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1 UNITED STATESPATENT AND TRADEMARK OFFICE 1 INDEX
2  BEFORE THE PATENT TRIAL AND APPEAL BOARD 2 WITNESS EXAMINATION
3 3 DIANA V. DO, M.D.
4 4 Volumel
5 SAMSUNGBIOEPISCO.,LTD., ) 5 BY MR. TRAUPMAN 8
6 Petitioner, ) 6
7 vs. ) No. IPR2023-00442 7
8 REGENERON PHARMACEUTICALS, INC.,) 8 EXHIBITS
9 Patent Owner. ) 9 NUMBER DESCRIPTION PAGES
10 ) 10 Exhibit1 "Appendix 1. VIEW 1 and VIEW 2 Study 145
11 11 Investigator List."; 15 pages
12 12
13 13 Exhibit 2 "APPENDIX 2: Eligibility Criteria’; 145
14 Videotaped deposition of DIANA V. DO, 14 34 pages
15 M.D., Volumel, taken on behalf of Petitioner, with 15
16 the Witness appearing at ARNOLD & PORTER KAYE 16
17 SCHOLER, LLP, 3000 El Camino Real, Five Palo Alto 17 PREVIOUSLY MARKED EXHIBITS
18 Square, Suite 500, Palo Alto, California, beginning 18 NUMBER DESCRIPTION PAGES
19 at 8:53 am. and ending at 4:32 p.m., on Friday, 19
20 December 8, 2023, before CATHERINE A. NOLASCO, 20 Exhibit 2056 "DECLARATION OF DIANA V.DO,M.D."; 10
21 Certified Shorthand Reporter No. 8239. 21 111 pages
22 22
23 23 Exhibit 1001 "United States Patent, Yancopoulos, 105
24 24 Patent No.: US 10,130,681 B2, Date of
25 25 Patent: *Nov. 20, 2018"; 15 pages
Page 2 Page 4
; APPEARANCES: 1 PREVIOUSLY MARKED EXHIBITS
3 For Petitioner: 2 NUMBER DESCRIPTION PAGES
4 QUINN, EMANUEL, URQUHART & SULLIVAN, LLP 3
BY: MATTHEW A. TRAUPMAN "
Attorneysat Law 5 OF PRESCRIBING INFORMATION"; 26 pages
6 51 Madison Avenue, 22nd Floor
New York, New York 10010 6
7 (212) 849-7322 (Mr. Traupman) 7 Exhibit 1016 "Intravitreal Aflibercept (VEGF 144
(212) 849-7546 (Mr. Choi) ) )
8  matthewtraupman@quinnemanuel.com 8 Trap-Eye) inWet Age-related Macular
elliotchoi @quinnemanuel.com 9 Degeneration”; 12 pages
9 10
10 For Patent Owner: .
11  ARNOLD & PORTER KAYE SCHOLERLLP 11 Exhibit 1006 "VEGF Trap-Eye for the treatment of 221
BY: ABIGAIL STRUTHERS 12 neovascular age-related macular
12 Attorney at Law _—
250 West 55th Street 13 degeneration”; 8 pages
13 New York, New York 10019-9710 14
(212) 836-7915
14 abigail .struthers@arnol dporter.com 15 ---000---
15 16
BY: DAVID DENUYL (appearing remotely) 17
16  Attorney at Law
3000 EI Camino Real 18
17 Five Palo Alto Square, Suite 500 19
Palo Alto, California 94306-3807
18 (650) 319-4551 20
19  david.denuyl @arnoldporter.com 21
20
21 ALSO PRESENT: 22
22 EILEEN WOO, in-house counsel, Regeneron 23
23 Pharmaceuticals, Inc.
o 24
25 SHAWNA V. HYNES, Videographer, Veritext 25
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1 Pao Alto, Cdlifornia; Friday, December 8, 2023 1 tedtified asfollows: 08:56:07
2 8:53am. 2 EXAMINATION
3 3 BY MR. TRAUPMAN:
4 THE VIDEOGRAPHER: Good morning. We are 4  Q Good morning.
5 going on the record at 8:53 am. on December 8th, 08:53:37 5 A Good morning. 08:56:10
6 2023. 6 Q Canyou please state your name for the
7 Please note that the microphones are 7 record.
8 sensitive and may pick up whispering and private 8 A [I'mDr. DianaDo.
9 conversations. 9 Q Canyou please give usyour business
10 Please mute your phones at thistime. 08:53:52 10 address? 08:56:16
11 Audio and video recording will continue to 11 A | work a Stanford University at the Byers
12 take place unless al parties agree to go off the 12 Eye Institute, which is the department of
13 record. 13 ophthalmology, at 2452 Watson Court in Palo Alto,
14 Thisis Media Unit 1 of the video-recorded 14 Cadlifornia
15 deposition of Dr. Diana V. Do, taken by counsel for ~ 08:54:05 | 15 Q Andyou're heretoday as an expert on 08:56:28
16 Petitioner in the matter of Samsung Bioepis, CO., 16 behalf of Regeneron, correct?
17 LTD. versus Regeneron Pharmaceuticals, Inc., filed 17 A Yes/lam.
