificaly who
17 pivota study? 17 proposed that dosing regimen.
18 A. That wasone of the Phase |11 18 Q. Couldit have been Avner?
19 studiesin neovascular AMD. 19 MS. OBERWETTER: Object to the
20 Q. Okay. Andit saysthat the 20 form. Callsfor speculation. A
21 decisions on the arms, one of them was 21 30(b)(6) objection.
22 going to be Lucentis, right? 22 A. | don't recall specifically.
23 A. Sothise-mail onthefirst 23 At thistime, there were many discussions
24 bullet states that the assumptions are to 24 about the design of this, of these
25 be used with contract and budgeting with 25 trials.
Page 279 Page 281
1 theCRO. And thefirst bullet under the, 1 Q. Could it have been you who put
2 under armsis Lucentis. 2 those three dose conditions together?
3 Q. And then the next decisionin 3 MS. OBERWETTER: Isthat a
4 termsof oneof thearmsto useis.5 4 30(b)(6) question or an individual
5 milligrams, Q4 weeks. 5 guestion?
6 A. Yes, that isthe second bullet 6 MS. MAZZOCHI: Her.
7 inthee-mall. 7 MS. OBERWETTER: Would you tell
8 Q. Andisthat referring to the 8 me when you go back to 30(b)(6)
9 Lucentisdose, .5 milligrams every four 9 guestions, Ms. Mazzochi?
10 weeks? 10 MS. MAZZOCHI: Sure.
11 A. | believe-- 1 don't know for 11 Y ou can answer.
12 sure. But my understanding would be that 12 A. | donot recal specificaly
13 thiswould bereferring to the .5 13 proposing this characterization of the
14 milligram every four week aflibercept 14 regimen.
15 group included inthe VIEW 1 study. 15 Q. Andinyour personal capacity,
16 Q. Okay. Now, thethird bullet 16 youdon't recall who put this combination
17 point down says-- thisisfor the first 17 together of 2 milligrams every eight
18 timewe seethis: "2 milligrams Q8 weeks 18 weekswith the PIER lead-in of dosing
19 with PIER lead-in (dose monthly for first 19 monthly for the first three months?
20 three months)." 20 A. | don't recall specifically who
21 Do you see that? 21 proposed this.
22 MS. OBERWETTER: Object to the 22 Q. Would anyone from Bayer have
23 form and the characterization. 23 been part of this discussion in terms of
24 A. | do seethethird bullet 24 proposing these particular armsto go
25 dates: "2 milligram Q8 weeks with PIER 25 send out to the contract resource
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1 organization. 1 Q. And do you recall whether that
2 MS. OBERWETTER: Object to the 2 issue was discussed and cleared with EU
3 form. 3 authorities?
4 A. Intheir role asour 4 A. 1 don'trecal if that specific
5 co-developer partner, Bayer would have 5 topic was discussed with EU authorities.
6 had input on the study design, but they 6 Q. Andthenthelast bullet point
7 did not specifically have input into our 7 says. "4 milligram dose group not
8 interactions with the CRO. 8 completely ruled out. Basefile decision
9 Q. Okay. Doyouknow if your CRO 9 on additional 0508 data.”
10 contract actualy did include this two 10 Do you see that?
11 milligrams Q8 weekswith the PIER lead-in | 11 A. | seethat that isthelast
12 dosing monthly for the first three 12 bullet in this section.
13 months? 13 Q. And the 0508 study, that was
14 A. | don't recall whether the CRO 14 thePhase |l AMD study?
15 contract specifically included details 15 A. So 508 was the study number for
16 about the dosing regimen. 16 thePhasell study in neovascular AMD.
17 Q. Didyou review the CRO contract 17 Q. Andwhat information were you
18 in connection with preparing for your 18 hoping to see from the Phase |1, wet AMD
19 deposition in this case? 19 data torulein or rule out the 4
20 A. | did not review the CRO 20 milligram dose?
21 contract in preparation for this 21 MS. OBERWETTER: Object to the
22 deposition. 22 form and foundation.
23 Q. Okay. Do you know who has a 23 A. My recollection isthat we were
24 copy of that CRO contract? 24 looking very closely at safety dataas
25 A. Sothisisgoing back many 25 well asthe outcomes of visual acuity and
Page 283 Page 285
1 vyears sol can't say for certain, but it 1 central retinal lesion thickness as
2 would have been Regeneron's procurement 2 measured on OCT for the purpose of
3 group that interacted with CROs at this 3 evaluating the Phase || data.
4 time. 4 MS. MAZZOCHI: Go ahead and put
5 Q. Anddo you recal anyone who 5  that oneaside.
6 wasin the procurement group at this 6 | would like to mark as DX 228,
7 time. 7 a document with production numbers
8 A. | don't recall specifically who 8 RGN-EYLEA-MYLAN 526319 through 321.
9 wasin the procurement group at this 9 (Defendant's Exhibit 228,
10 time. 10 Document Bates stamped RGN-EYLEA-MYLAN
11 MS. MAZZOCHI: Counsel, we will 11 526319 through 321, was so marked for
12 reguest a copy of the CRO contract 12 identification, as of this date.)
13 referred to here specifically for the 13 Q. Thisisane-mail dated
14 Phase Il VIEW clinical studies be 14 Wednesday, April 4th, 2007, from George
15 produced. 15 Yancopoulosto Darlene Jody; do you have
16 (Production request) 16 that?
17 Q. Thenext bullet point listed is 17  A. Yes, sol have Exhibit 228,
18 "2 milligram Q4 weeks (only 6X) safety 18 dated Wednesday, April 4th, 2007 with the
19 margin based on tox, will need to discuss 19 "Subject: Summary of Issues For Call,
20 with EU authorities." 20 AMD P3 Planning," from George Y ancopoul os
21 Do you see that? 21 to Darlene Jody.
22 A. | do seethat the fourth bullet 22 Q. Now, earlier in the deposition
23 dtates, "2 milligram Q4 weeks (only 6X) 23 today, you referred to an e-mail that you
24  safety margin based on tox, will need to 24 recalled seeing that you discussed with
25 discuss with EU authorities.” 25 George Y ancopoulos, was this one of the
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1 emails? 1 Q12w versusthe Lucentis PIER regimen,
2 A. Yes Thiswasthee-mail | 2 which might suffice for EMEA and also
3 reviewed in preparation for this 3 simultaneoudly serve as a second study
4 deposition. 4 for the FDA, based on using a separate
5 Q. Okay. And isthisthe document 5 superiority analysis. Our view on this
6 that Regeneron contends demonstrates that 6 isthat while such a second study is
7 George Y ancopoulos is the person who 7 indeed likely to be noninferior to
8 conceived of the invention set forth in 8 Lucentis PIER regimenitisat highrisk
9 the'601 and '572 patents? 9 for not achieving superiority and thus
10 MS. OBERWETTER: Object to the 10 not being useful for the U.S. approval in
11 form and foundation. 11 any way."
12 A. | can't speak to the Regeneron 12 Do you see that?
13 position regarding this e-mail. 13 A. | do seethat sentencein the
14 Q. What isyour understanding of 14 email.
15 the significance of this e-mail in your 15 Q. SowasDr. Yancopoulos actually
16 capacity asthe Regeneron Rule 30(b)(6) 16 opposed to having any type of PIER
17 witness? 17 regimen appended to the 2 milligram
18 MS. OBERWETTER: Object to the 18 dosing regimens that were going to be
19 form. Foundation. A 30(b)(6) 19 proposed in the Phase Il clinical
20 objection. 20 studies?
21 A. | need aminutejust to take 21 MS. OBERWETTER: Object to the
22 another look at this e-mail. 22 form. Foundation. A 30(b)(6)
23 (Witness reviews document.) 23 objection.
24 A. Okay. I'm sorry, what was your 24 A. | can't speak to George's state
25 question again? 25 of mind or intent. It was my
Page 287 Page 289

Q. Sure. Inyour capacity as
Regeneron's 30(b)(6) witness, what's the
significance of this April 4th, 2007 felt to be optimal for patient outcomes.
e-mail from George Y ancopoulos to Darlene He did not view the PIER regimen as

1 1 recollection that George was very much
2 2
3 3
4 4
5 Jody? 5 achieving that.
6 6
7 7
8 8
9 9

advocating for a dosing regimen that was

MS. OBERWETTER: Object to the Q. Isthere anywhere here where
form, foundation. A 30(b)(6) Dr. Yancopoulosis advocating for

objection. starting off the regimen with three
Y ou can answer the question, if monthly 2-milligram doses, and then going

10 you can. 10 tothe eight-week interval?
11 A. Sothise-mail from Georgeto 11 MS. OBERWETTER: Object to the
12 Darlene Jody, who was a senior executive 12 form and foundation with this witness.
13 responsible for the Bayer collaboration 13 A 30(b)(6) objection.
14 with us, is communicating the Regeneron 14 A. Sorry, could you ask your
15 proposal and decisions around the optimal 15 question one more time?
16 designsfor the VIEW 1 and the VIEW 2 16 Q. Sure
17 trids. 17 MS. MAZZOCHI: Can the court
18 Q. Okay. But according to this 18 reporter read it back?
19 email, if welook at the last paragraph 19 [The requested portion of the
20 at the bottom of the second page of 20 record was read back as follows:
21 Exhibit 228, George Y ancopoul os says, " 21 "Question: Isthere anywhere
22 know there has been extensive discussion 22 near where Dr. Yancopoulosis
23 at theteam level about the second study 23 advocating for starting off the
24 being an NI study,"” referring to 24 regimen with three monthly 2-milligram
25 noninferiority study, "using doses of VT 25 doses, and then going to the
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1  eight-week interval ?'] 1 emailswhereDr. Yancopoulosis
2 MS. OBERWETTER: Same objection. 2 proposing a schedule for the Phase 111
3  A. Inmy review of thise-mail, | 3 clinical studiesthat has 2 milligrams
4 do not seethat it includes mention of 4 being dosed three times monthly, followed
5 thethreeinitial monthly doses for the 5 by the eight-week dosing interval ?
6 Q8 week group. 6 MS. OBERWETTER: Object to the
7 MS. MAZZOCHI: You can go ahead 7 form, foundation. A 30(b)(6)
8  and set that aside. 8 objection. You're asking the witness
9 | would next like to mark as 9 to interpret the document that she's
10  Defendant's Exhibit 229, a document 10 not been given before.
11 with production numbers 11 A. My understanding of George's
12 RGN-EYLEA-MYLAN 00526220 through 223. | 12 e-mail, as| just reviewed it, isthat he
13 (Defendant's Exhibit 229, 13 iscommunicating the Regeneron position
14  Document Bates stamped RGN-EYLEA-MYLAN 14 regarding the design of the Phase 111,
15 00526220 through 223, was so marked 15 VIEW 1land VIEW 2 studiesto Darlene Jody
16 for identification, as of this date.) 16 from Bayer.
17 Q. Anddidyou review this e-mail 17 Q. Right. And he'still
18 in connection with preparing for your 18 advocating for just a 2Q8 regimen, not
19 deposition in this case? 19 onewith aloading dose, right?
20  A. | haveExhibit 229, dated 20 MS. OBERWETTER: Object to the
21 Tuesday, April 10th, 2007, " Subject: 21 form and foundation. A 30(b)(6)
22 Forward: VEGF-Trap-Eye GDP for 22 objection.
23 REGN/Bayer," from George Y ancopoulos to 23 A. Soagain, justin my review of
24  Darlene Jody. 24 thise-mail, | can't speak to George's
25 And, no, | did not review this 25 intent, but he was building upon the
Page 291 Page 293
1 email in preparation for today's 1 email from Bob Terifay, Robert Terifay,
2 deposition. 2 dated Thursday, 5th April 2007 to George
3 Q. Canyou see anywhere -- well, 3 Yancopoulos, relating the outcome of a
4 canyou identify anywhere in here on 4 VEGF-Trap-Eyejoint development committee
5 behaf of Regeneron whether 5 meeting, where the proposed dosing
6 Dr. Yancopoulos was advocating or 6 regimensfor the two studies are Lucentis
7 proposing aregimen that involved 7 .5 milligrams every four weeks versus
8 2-milligram doses being dosed monthly, 8 VEGF-Trap .5 milligrams every four weeks,
9 followed by dosing at an eight-week 9 2 milligrams every four weeks, and 2
10 interval inany of the Phase Ill clinical 10 milligrams every four weeks times three,
11 studies? 11 which | understand to be threeinitial
12 MS. OBERWETTER: Object to the 12 monthly doses and then every eight weeks.
13 form. Foundation. A 30(b)(6) 13 Q. Right. Andjust to be clear,
14 objection. 14 that dosing regimen of VEGF-Trap, 2
15 Y ou're asking awitness to 15 milligrams dosed every four weeks times
16 interpret a document she just told you 16 three, then Q8 thereafter, that was a
17 that she has not seen. 17 dosing regimen drafted by Bob Terifay,
18 A. And | will need a minute to 18 right --
19 review this. 19 MS. OBERWETTER: Objection to
20 Q. Sure 20 form and foundation.
21 (Witness reviews document.) 21 Q. --inthise-mail string?
22 A. Sorry, thiswas a dense set of 22 MS. OBERWETTER: Object to the
23 emalils. 23 form and foundation with this witness.
24 Q. Thequestion was, did you 24 A 30(b)(6) objection. Callsfor
25 identify anywhere in this string of 25 speculation.
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1 A. Canl answer? 1 A 30(b)(6) objection. Asked and
2 MS. OBERWETTER: You can answer | 2 answered.
3 the question. 3 MS. MAZZOCHI: Y ou can answer.
4 A. My recollection of how 4 A. ltiscorrect that that iswhat
5 decisions were made at Regeneron at the 5 iswritten in this e-mail isthe sentence
6 timewasthat this proposal would not 6 that isbased on both U.S. and EU
7 have been discussed at the joint 7 regulatory interactions. Such astudy
8 development committee meeting unless 8 will definitively fulfill their
9 George had had input and agreed that this 9 requirements as one of the studies while
10 wasthe proposal for the Phase 111 10 final doselinterval for the fourth arm of
11 studies. 11 thisstudy are abit unsettled, we could
12 Q. Waidll, if George Y ancopoulos had 12 use2Q8for now asthe most likely
13 signed off on that as the dosing regimen, 13 dosg/interval."
14 why ishe actually arguing against that 14 MS. MAZZOCHI: Y ou can go ahead
15 then on April 10th, 2007 to Darlene Jody? 15  and setthat aside. All right.
16 MS. OBERWETTER: Object to the 16 | would like to mark as DX 230,
17 form. Foundation. The question on 17  adocument with production numbers
18 its face calls for speculation. A 18  RGN-EYLEA-MYLAN 526332 through 334.
19 30(b)(6) objection. 19 (Defendant's Exhibit 230,
20 A. My read of the email didn't 20  Document Bates stamped RGN-EYLEA-MYLAN
21 give metheimpression that George was 21 526332 through 334, was so marked for
22 arguing against it. If you can point to 22 identification, as of this date.)
23 what specifically you're referring to, | 23 Q. I would likeyou to take alook
24 would be happy to review it again? 24 at the e-mail from Robert Terifay that is
25 Q. Sure. Onthefirst bullet 25 dated April 17th, 2007 to George
Page 295 Page 297
1 point on page DX 229, he says "While the 1 Yancopoulos, Len Schieifer, Peter
2 final doseinterval for the fourth arm of 2 Powchik, Avner Ingerman and Neil Stahl,
3 thisstudy are abit unsettled, we could 3 "Subject: U.S. Commercia Concerns
4 use 2Q8 for now as most likely dose 4 Regarding the Bayer Compromise.”
5 interval." 5 Let me know when you are there.