18 in the Patent Trial and Appeal Board, Case No. 18 Q Thankyou.
19 1PR2023-00442. 19 So I'm pretty sure you've been deposed a
20 The location of the deposition is 3000 08:54:31 20 few times before, so I'm guessing you're familiar 08:56:38
21 El Camino Real, Suite 500, Five Palo Alto Square, 21 with the process, but just to briefly go over afew
22 Palo Alto, California 94306. 22 reminders, because I've done this a bunch of times
23 My name is Shawna Hynes, representing 23 myself, and | awaysliketo try to make -- give
24 Veritext Legal Solutions, and | am the videographer. 24 myself areminder, in addition to the witness.
25 The court reporter is Catherine Nolasco, 08:54:50 25 So first and foremost, as you can see, 08:56:54
Page 6 Page 8
1 from the firm Veritext Legal Solutions. 08:54:54 1 we'rebeing -- everything we say is being both 08:56:56
2 | am not related to any party in this 2 videotaped and taken by the court reporter, and so
3 action, nor am | financially interested in the 3 it'sreally important we both try to have a clear
4 outcome. 4 record here today, which means | need to do my best
5 If there are any objectionsto proceeding,  08:55:08 5 tolet you finish your answers before | ask my -- 08:57:07
6 please state them at the time of your appearance. 6 my -- any follow-up question, and | ask you to,
7 Counsel and al present, including 7 similarly, extend the courtesy to me, to let me
8 remotely, will now state their appearances and 8 finish my answer -- or excuse me -- finish my
9 affiliations for the record, beginning with the 9 question before you begin your answer.
10 noticing attorney. 08:55:18 10 Okay? 08:57:20
11 MR. TRAUPMAN: Good morning. My nameis 11 A Yes
12 Matt Traupman, from Quinn Emanuel. With meismy 12 Q Andifthereis-- any of my questionsare
13 colleague, Elliot Choi, also from Quinn Emanuel. We 13 unclear or you need additional clarification, please
14 represent the petitioner, Samsung Bioepis. 14 let me know, and I'll do my best. Okay?
15 MS. STRUTHERS: And thisis Abigail 08:55:32 15 A Yes 08:57:33
16 Struthers, from the law firm of Arnold & Porter. 16 Q Andisthereany reason, sitting here
17 With meremotely is my colleague, David Denuyl, also 17 today, that you can't testify truthfully and
18 from Arnold & Porter. And herewith mein personis 18 accurately?
19 Eileen Woo, from Regeneron. We represent the 19 A | will testify truthfully and accurately.
20 witness and Regeneron Pharmaceuticals. 08:55:46 20 Q Right. 08:57:43
21 THE VIDEOGRAPHER: Thank you. 21 There's -- but there's no -- there's no
22 Will the court reporter please swear in 22 reason why -- you know, there's no -- you're not on
23 the witness, and then counsel may proceed. 23 any medications or there's no -- you're not
24 DIANA V.DO, M.D., 24 experiencing any health issues or anything like that
25 having been administered an oath, was examined and 08:56:07 | 25 that would impair your ability to give your best 08:57:52
Page 7 Page 9
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1 testimony here today, correct? 08:57:54
2 A | havenoimpairment.
3  Q Great.
4 And you understand that this testimony is
5 dl being given -- being given under oath asif you  08:58:02
6 weretestifying in acourt or administrative
7 proceeding?
8 A Yes|do.
9 MR. TRAUPMAN: Can we mark the -- yeah.
10 SoI'mhanding -- hand it to you. It doesn't need 08:58:25
11 to be marked. | wasjust going to hand it across.
12 Does the court reporter need --
13 THE VIDEOGRAPHER: Oh, it doesn't need to
14 be. Sorry.
15 (Exhibit 2056 was introduced.) 08:58:35
16 BY MR. TRAUPMAN:
17 Q Sol'mgiving what's already been marked
18 before as Exhibit 256, which is the -- your

1 A (Witnessnodshead.)
2
3
4 the procedure.
5
6 videotaped and -- and transcribed, it's important

08:59:58
Yes.
Q And that gives me one more reminder for
Because we're being -- because we're being  09:00:03
7 for you to answer everything orally, with a"yes"' or
8 "no," rather than ahead nod. | know that's
9 oftentimes away we can communicate, but just do
10 your best to articulate an audible answer, please. 09:00:18
11 A Yes, | will.
12 Q Okay. Sol'dliketojust start with
13 your -- some of your background and professional
14 experience here today.
15
16 that you were a practicing ophthalmologist at the
17 Wilmer Eye Institute in Baltimore from 2005 through
18 2010.

| understand, based on your declaration, 09:00:37

19 declaration in this proceeding, correct? 19 Isthat correct?
20 A Yes, thatiscorrect. 08:58:53 20 A Yes, thatiscorrect. 09:00:51
21  Q Andl takeit you've seen this document 21  Q Andwhat wereyour responsibilities at
22 before, correct? 22 Wilmer Eye Ingtitute from 2005 to 2010?
23 A Yes | have 23 A During the period of 2005 to 2010, | was
24  Q Didyou prepare this document? 24 a-- an assistant professor of ophthalmology and
25 A Yes 08:59:05 25 then an associate professor of ophthalmology inthe  09:01:16
Page 10 Page 12
1 Q Didyou have any help preparing this 08:59:07 1 department of ophthalmology at the Johns Hopkins 09:01:20
2 document? 2 University. | practiced retinasurgery. | took
3 A Yes | had assistance from counsel. 3 care of patients. | also taught medical students,
4 Q Gredt. 4 ophthalmology residents, and retinafellows at the
5 Have you had a chance to review this 08:59:14| 5 wilmer Eye Ingtitute. 09:01:39
6 document? 6 Q Sol think you mentioned just now part of
7 | think it -- this document was signed, 7 your responsibilities from '05 to 2010 were
8 just to remind yourself, on October 11th of 2023. 8 clinical, seeing patients.
9 Do you recall that? 9 Isthat correct?
10 A Yes/ldo. 08:59:24 10 A Yes | hadanactiveclinical and surgical  09:01:49
11 Q Didyou have achanceto review your 11 practice.
12 declaration in preparing for your deposition here 12 Q Okay. Andisit correct to say that your
13 today? 13 patients you were seeing generally had some -- the
14 A Yes |did. 14 patients you were seeing clinically were -- werein
15 Q GCreat. 08:59:29 15 need or had some condition related to their retina? ~ 09:02:07
16 And did you notice any errors or anything 16 That'swhy you were seeing them; isthat correct?
17 you'd like to correct in your -- your declaration as 17 A Yes | amaretinaspecidist and
18 you reviewed it in preparation for your deposition 18 surgeon, and all the patients | saw generally had a
19 heretoday? 19 disorder in their retina.
20 A |did not have any corrections. 08:59:40 |20 Q Right 09:02:26
21 Q Okay. I'll ask you, then, if -- aswe go 21 And that -- among the disorders that you
22 through various parts of your declaration here 22 treated among those patientsin, again, 2005 to 2010
23 today, if you notice anything that needs to be -- 23 were wet AMD patients; is that correct?
24 that'sincorrect or that needsto be clarified, 24 A Yes, | alsotook care of patients with wet
25 please let me know, okay? 08:59:53 25 age-related macular degeneration. 09:02:42
Page 11 Page 13
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1 Q Yeah. Andyou gavethefull clinical
2 name, age-related macular degeneration.
3 Can we refer to that as"AMD" aswe go
4 forward today?
5 A Yes wecan. 09:02:55
6 Q Great.
7 Were you performing intravitreal
8 injections on patients in the 2005 to 2010 time
9 frame?
10 A Yes, | wasperforming intravitreal
11 injections.
12 Q What substanceswere you injecting into
13 patientsintravitreally in the 2005 to 2010 time
14 frame?
15 A During that time frame of 2005 to 2010, 09:03
16 the most common intravitreal agents | was employing
17 in my practice included Lucentis and off-label
18 Avastin.
19 Q Wereyouinjecting Macugen intravitreally
20 inthe 2005 to 2010 time frame? 09:04:04
21 A Intheearlier part of -- let melook at
22 the exact date.
23 In the early part of 2005, at that time,
24 Macugen was the first anti-VEGF agent approved for