6 Do you see that? 6 A. | seethe e-mail beginning on
7 A. | doseethat. 7 page -- the second page of this e-mail,
8 Q. Right. Nowherein this April 8 thelast three numbers are 333 from
9 10th, 2007 e-mail to Darlene Jody is 9 Robert Terifay, dated 17th of April 2007
10 George Y ancopoulos advocating for the 10 to George Y ancopoulos with others copied.
11 dosing regimen that Bob Terifay 11 Q. Okay. Andwhat was
12 identified as an aflibercept dose of 2 12 Mr. Terifay's position at this time?
13 milligrams dosed every four weeks three 13 A. | don'trecal Mr. Terifay's
14 times, followed by a dosing every 14 position at thistime.
15 eight-week regimen, true? 15 Q. Okay. Do you know why -- do
16 MS. OBERWETTER: Object to the 16 you have an understanding as to why he
17 form and foundation with this witness, 17 wasinvolved in these discussions of
18 A 30(b)(6) objection. 18 trying to figure out what would be the
19 A. | can't speak to George's 19 best dose, best doses to include in the
20 intent. 20 Phaselll clinical studies?
21 Q. It'snot aquestion of intent. 21 MS. OBERWETTER: Object to the
22 It'saquestion of what's written herein 22 form. Foundation. | will repeat the
23 thee-malil. 23 30(b)(6) objection that we ask
24 MS. OBERWETTER: Object to the 24 repeatedly for information about what
25 form. Foundation with thiswitness. 25 you wanted to ask this witness, within
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1 the scope of incredibly broad topics. 1 MS. OBERWETTER: Object to the
2 We were not given that information. 2 form. Foundation. A 30(b)(6)
3 MS. MAZZOCHI: Now you're doing 3 objection.
4 a speaking objection. 4 A. 1 don't recall what specific
5 MS. OBERWETTER: Thisisfor 5 FDA discussion that would be referring
6 you, not for the witness. 6 to.
7 And to the contrary, your 7 Q. Doyou recal whether the FDA
8 colleague Ms. Lesko says we don't have 8 had expressed a concern about allowing
9 to give you aroadmap. 9 Regeneron to do a2 milligram every
10 So you're asking this witness 10 eight-week dosing without going through
11 about another document that she is not 11 sometype of specia proposa
12 on. It's outside the scope of any 12 consideration --
13 topic described with reasonable 13 MS. OBERWETTER: Areyou asking
14 particularity. 14 --
15 MS. MAZZOCHI: Wedisagree. We |15 Q. --I'msorry, specia protocol
16 think it relates to this question of 16 review?
17 Regeneron's basis in connection with 17 MS. OBERWETTER: Areyou asking
18 conception of the dosing regimen or 18 her or isthat a 30(b)(6) --
19 lack thereof. 19 MS. MAZZOCHI: Yes.
20 Q. Do you have an understanding as 20 MS. OBERWETTER: Notasa
21 towhy Robert Terifay would have been 21 30(b)(6), you're asking her?
22 involved in these discussions over 22 MS. MAZZOCHI: Both.
23 sdecting the Phase Il clinical trial 23 MS. OBERWETTER: Okay,
24 regimen? 24 objection, form, foundation. A
25 MS. OBERWETTER: Object to the 25 30(b)(6) objection.
Page 299 Page 301
1 form. Foundation of the question. A 1 A. 1 donot recall any specific
2 30(b)(6) objection. 2 concerns the FDA had regarding our
3 A. Bob Terifay wasthe head of our 3 proposed study designs.
4 commercia group at that time. And as 4 Q. Do you remember whether the FDA
5 such he would have had input on the 5 wasasked or anyone at the FDA was asked
6 clinical development program as it 6 through letter communications, if they
7 related to commercial viability and 7 would be amenable to Regeneron including
8 commercial considerations. 8 thetwo week -- I'm sorry, the
9 Q. Okay. If youlook inthe 9 2-milligram eight-week dosing regimen
10 second paragraph he says, "Until the 10 without afurther protocol amendment or
11 recent FDA discussion, the labeled claims 11 specia protocol review?
12 inthe U.S. were anticipated to be the 12 MS. OBERWETTER: Object to the
13 same™ 13 form. Foundation. A 30(b)(6)
14 Do you see that? 14 objection.
15 MS. OBERWETTER: Object to the 15 A. Sorry, could you ask the
16 form. Foundation. A 30(b)(6) 16 question one moretime, | think | lost
17 objection. 17 it?
18 A. | seethat sentencein the 18 MS. MAZZOCHI: | will ask the
19 e-mail that states "Until the recent FDA 19 court reporter to read it back.
20 discussion, the label claimsin the U.S. 20 [The requested portion of the
21 were anticipated to be the same." 21 record was read back as follows:
22 Q. Now, when it says, whenit's 22 "Question: Do you remember
23 referring to the recent FDA discussion, 23 whether the FDA was asked or anyone at
24 do you know what's being referred to 24 the FDA was asked through | etter
25 there? 25 communications, if they would be
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1 amenable to Regeneron including the 1 would have been primarily Laura Pologe
2 two week -- I'm sorry, the 2-milligram 2 and Bill Roberts, at thistime.
3 eight-week dosing regimen without a 3 MS. OBERWETTER: Ms. Mazzochi,
4 further protocol amendment or special 4 whenever you are at agood point. We
5 protocol review?'] 5 have been going another hour, so if we
6 MS. OBERWETTER: Same 6 can take a break, you know.
7 objections. 7 Q. If you cantakealook at Peter
8 A. $So, sorry, | am having trouble 8 Powchik'se-mail in DX 230, that was sent
9 answering your question, only because the 9 toLen Schleifer, Robert Terifay and
10 process by which we would solicit 10 George Yancopoulos, cc'ing Avner
11 feedback from the FDA would be, 11 Ingerman, Neil Stahl and Laura Pologe.
12 typicaly, through formal meetings with 12 He'staking about trying to diffuse some
13 the FDA, through which an end of Phase 11 13 of the concerns, right?
14 meeting would be one of those 14 MS. OBERWETTER: Objectionto
15 interactions. And that would have been 15 form. Foundation. A 30(b)(6)
16 the opportunity for usto get feedback on 16 objection. And continued objection to
17 potentially the proposed Phase 11 study 17 asking this witness about a document
18 designs. 18 she's never seen before.
19 Q. Doyou recall ever receiving 19 A. I'll need aminute just to
20 any e-mail correspondence with the FDA 20 review thise-mail.
21 wherethey discussed whether they were, 21 So | see as part of Exhibit 230
22 inresponse to questions from Regeneron, 22 ane-mall, it'sthe second in the string,
23 whether they were amenable to permitting 23 from Peter Powchik, dated April 17th,
24 your 2 milligram every eight-week dose 24 2007, to Len Schleifer, Bob Terifay,
25 proposal without an independent protocol 25 George Yancopoulos, with others copied.
Page 303 Page 305
1 review -- 1 Q. Allright. Now, do you recall
2 MS. OBERWETTER: Object to the 2 there being discussions about concerns
3 form. 3 over the 2Q8 dosing for aflibercept --
4 Q. -- or aspecial protocol 4 MS. OBERWETTER: Object to the
5 assessment? 5 form. Foundation.
6 MS. OBERWETTER: Object to the 6 Q. --whenit cameto the Phase
7 form. Foundation. A 30(b)(6) 7 11l clinical studies?
8 objection. 8 MS. OBERWETTER: Object to the
9 A. 1did not receive any e-mails 9 form foundation. A 30(b)(6)
10 from the FDA requesting that. 10 objection.
11 Q. Who was responsible on your 11 A. | recal there being many
12 team for corresponding with the FDA? 12 discussions regarding the dosing regimens
13 MS. OBERWETTER: | assumewere |13 and dosesfor the Phaselll studies.
14 till doing 30(b)(6) topics? 14 Q. Right. Do you remember people
15 Q. Inthe context of the 15 being concerned about them or whether to
16 generation of the Phase Il clinical 16 include the monthly loading dose versus
17 studies? 17 not?
18 MS. OBERWETTER: Areyou till 18 MS. OBERWETTER: Object to the
19 asking 30(b)(6) questions? 19 form. Foundation. A 30(b)(6)
20 MS. MAZZOCHI: Yes. 20 objection.
21 MS. OBERWETTER: Object to the 21 A. | recdl discussions about the
22 form. Foundation. A 30(b)(6) 22 interpretation of data from the Phase ||
23 objection. 23 study. And how that translated into what
24 A. Interactions with the FDA were 24  wefelt were the optimal dosing regimens
25 led by our regulatory department. That 25 totestinthe Phaselll studies, that
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1 would result in the best outcomes for 1 right?
2 patients. 2 MS. OBERWETTER: Object to the
3 Q. Again,if welook at DX 230, 3 form and foundation of that question.
4 thetop e-mail, dated Wednesday, April 4 A 30(b)(6) objection.
5 8th, 2007 from Robert Terifay, to Peter 5 A. Inthisparticular email, in
6 Powchik, Len Schleifer and George 6 thefirst bullet, | seethat heis
7 Yancopoulos, Avner Ingerman, Neil Stahl 7 Sating that 208, if initiated as the 2Q4
8 and LauraPologe, the second paragraph, 8 loading dose for the first three months,
9 hesays"From an 0508 perspective, it 9 isapotential regimen that would offer
10 appearsthat 2Q8 (especidly if initiated 10 similar improvement in visual acuity to
11 asa2Q4loading dose for thefirst three 11  2Q4 and Lucentis Q4.
12 months) can offer similar improvement in 12 Q. Right. And that dosing regimen
13 visual acuity and maintain that level 13 of a2Q4 loading dose for the first three
14 similarly to 2Q4 and Lucentis Q4. This 14 monthsfollowed by 20Q8 dosing, that's a
15 would be amajor win for VT," referring 15 dosing regimen we see in the '601 patent
16 to aflibercept, "versus Ran," referring 16 claims, right?
17 toranibizumab "in Phase lIl," right? 17 MS. OBERWETTER: Object to the
18 MS. OBERWETTER: Object to the 18 form and foundation, to the extent
19 form. Foundation. A 30(b)(6) 19 you're still asking this witnessto
20 objection. 20 interpret an e-mail that she's never
21 A. | seethee-mail dated 21 seen before. A 30(b)(6) abjection.
22 Wednesday, April 18th, 2007 from Bob 22 Q. '601 patent, in Claim 1?
23 Terifay to Peter Powchik and others with 23 A. Soinpatent '601, Claim 1,
24 thefirst bullet stating that "From an 24 it's stated that "A method for treating
25 0508 perspective, it appears that 2Q8 25 age-related macular degenerationin a
Page 307 Page 309
1 (especidly if initiated as a 2Q4 loading 1 patient in either comprising intravitally
2 dosefor thefirst three months) can 2 administering an effective amount of
3 offer similar improvement in visual 3 dflibercept, which is 2 milligrams
4 acuity and maintain that level smilarly 4 approximately every four weeks for the
5 to2Q4 and Lucentis Q4." 5 first three months, followed by 2
6 Q. And again, the 05 -- when he's 6 milligrams approximately once every eight
7 taking about an 0508 perspective, he's 7 weeks or once every two months.”
8 referring to the Phase 11 clinical study 8 Q. Right. And that dosing regimen
9 with aflibercept, right? 9 matches the one that Robert Terifay is
10 MS. OBERWETTER: Object to the 10 advocating for in DX 230, his April 8th,
11 form. Object to the form. 11 2007 e-mail of 2Q8 initiated as a 2Q4
12 Foundation. A 30(b)(6) objection. 12 loading dose for the first three months,
13 And you're continuing to ask the 13 right?
14 witness about a document she has 14 MS. OBERWETTER: Object to the
15 testified she has not seen before. 15 form. Foundation. Characterization
16 A. The 0508 study was the Phase | 16 of the document. A 30(b)(6)
17 study with intravitreal aflibercept in 17 objection.
18 neovascular AMD. 18 A. My interpretation of the e-mail
19 Q. Andagain, it's Robert Terifay, 19 from Bab Terifay isthat heis describing
20 atleast asof April 18th, 2007, whois 20 the same dosing regimen.
21 urging, initiating the Phase I11 clinical 21 Q. Okay. You can go ahead and set
22 dosing arm of 2 milligrams as aloading 22 that one aside.
23 dose, whereit's dosed monthly for the 23 MS. OBERWETTER: Let'stake our
24 first three months, then followed by a2 24 break at this point.
25 milligram dose every eight-weeks regimen, 25 MS. MAZZOCHI: Sure.
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1 THE VIDEOGRAPHER: We are going 1 A. | can't say whether or not this
2 off therecord at 5:29 p.m. 2 wasreleased publicly based on the date
3 (Off therecord.) 3 of thee-mail.
4 THE VIDEOGRAPHER: We are back 4 Q. Theinformation that's
5  ontherecord at 5:36 p.m. 5 published in clinicaltrials.gov is
6 MS. MAZZOCHI: Thank you. | 6 released publicly, right?
7 would like to mark as Defendant's 7 MS. OBERWETTER: Object to the
8 Exhibit 231, a document with 8 form.
9  production numbers RGN-EYLEA-MYLAN 9 A. Itiscorrect that postingsin
10 528309 through 316. 10 clinicaltrials.gov are released publicly.
11 (Defendant's Exhibit 231, 11 However, thereis aperiod of time upon
12 Document Bates stamped RGN-EYLEA-MYLAN 12 which we submitted the posting, but it
13 528309 through 316, was so marked for 13 hasnot yet gonelive. So | don't know
14 identification, asof thisdate.) 14 specifically on this date if this posting
15 BY MS.MAZZOCHI: 15 wasavailable publicly.
16 Q. Ms. Chu, canyou confirm that 16 Q. Andwhat'syour experiencein
17 thisdocument DX 231 isan e-mail to you 17 termsof how long it takes between the
18 and others from Avner Ingerman, dated 18 day of posting to when it goes live --
19 Thursday, August 2nd, 20077 19 MS. OBERWETTER: Object to the
20 A. Sol have Exhibit 231, whichis 20 form.
21 ane-mail dated August 2nd, 2007. The 21 Q. --onclinicaltrials.gov?
22 subjectis"E-Mailing: NCT00509795.HTM" 22 MS. OBERWETTER: Object to the
23 from Avner Ingerman, and | am copied on 23 form. Areyou still asking about
24 thise-mail. 24 30(b)(6) questions?
25 Q. Okay. Andinthetext of this 25 MS. MAZZOCHI: | am asking her
Page 311 Page 313
1 email, isheproviding the information 1 experience.
2 that was published at clinicaltrials.gov 2 MS. OBERWETTER: Notasa
3 inconnection with clinicaltrials.gov 3 30(b)(6) witness?
4 identifier NCT005097957? 4 MS. MAZZOCHI: | amaskingin
5 A. Somy review of this e-mail 5 her experience.
6 this minute indicates that thisis 6 MS. OBERWETTER: So you made
7 Dr. Ingerman forwarding the 7 clear earlier you wanted to have a
8 clinicaltrials.gov posting of the VIEW 1 8 clear record about what was 30(b)(6)
9 Phaselll study. 9 and what wasn't.
10 Q. Okay. Andif you cantakea 10 MS. MAZZOCHI: If | was asking
11 look at the second page of the e-mail, 11 in Regeneron's experience, | would ask
12 canyou confirm that one of the inclusion 12 in Regeneron's experience. | am
13 criterialisted in the fourth bullet 13 asking in her experience.
14 point was "ETDRS best corrected visual 14 MS. OBERWETTER: You'veaso
15 acuity of 20/40 to 20/320 (letter score 15 been inconsistent today in switching
16 of 7310 25) in the study eye"'? 16 back and forth. Y ou've been doing
17 A. Yes, thefourth bullet under 17 periods --
18 key inclusion criteriais"ETDRS best 18 MS. MAZZOCHI: Ellen, you're
19 corrected visua acuity of 20/40 to 19 wasting my time, in her experience.