09:03:09

09:02:44

:30

A There are different reasons to perform 09:07:44
intravitreal injections, and I'd have to look back
to give an accurate date.
Q Okay. Well, let meask: Didyou--a
09:08:03

Did you receive training at any point as

different question.

to how to perform an intravitreal injection?

0w N o 0ok~ WN B

A Yes, during ophthalmology residency and
9 retinafellowship, we do receive training on how to

10 performintravitreal injections.

11

12 you were -- how you were trained to perform an
13 intravitreal injection during your residency?

14

15 gointo the details of performing an intravitreal
16 injection or thetraining | received, and so | would
17 liketo review that before answering this question.

18

19 you could describe for me the training you received

20 on -- asto how to perform an intravitreal 09:09:14
21 injection.
22 Can -- can you do that?

23

24 and answered.

09:08:23
Q Okay. And can you describe what -- what

A During this-- in my declaration, | didn't
09:08:52

Q I'mjust asking if, sitting here today,

MS. STRUTHERS: Objection to form. Asked

25 the treatment of wet age-related macular 09:05:53 25 THE WITNESS: In order to give you the 09:09:23
Page 14 Page 16
1 degeneration. Initially some physicians, including ~ 09:05:58 1 most accurate answer, | would need to review my 09:09:24
2 myself, used Macugen because there were no other 2 prior records, give you exact dates, in order to
3 dternatives. However, once Lucentis gained FDA 3 provide you with the most accurate answer.
4 gpproval, | no longer used Macugen and switched 4 BY MR. TRAUPMAN:
5 exclusively to Lucentis or off-label Avastin. 09:06:26 5 Q Yeah. My question doesn't call for dates,  09:09:41
6 Q Understood. 6 Doctor. | just want to understand what the steps
7 Sojust -- | know you were looking for 7 you were trained -- what steps you were trained to
8 dates. | can represent to you that Lucentis was 8 perform when conducting an intravitreal injection.
9 approved for AMD in June of 2006. 9 Can you -- can you do that, sitting here
10 A Yes 09:06:47 10 today? 09:09:55
11  Q Does-- doesthat sound right to you? 11 A Asl stated, | didn't go into the details
12 A Yes 12 of my training regarding intravitreal injections;
13 Q Andsol tekeit, prior to June of 2006, 13 and in order to accurately answer your question, I'd
14 you were administering Macugen to your AMD patients, 14 have to review my records to provide you with
15 correct? 09:06:59 15 that -- 09:10:17
16 A Priorto Lucentis approval, | had used 16 Q What--
17 Macugen in some patients. 17 A -- complete answer.
18 Q Right. 18 Q What recordswould you review to provide a
19 Do you recall when thefirst time you 19 complete answer?
20 performed an intravitreal injection was? 09:07:17 20 A Again, asl reiterated earlier, | didnot ~ 09:10:33
21 A | don'trecal the exact date. I'd have 21 go into the details of my ophthalmology training
22 tolook back at my records -- 22 specific to intravitreal injections; and, therefore,
23 Q Sure 23 in order to give you the best and complete answer,
24 A --todetermine the exact date for you. 24 1'd like to have time to look back in my training
25 Q Wasit--wasit during your residency? 09:07:33 25 logs, other records I've kept, to -- 09:11:03
Page 15 Page 17
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1 Q Okay. Soyousay -- 09:11:07 1 qualified to be an expert witness on behalf of 09:14:13
2 A --giveyouananswer. 2 Regeneron in this matter, correct?
3 Q --yousay your training log. 3 MS. STRUTHERS: Objection to form.
4 You have -- you retain training logs from 4 THE WITNESS: This document lists my
5 your residency that you'd want to review to answer 09:11:15 5 qudlifications and experience. 09:14:27
6 my question? 6 MR. TRAUPMAN: Right.
7 A | didnot discuss my training, experience 7 Q And--andyou, inthisdeclaration, are
8 regarding the nuances of intravitreal injection 8 purporting to hold yourself out as a qualified
9 training in my deposition; and, therefore, | don't 9 expert, able to test- -- able to offer expert
10 feel comfortable giving you an answer without 09:11:40 10 opinions on behalf of Regeneron, correct? 09:14:41
11 looking back at my prior records. 11 A Thatiscorrect.
12 Q Right. 12 Q Right
13 And so other than training logs, what 13 And part of the reason why you believe
14 other prior records would you need to review in 14 you're qualified -- qualified to offer expert
15 order to be able to be comfortable to answer my 09:11:55 15 opinions on behalf of Regeneron is based on your 09:14:50
16 question? 16 qualifications and experience that you set forth in
17 A 1did not discuss the techniques or the 17 pages2to 7 of your declaration, correct?
18 training | underwent regarding intravitreal 18 A Pages2to 7 dolist my qualifications and
19 injections; therefore, in order to give you the most 19 experience.
20 accurate answer, |'d want to review the datathat | 09:12:24 20 Q Right 09:15:06
21 had at that timein order to provide you with the 21 And, for instance, you talk about some of
22 best answer. 22 the qualifications and experience that you
23 Q Right. 23 gpecifically mention -- I'm quoting from the bottom
24 And what data are you referring to? 24 of page 2 -- was that, from 2000 to 2003, you
25 MS. STRUTHERS: Objection. Asked and 09:12:41 | 25 completed your residency in ophthalmology at the 09:15:18
Page 18 Page 20
1 answered. 09:12:42 1 Wilmer Eye Ingtitute at Johns Hopkins University 09:15:20
2 THE WITNESS: As| mentioned, | did not go 2 School of Medicine, correct?
3 into those details in my deposition; and, therefore, 3 A Thatiscorrect.
4 | don't feel comfortable discussing that topic 4  Q Andthenyou had -- | take it you received
5 regarding my training inintravitreal injectionsat ~ 09:13:10 5 training in ophthalmology during your residency from  09:15:30
6 thistime point. 6 2000 and 2003, correct?
7 BY MR. TRAUPMAN: 7 A Thatiscorrect.
8 Q Wall,if you could turn to page 2 of your 8 Q Did--didyou learn how -- did you
9 declaration, there's a subsection two, that begins 9 receive training on how to perform an intravitreal
10 at the top of the page, about -- entitled 09:13:34 10 injection while you were aresidents at -- resident ~ 09:15:39
11 Quadlifications and Experience, correct? 11 at the Wilmer Eye Institute from 2000 to 2003,
12 A Yes |seethat. 12 Doctor?
13 Q And that section goeson for several 13 MS. STRUTHERS: Objection. Counsel, |
14 pages, 'til the bottom of page 7. 14 think you might have misread the dates.
15 Do you see that? 09:13:51 15 MR. TRAUPMAN: Oh. I'mreading here. 09:15:52
16 A Yes 16 Q |Itsays(asread): "From 2000 to 2003, |
17 Q Allright. 17 completed my residency at -- in ophthalmology at the
18 A | seethat. 18 Wilmer Eye Institute.”
19 Q Andsoonthesepages, pages2to7, 19 Isthat correct?
20 specifically paragraphs 3 to 13 of your -- of your 09:13:57 20 A Thatiscorrect. 09:16:02
21 declaration, you set forth your qualifications and 21 Q Okay. I don't know --
22 experience, correct? 22 MS. STRUTHERS: Apologies. Sorry.
23 A Yes 23 BY MR. TRAUPMAN:
24 Q Andyou understand that's -- that's the 24 Q Anddidyou -- again, between 2000 and
25 qudlifications and experience that make you 09:14:11 25 2003, when you were aresident, did you receive 09:16:12
Page 19 Page 21
6 (Pages 18 - 21)
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1 training on how to perform an intravitreal 09:16:14 1 question, because -- when you were performing 09:19:31
2 injection? 2 intravitreal injections of Lucentis in the 2005 to