20 20/320 (letter score of 73 to 25) in the 20 MS. OBERWETTER: Soit'snot a
21 study eye." 21 30(b)(6) question, you can answer the
22 Q. Andthat wasreleased publicly 22 guestion.
23 asof thisdate? 23 A. Inmy experience, it'sa
24 MS. OBERWETTER: Object to the 24 relatively short period of time. Less
25 form and foundation. 25 thanamonth. But | don't recall
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1 specifically for this posting or other 1 tearsor ripsinvolving the maculaor the
2 postings what that time period was. 2 study eye™
3 Q. Okay. And can you aso confirm 3 Q. And then furthermore, there
4 that Regeneron released for public 4 were, it was publicly noted in
5 consumption on clinicaltrials.gov that 5 clinicaltrials.gov in the 2007 time
6 thekey exclusion criteriafor the Phase 6 period that there were, | think, over 200
7 111 AMD clinical tria, including any 7 different study sitesthat were
8 prior ocular in the study eye for 8 participating in this Phase 111 clinical
9 systemic treatment or surgery for 9 trid, right?
10 neovascular AMD except dietary 10 MS. OBERWETTER: Object to the
11 supplements or vitamins? 11 form. A 30(b)(6) objection.
12 MS. OBERWETTER: Object to the 12 A. Areyoureferring to this
13 form. A 30(b)(6) objection. 13 posting that is a part of Exhibit 2317
14 A. Sointhis posting that's part 14 Q. Yes
15 of thise-mail, thefirst listed 15 A. Soljust would like to state
16 exclusion, key exclusion criteria, isany 16 again, | am not certain that thiswas the
17 prior ocular in the study eye or systemic 17 version that was publicly available on
18 treatment or surgery for neovascular AMD 18 this specific date.
19 except dietary supplements or vitamins. 19 Do you want me to count the
20 Q. Okay. And likewise, Regeneron 20 number of study siteslisted to confirm
21 published in around thistime at 21 it'sthe number you stated?
22 clinicaltrials.gov, exclusion criteria 22 Q. Toyour prior point, can you
23 foritsPhaselll clinical study that 23 takealook at the last page of
24 included any prior or concomitant therapy 24 Defendant's Exhibit 2317
25 with another investigational agent to 25 Can you confirm above the last
Page 315 Page 317
1 treat neovascular AMD in the study eye 1 threelinesit says"clinicaltrials.gov
2 except for dietary supplements or 2 processed this record on August 1st,
3 vitamins? 3 2007"?
4 MS. OBERWETTER: Object to the 4 A. | doseewhereit says,
5 form. A 30(b)(6) objection. 5 "clinicaltrials.gov processed thisrecord
6 A. The second key exclusion 6 onAugust 1st, 2007."
7 criterialisted in this posting that's 7 Q. So after it was processed, it
8 part of thise-mail isany prior or 8 would become public record, right?
9 concomitant therapy with another 9 MS. OBERWETTER: Objectionto
10 investigational agent to treat 10 form and foundation. A 30(b)(6)
11 neovascular AMD in the study eye except 11 objection.
12 for dietary supplements or vitamins. 12 A. | donot know for sureif that
13 Q. And likewise, one of the 13 indicates that that would be the date it
14 exclusion criteriathat was listed 14  would be made public.
15 publicly by Regeneron on 15 Q. Do you have any reason to
16 clinicaltrials.gov included the presence 16 believeit was not public as of that
17 of retinal pigment, epithelial tears or 17 date, or does Regeneron have any reason
18 ripsinvolving the maculain the study 18 to believethat the text that
19 eye? 19 Mr. Ingerman copied and then sent to
20 MS. OBERWETTER: Object to the 20 everybody was not actualy retrieved from
21 form. A 30(b)(6) objection. 21 what was publicly available on the
22 A. Sointhis posting that's part 22 clinicaltrials.gov website as of August
23 of thise-mail, | seethereisabullet 23 1stto 2nd, 2007?
24 under "Key Exclusion Criterid" that reads 24 MS. OBERWETTER: Object to the
25 "Presence of retinal pigment, epithelial 25 form. Foundation. A 30(b)(6)
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1 objection. Not atopic anybody raised 1 A. Thisappearsto be aposter and
2 with us. 2 | amlisted as an author.
3 A. Sorry, can you state the 3 Q. Do you know when this poster
4 question one more time? 4 presentation was given?
5 Q. Yes. Does Regeneron have any 5 MS. OBERWETTER: Object to the
6 basisto believe that thisinformation 6 form. A 30(b)(6) objection.
7 that Mr. Ingerman forwarded to you was 7 A. | donot recal exactly when
8 not public after its processing date on 8 this poster was presented.
9 August 1st, 20077? 9 Q. Doyourecadl if it was before
10 MS. OBERWETTER: Same 10 20107
11 objections. 11 MS. OBERWETTER: Object to the
12 A. Speaking for myself, itis 12 form. A 30(b)(6) objection.
13 reasonable that this posting would be 13 A. 1 donot recall when this
14 made publicinthistime frame. But | 14 poster was presented.
15 can't say for sure exactly what date that 15 Q. Do you recal who was presented
16 was. 16 the poster or at what conference it was
17 Q. Andunder theinclusion 17 presented?
18 criteria, the signed informed consent, 18 MS. OBERWETTER: Objection to
19 were patients obligated to keep secret 19 form. A 30(b)(6) objection.
20 their participation in Regeneron's 20 A. It'scustomary that the first
21 clinical trials? 21 author would present a poster. So
22 MS. OBERWETTER: Object to the 22 Dr. Matthew Benz, who islisted as the
23 form. A 30(b)(6) objection. 23 first author, would have been the likely
24 A. No. Patientswere not 24 person to present this poster, but | do
25 obligated in any way to keep their 25 not recall the precise meeting where this
Page 319 Page 321
1 participation in the study a secret. 1 was presented.
2 MS. MAZZOCHI: Okay. You can go 2 Q. Do you have aresume or CV
3 ahead and put that one aside. 3 listing al of your publications and
4 | would like to mark as 4 poster presentations such as this?
5  Defendant'S Exhibit 232, a document 5 A. ldohaveaCV that lists
6  with production number RGN-EYLEA-MYLAN | 6 publications upon which, where | am an
7  526744. Itistitled "CLEAR-IT 2: 7 author. But not listing all poster
8  Interim Results of the Phasell, 8 presentations or abstracts upon which |
9 Randomized, Controlled Dose-and 9 aman author.
10  Interval-Ranging Study of Repeated 10 Q. Okay.
11 Intravitreal VEGF-Trap Administration 11 MS. MAZZOCHI: Wewill request a
12 in Patients With Neovascular 12 copy of that be provided, since she
13  Age-Related Macular Degeneration 13 can't remember dates or locations of
14  (AMD)." 14 when some of her presentations were
15 (Defendant's Exhibit 232, 15 provided.
16  Document Bates stamped RGN-EYLEA-MYLAN 16 (Production requested)
17 526744, was so marked for 17 Q. Agan, doyou recal getting
18  identification, as of this date.) 18 any feedback from anybody about Matthew
19 Q. Doyou havethat document? 19 Benz's presentation on the CLEAR-IT 2
20 A. Notyet. 20 results of the Phase Il data?
21 Q. Doyou haveit now? 21 MS. OBERWETTER: Object to the
22 A. | have Exhibit 232 in front of 22 form and -- form, foundation,
23 me. 23 characterization of the prior
24 Q. Andareidentified asa 24 testimony. A 30(b)(6) objection.
25 co-author on this presentation? 25 A. | don't recall feedback
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1 specific to Matthew Benz's presentation 1 form. Foundation. A 30(b)(6)
2 of thisposter of the CLEAR-IT 2 interim 2 objection.
3 results. 3 A. 1 wasnotinvolvedinany
4 Q. Okay. Now, when Matthew Benz 4 investor relations or efforts to partner
5 presented this poster, did hedoitto a 5 any Regeneron products during my career
6 group of other scientists? 6 at Regeneron.
7 MS. OBERWETTER: Objection to 7 Q. Okay. Did Bayer become
8 form. Foundation. A 30(b)(6) 8 involved with Regeneron before or after
9 objection. 9 your CLEAR-IT 2 studies were published,
10 | would also renew my offer that 10 Regeneron's CLEAR-IT 2 studies were
11 if you would like a running 30(b)(6) 11 published?
12 objection rather than me saying it 12 MS. OBERWETTER: Objection to
13 every time, | am happy to do that. 13 form. Foundation. A 30(b)(6)
14 Q. You can answer, Ms. Chu. 14 objection.
15 A. Sorry, what was the question 15 A. | would have to see the date of
16 again? 16 the executed Bayer collaboration
17 MS. MAZZOCHI: I'll ask the 17 agreement as well as the publication from
18 court reporter to read back the 18 the CLEAR-IT 2 study to answer your
19 guestion, so we don't have to hear the 19 question.
20 objections again. 20 Q. Do you recall who funded the
21 [The requested portion of the 21 CLEAR-IT 2 study?
22 record was read back as follows: 22 MS. OBERWETTER: Object to form.
23 "Question: Now, when Matthew 23 Foundation. A 30(b)(6) objection.
24 Benz presented this poster, did he do 24 A. My recollection isthat the
25 it to agroup of other scientists?'] 25 CLEAR-IT 2 study was funded by Regeneron.
Page 323 Page 325
1 A. Soaposter like thiswould 1 MS. MAZZOCHI: | would liketo
2 have been presented at a Scientific 2 mark as DX 233, adocument with
3 Congress. 3 production numbers RGN-EYLEA-MYLAN
4 Q. Andwhy did Regeneron want to 4 526815 through 838.
5 present its datainvolving aflibercept 5 (Defendant's Exhibit 233,
6 anditsclinical trial dataat these 6 Document Bates stamped RGN-EYLEA-MY LAN
7 scientific conferences? 7 526815 through 838, was so marked for
8 MS. OBERWETTER: Object to the 8  identification, as of this date.)
9 form. Foundation. A 30(b)(6) 9 Q. Isthistheslide presentation
10 objection. 10 that Matthew Benz presented to go along
11 A. Soit'sscientific practice 11 with your poster presentation for the
12 that we share our resultsin the context 12 CLEAR-IT 2trial?
13 of Scientific Congresses and 13 MS. OBERWETTER: Object to the
14 publications. And thus thiswas part of 14  form. Foundation. A 30(b)(6)
15 this scientific exchange that we were 15  objection.
16 contributing to. 16 A. Sol seethat Exhibit 233isa
17 Q. WasRegeneron trying to get 17 copy of adlide presentation of the
18 investorsinterested in or partners 18 "CLEAR-IT 2: Interim results of the
19 interested in investing in Regeneron and 19 Phase I, randomized, controlled dose-and
20 itsclinical trial activities -- 20 interval-ranging study of repeated
21 MS. OBERWETTER: Object to the 21 intravitreal VEGF-Trap administration in
22 form. 22 patients with neovascular AMD."
23 Q. --inthe2007 to 2010time 23 From my experience, the poster
24 period? 24 would have been presented without an
25 MS. OBERWETTER: Object to the 25 accompanying presentation. So typically,
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Page 326 Page 328
1 theformat of poster presentationsis 1 form. Foundation. A 30(b)(6)
2 that this, in Exhibit 232, that this 2 objection.
3 would have been printed on a much, much 3 A. Sothefirst poster on page
4 larger scale and hung on aboard. And 4 endingin 744 is"CLEAR-IT 2: Interim
5 thefirst author would have been 5 results of the Phase I, randomized,
6 available during a certain period of time 6 controlled dose-and interval-ranging
7 toanswer questions from other scientists 7 study of repeated intravitreal VEGF-Trap
8 at the meeting regarding the specific 8 administration in patients with
9 poster. 9 neovascular age-related macular
10 MS. MAZZOCHI: Go ahead and set 10 degeneration.”
11  that oneaside. 11 Q. Andwhat's the second one on
12 | would like to mark as 12 page 7457
13 Defendant's Exhibit 234, a document 13 MS. OBERWETTER: Object to the
14 with production number RGN-EYLEA-MYLAN | 14 form. Foundation. A 30(b)(6)
15  526745. 15 objection.
16 Q. Canyouidentify what this 16 A. Thesecond poster included in
17 document is? 17 thisprintout is"An exploratory study of
18 MS. OBERWETTER: Wedon't have 18 the safety, tolerability and biological
19 it yet. 19 effect of asingleintravitreal
20 MS. MAZZOCHI: Sorry. 20 administration of VEGF-Trap in patients
21 MR. MARX: The document that | 21 with diabetic macular edema.”
22 have starts 526743. 22 Q. Okay. And having seen these
23 MS. MAZZOCHI: Oh, that's fine. 23 attachmentsto the covering e-mail, does
24 (Defendant's Exhibit 234, 24 that help to refresh your recollection as
25  Document Bates stamped RGN-EYLEA-MYLAN 25 to where these poster presentations were
Page 327 Page 329
1 526743, was so marked for 1 given?
2 identification, as of this date.) 2 MS. OBERWETTER: Object to the
3 Q. Canyou tell mewhat this 3 form. Foundation. A 30(b)(6)
4 document is? 4 objection.
5 MS. OBERWETTER: Object to the 5 A. Based on the date and subject
6 form. Foundation. Thisisnot a 6 of thee-mail, it'slogical that the
7 document that was on alist of topics. 7 presentations were intended for
8 A 30(b)(6) objection. 8 presentations at the ARV O meeting.
9 A. SothisisExhibit 234, which 9 Q. Inwhat year?
10 isane-mail dated Monday, I'm sorry, May 10 MS. OBERWETTER: Object to the
11 7th, 2007, with the "Subject: ARVO," 11 form. Foundation. A 30(b)(6)
12 from Charles Pool to George Y ancopoul os. 12 objection.
13 Q. Andare any poster or dide 13 A. Thedateof email isMay 7th,
14 presentations where you're listed as an 14 2007.
15 author attached to that e-mail? 15 MS. MAZZOCHI: Let'stakea
16 MS. OBERWETTER: Object to the 16 quick five-minute break.
17 form. Foundation. A 30(b)(6) 17 THE VIDEOGRAPHER: We are going
18 objection. 18 off the record at 6 p.m.
19 A. Sol am not included on the 19 (Off the record.)
20 e-mail, but from this printout, | see 20 THE VIDEOGRAPHER: Back onthe
21 that there are two poster presentations 21 record at 6:06 p.m.
22 included where | am a coauthor on both. 22 BY MS.MAZZOCHI:
23 Q. Andwhat'sthetitle of the 23 Q. Ms. Chu, in connection with
24 first presentation you see? 24 your '879 patent that we looked at
25 MS. OBERWETTER: Object to the 25 earlier, DX 19, do you recall ever doing
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Page 330 Page 332
1 asearch of your filesto disclose 1 anything, or presented at scientific
2 information to the PTO in connection with 2 meetings or anything you along those
3 that patent application? 3 lines?
4 MS. OBERWETTER: Object to the 4 A. 1donot recall performing any
5 form. 5 search for prior publications
6 A. You'regoing to haveto give me 6 specificaly inrelation to the '879
7 aminutetofindit. Okay. 7 patent.
8 Can you just restate your 8 Q. Okay. Doyou have an
9 question. 9 understanding as to how much money
10 Q. Yeah. Doyou recall ever doing 10 Regeneron and Bayer actually spentin
11 asearch of your filesto identify 11 connection, and Sanofi, for that matter,
12 materia information in connection with 12 actually spent in connection with U.S.
13 thefiling of your '879 patent 13 clinical triadsinvolving aflibercept?
14  application? 14 MS. OBERWETTER: Object to the
15 MS. OBERWETTER: Object to the 15 form. Foundation. A 30(b)(6)
16 form. 16 objection.
17 A. 1donot recall doing a search 17 A. | do not have knowledge of the
18 of my filesin relation to the '879 18 amount, the total amount spent by Sanofi,
19 patent. 19 Bayer and Regeneron on clinical trias
20 Q. Do you know what, if anything, 20 with VEGF-Trap.
21 you did to comply with your duty to 21 Q. Okay. Do you know whether in
22 discloseto the PTO in connection with 22 the aggregate the amount of money that
23 the'879 patent? 23 Regeneron has spent on clinical trials
24 MS. OBERWETTER: Object to the 24 has exceeded 100 million dollars?
25 form. Foundation. To the extent any 25 MS. OBERWETTER: Object to the
Page 331 Page 333
1 answer would entail discussions with 1 form. Foundation. A 30(b)(6)
2 counsdl, | instruct you not to answer 2 objection.
3 to that extent. 3 A. Based on my knowledge of the
4 Q. You can answer. 4 clinica trial budgets, the amount would
5 A. Sowe provided datato our 5 have exceeded 100 million dollars.
6 interna patent attorneys as content for 6 Q. Doyou know if it exceeded 500
7 thisapplication. And | participated in 7 million dollars?
8 thereview of the sections pertaining to 8 MS. OBERWETTER: Object to the
9 clinical data 9 form. Foundation. A 30(b)(6)
10 Q. Okay. Butyoudidn't actualy 10 objection.
11 go through to see whether any of this 11 A. | don't have a specific
12 clinical data had been published 12 knowledge of the total amount.
13 previoudly, for example, such asin 13 Q. Okay. And in connection with
14 poster presentations or discussed at any 14 providing your testimony today, are you
15 scientific meetings? 15 being compensated anything above and
16 MS. OBERWETTER: Object to the 16 beyond your current salary at Regeneron?
17 form and foundation. 17 A. | am not being compensated
18 A. Sorry, could you just restate 18 above my salary at Regeneron for any of
19 your question? 19 my participation in today's activities.
20 Q. Yeah. Aspart of this process 20 Q. Okay. Andisit your present
21 of applying for and receiving your ‘879 21 intention that you're going to continue
22 patent application, you never went back 22 to be employed by Regeneron for the
23 to see whether any of your clinical data 23 foreseeable future?
24 had ever been previously published in, 24 A. ltismy present intention to
25 for example, any poster presentations or 25 continue to be employed by Regeneron for
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1 theforeseeable future. 1 like you're done. There have been,
2 Q. Allright. If youareno 2 obviously, you have alengthy letter,
3 longer employed by Regeneron at the time 3 we both know what it is, that sets
4 it comesto trial, would you be willing 4 forth our position on the 30(b)(6)
5 to appear at trid in this case? 5 topics and their appropriateness or
6 MS. OBERWETTER: Object to the 6 lack thereof.
7 form. Calsfor speculation. There 7 On top of which it sound like
8 is no possible way to answer that 8 you came into the deposition knowing
9 today. 9 there were some documents you wanted,
10 MS. MAZZOCHI: You can answer. 10 without having told us in advance that
11 A. My intention isto be employed 11 you would want to have access to them.
12 by Regeneron for the foreseeable future. 12 So we will take today's requests
13 Q. Sure. And my questionis 13 under advisement. If you are
14 whether you're employed by Regeneron or 14 completed, we are going to go off the
15 not, are you willing to appear at tria 15 record and discuss whether we have
16 inthis matter if you are asked to do so? 16 redirect. We will go off the record.
17 MS. OBERWETTER: Object the 17 THE VIDEOGRAPHER: Weare --
18 form. | do not know how awitness can 18 MS. MAZZOCHI: We can go off the
19 answer such a speculative question. 19 record, that's fine.
20 A. Based ontheinformation | have 20 THE VIDEOGRAPHER: We are going
21 today, | would say yes. But | can't 21 off the record at 6:13 p.m.
22 speak to what the future might hold. 22 (Off the record.)
23 MS. MAZZOCHI: Well, my 23 THE VIDEOGRAPHER: Back on the
24 understanding is that we are at the 24 record at 6:19 p.m.
25 end of our permitted time for today. 25 EXAMINATION BY
Page 335 Page 337
1 | am just going to note for the record 1 MS OBERWETTER:
2 that we have, well, counsel for 2 Q. Ms. Chu, good afternoon. For
3 Regeneron has issued awhole host of 3 therecord, thisis Ellen Oberwetter from
4 objectionstoday. We, too have a 4  Williams and Connolly.
5 whole host of abjections based, in 5 | am going to direct you to, on
6 part, on Regeneron's own disclosures 6 behalf of Regeneron, | am going to direct
7 and ways in which we believe that 7 youjust to couple of documents that Ms.
8 Regeneron has frustrated our ability 8 Mazzochi covered with you earlier.
9 to actually get at information in a 9 Could you try to find in your
10 competent manner in this case. 10 stack what they labeled as Defense
11 So | understand, Ms. Oberwetter, 11 Exhibit 232.
12 that you're going to disagree, but 12 A. Okay. | have Exhibit 232.
13 when awitness can't even testify as 13 Q. Ms. Mazzochi, had some
14 to certain issues that you 14 questionsfor you about Defense Exhibit
15 specifically designated her on, we 15 232
16 have a problem with that. So | want 16 Do you know if thisis adraft
17 to be clear that we're not waiving any 17 or afinal document?
18 of our abjections and furthermore, we 18 A. 1 don't know if Exhibit 232 is
19 reserve the right to reopen this 19 adraft or final.
20 deposition in the event that new 20 Q. Okay. You can put that
21 information or new documents are 21 document aside.
22 produced in connection with Ms. Chu. 22 If you could take out Defense
23 MS. OBERWETTER: Sojust to be 23 Exhibit 233, which was a Power Point
24 clear, | have not cut off the 24 document that Ms. Mazzochi put in front
25 deposition for the day. It sounds 25 of you, and just let me know when you
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Page 338 Page 340
1 havethat Power Point? 1 as"Draft7."
2 A. | have Exhibit 233 in front of 2 MS. OBERWETTER: Thank you. You
3 me 3 can put that document aside. Nothing
4 Q. Okay. Do you know if Exhibit 4 further.
5 233 wasadraft or final document? 5 MS. MAZZOCHI: Just acouple of
6 A. 1donot know if thiswasa 6 re-Ccross questions.
7 draft or afinal document. 7 EXAMINATION (Continued)
8 Q. Okay. Do you know the 8 BY MS. MAZZOCHI:
9 circumstances of any presentation of this 9 Q. On Defendant's Exhibit 234, do
10 document? 10 you have a habit of letting people put
11 MS. MAZZOCHI: Object to form. 11 your name on documents or scientific
12 A. | don't know the exact 12 presentations that you don't review and
13 circumstances of the presentation of this 13 approve?
14 document. 14 MS. OBERWETTER: Object to the
15 Q. Okay. You can put that 15 form and foundation.
16 document aside. 16 Y ou can answer.
17 If you can find in your stack 17 A. No, if | am an author, |
18 Defense Exhibit 234. 18 definitely would have reviewed and
19 A. | have234. 19 provided input into the content of the
20 Q. Thisisanother document that 20 document.
21 Ms. Mazzochi asked you about. Thereisa 21 Q. Allright. Andyouwould have
22 cover e-mail, you are not one of the 22 made sure that any statements, at |least
23 recipientson this e-mail, correct? 23 tothe extent that they were within your
24 A. | amnot one of the recipients 24 areaof operation, were truthful and
25 of thise-mail. 25 accurate, right?
Page 339 Page 341
1 Q. Andyou are not the sender of 1 MS. OBERWETTER: Object to the
2 thise-mail, correct? 2 form.
3 A. | am not the sender of this 3 A. Yes, part of my review would be
4 email. 4 for accuracy.
5 Q. Ms. Mazzochi, directed you to 5 Q. And how could the authors of
6 the attachments to this document. Do you 6 theemail in DX 234 have gotten ahold of
7 know if the attachments to this document 7 your presentations if you or your
8 aredraftsor final versions of what they 8 co-authors wouldn't have authorized
9 purport to be? 9 release of them to those individual s?
10 MS. MAZZOCHI: Object to form. 10 MS. OBERWETTER: Object to the
11 A. | donot know if the two poster 11 foundation of the document.
12 presentations, the first one titled, 12 A. Sol wasnotincluded asa
13 "CLEAR-IT 2: Interim Results of the 13 recipient of thise-mail, but it was
14 Phasell, Randomized, Controlled Dose-and 14 routine practice for versions and drafts
15 Interval-ranging Study of Repeated 15 of scientific presentations and
16 Intravitreal VEGF-Trap Administration in 16 publicationsto be circulated internaly,
17 Patients With Neovascular Age-Related 17 either for information or for review.
18 Macular Degeneration” or the poster 18 Q. Okay. Andwould adocument be
19 titled "An Exploratory Study of the 19 marked "Final," if it wasn't actually
20 Sdofety, Tolerability and Biological 20 final in your normal custom and practice
21 Effect of the Single Intravitreal 21 and experience at Regeneron?
22  Adminigtration of VEGF-Trap in Patients 22 MS. OBERWETTER: Objectionto
23 with Diabetic Macular Edema’ are drafts 23 form. Foundation. A 30(b)(6)
24 or final. 24 objection, if thisisa 30(b)(6)
25 The third attachment is labeled 25 guestion.
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Page 342 Page 344
1 A. | amhaving -- are these 1 Q. Who at Regeneron did have that
2 documents marked "Fina"? | don't see 2 authority to disclose information?
3 them marked as"Final" anywhere. 3 MS. OBERWETTER: Object to the
4 Q. Inthecover email. 4 form. A 30(b)(6) objection.
5 A. Again, | don't see whereit 5 A. | don't recall specifically one
6 statesthat these arefinal. 6 person who would have made that decision.
7 Q. Butit doesindicate that they 7 Severa people would have had input into
8 aregoing to be presented at scientific 8 any decision to publicly present data.
9 conference, right? 9 Q. Okay. And when it comesto
10 MS. OBERWETTER: Object to the 10 these exhibits that we were looking at,
11 form and foundation. 11 whether the poster presentations and
12 A. Thee-mail states"George: 12 Power Point presentations were draft or
13 Herearethefiles Bayer is reviewing. 13 not, how did you come to work with
14 Would you send these to Darlene as well. 14 Matthew Benz and Dr. Nyugen and A. Cahn,
15 Thanks, CP." 15 D. Nadler, and the CLEAR-IT 2
16 Q. Okay. Isit possible that 16 investigatorsto put these materials
17 Regeneron clinical datathat wasin your 17 together?
18 group was released in multiple places 18 MS. OBERWETTER: Objection.
19 without your knowledge? 19 We're now outside the scope of
20 MS. OBERWETTER: Object to the 20 redirect.
21 form and foundation. 21 MS. MAZZOCHI: | will wrap it up
22 A. Areyou speaking specifically 22 to make it inside the scope, that's
23 to these two posters for the results that 23 why | am asking this question first.
24 they include? 24 A. Areyou referring specifically
25 Q. Ifit'seasier for you, we can 25 to Exhibit 233?
Page 343 Page 345
1 start with those two posters. 1 Q. Sure. Wecan usethat asan
2 A. Soif I wasincluded asan 2 example.
3 author, | would have been aware at the 3 A. SoDr. Benz and Dr. Nguyen were
4 time of the intention and been involved 4 investigatorsin the CLEAR-IT 2 clinical
5 inthe generation of the poster or 5 tria. Mysef, Abby Cahn, Doug Nadler,
6 presentation for any Scientific Congress. 6 Jesse Cedarbaum and Avner Ingerman were
7 Q. Butyoudidn't -- you weren't 7 al employees of Regeneron. The CLEAR-IT
8 the one who was trying to control whether 8 2investigatorsrefersto the
9 or not any data, clinical data, you 9 investigators that participated in the
10 collected was disclosed publicly, right? 10 CLEAR-IT 2clinical trial.
11 MS. OBERWETTER: Object to the 11 Q. Sure. Well, wereyou
12 form and foundation. 12 responsible for drafting any parts of
13 A. Again, sorry, can you just 13 this poster presentation or slide show
14 restate your question? 14 presentation?
15 Q. For any of theclinica data 15 MS. OBERWETTER: Objection.
16 involving aflibercept that you were 16 Vague. Which document are we talking
17 working with, looking at, discussing, did 17 about right now?
18 you have any control over whether that 18 MS. MAZZOCHI: DX 233.
19 datawas released to the public or not? 19 MS. OBERWETTER: Object to the
20 MS. OBERWETTER: Object to the 20 form. Foundation.
21 form and foundation. 21 A. 1 don'trecall specifically
22 A. 1 did not alone make decisions 22 drafting this slide presentation.
23 regarding the presentation or disclosure 23 Q. Wadll, then why were you listed
24 publicly of datafrom any Regeneron 24 asaco-author?
25 clinical trias. 25 MS. OBERWETTER: Object to the
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Page 346 Page 348
1 form. Foundation. 1 off therecord at 6:31 p.m. This
2 A. Inmy capacity at Regeneron, | 2 concludes today's testimony given by
3 certainly would have reviewed the content 3 Karen Chu.
4  of this presentation aswell as| was 4 (Time noted: 6:31 p.m.)
5 involvedin actualy executing the 5
6 clinical trial for which this 6
7 presentation is presenting data from. 7
8 Q. Waidll, whoever prepared this 8
9 dlide deck, how did they actually get the 9
10 clinical trial datafrom you? 10
11 MS. OBERWETTER: Object to the 11
12 form and foundation. 12
13 A. | don't know who specifically 13
14 generated thisdide deck, so | can't 14
15 speak to how that process worked. 15
16 Q. Okay. And for the poster 16
17 presentations that counsel directed you 17
18 to, did you prepare those poster 18
19 presentations, you personally? 19
20 A. 1did not personaly prepare 20
21 these poster presentations. 21
22 Q. Okay. Then how did your data 22
23 andinformation get to the other doctors 23
24 or whoever did actualy create the poster 24
25 presentation? 25
Page 347 Page 349
1 MS. OBERWETTER: Object to the 1 CERTIFICATION
2 form and foundation. 2
3 A. So, again, we would have worked 3 I, DAWN MATERA, aNotary Public for
4 withinternal team members as well asthe 4 and_within the State of New Y ork, do hereby
5 external authors on the paper to assemble 5 certify: _ _
6 theinformation you seein the posters g e :23 igft‘év'wgmgoiéﬁgor%ajn .
7 from sources related to the clinica ’ '
8 trias. 8 that the within transcript is atrue record of
9 Q. And when you were assembling 9 thetestimony given by said witness.
10 that information, that was done with an ig o ;Jurther Cefrt:y that | am ”h‘?t ,
11 understanding that the data would become B Lyi[l Ootdosn%:mtasepj;ﬁ;;tl ;Smaﬁ:% way
12 public, right? : . ' .
) . 13 interested in the outcome of this matter.
ﬁ . MS. dOfB E%gETTEZI'I ?bj ecttothe |, IN WITNESS WHEREOF, | have hereunto
ormand foundation. L.alstor 15  set my hand this 18th day of December, 2022.
15 speculation. 16
16 Y ou can answer. (DG o Q’Y(atz)ta:)
17 A. Sure. Soinassembling data 17 DAV A | ERA
18 for the purpose of a presentation at the 18
19 Scientific Congress, it was understood 19
20 that that data would become public. 20
21 MS. MAZZOCHI: Thank you. 21
22 Nothing further on recross. 22
23 MS. OBERWETTER: Nothing 23
24 further. 24
25 THE VIDEOGRAPHER: Wearegoing | 25
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