3 A Yes|did 3 2010 time frame, prior to giving the injection of
4 Q Okay. Andthenyouremained at Wilmer Eye 4 Lucentis, did you check the patient's vision and
5 Ingtitute for aretinafellowship in surgical and 09:16:22 5 measure their intraocular pressure? 09:19:47
6 medical retinafrom 2003 to 2005, correct? 6 A Again,inmy clinical practice, we would
7 A Thatiscorrect. 7 evaluate patients before any intravitreal injection,
8 Q Didyou aso receivetraining on how to 8 and part of the evaluation would include assessing
9 perform an intravitreal injection during your retina 9 vision, evaluating the eye and other parameters.
10 fellowship? 09:16:32 10 Q But, again, inthe 2005 to 2010 time 09:20:26
11 A Yes|ldid. 11 frame, when you were conducting intravitreal
12 Q Butyou'renot ableto provide any details 12 injections of Lucentis, did you measure a patient's
13 about the training you received either as aresident 13 intraocular pressure prior to performing the
14 or aretinafellow in how to perform an intravitreal 14 intravitreal injection?
15 injection; is that correct? 09:16:49 15 A | would haveto look back at all my 09:20:49
16 MS. STRUTHERS: Objection. Asked and 16 records to accurately answer that question, and |
17 answered. 17 didn't cover that in my declaration, so | couldn't
18 THE WITNESS: | did receive extensive 18 answer completely, that question, right now.
19 training in performing intravitreal injections 19 Q Okay. Wdll, I believe you've testified
20 during my residency and retina fellowship. 09:17:04 20 elsewhere that you current- -- your current practice  09:21:05
21 MR. TRAUPMAN: Okay. 21 isto measure a patient's intraocular pressure prior
22 Q And could you describe what that training 22 to performing an intravitreal injection; isthat
23 was? 23 correct?
24 A Toprovide you with the most accurate 24 A Andwhichtime period are you referring
25 answer, I'd like to review what was taught in the 09:17:29 25 to? 09:21:20
Page 22 Page 24
1 textbooks at that time; and that'swhy | didn'tgo ~ 09:17:39 1 Q I'mtaking about the present. 09:21:20
2 into greater detail, because | wanted to be 2 A Yes, | didmention that currently |
3 accurate, and | had not discussed those specific 3 evaduate the patient. Part of the evaluation may
4 detailsin my declaration. 4 include checking vision and other parameters.
5 Q Okay. Letmeaskyou: In--let'sjust  09:18:00 5 Q Oh,let memake surewere-- we'rein 09:21:41
6 talk about the entire -- your -- your -- both your 6 aignment.
7 residency and your retinafellowship together, 7 When you -- when was the last time you
8 hopefully in the interest of time. 8 conducted an intravitreal injection of a VEGF agent,
9 Were you trained that, prior to performing 9 Doctor?
10 anintravitreal injection, you should check the 09:18:20 10 A | peformed anintravitreal injectionlast  09:21:55
11 patient's vision and intraocular pressure? 11 week.
12 A Canyou ask the question again? 12 Q Lastweek.
13 Q VYes 13 Just one?
14 When you received the training in how to 14 A Therewere severa --
15 perform an intravitreal injection, while either a 09:18:40 15 Q Okay. 09:22:.06
16 resident or retinafellow at the Wilmer Eye 16 A --injections.
17 Ingtitute, were you trained that prior to performing 17  Q What did you -- what molecule did you
18 anintravitreal injection, you should check a 18 inject intravitreally last week?
19 patient's vision and intraocular pressure? 19 A Again, I'd haveto look back at my records
20 A Inmyclinical practice and in my 09:19:01 20 to answer that question, since | didn't go into 09:22:22
21 training, we evaluate patients before performing any 21 detail about that in my declaration.
22 procedure. 22 Q Youdont--youdon't recall what
23 Q Including intravitreal injections? 23 molecule you administered intravitreally last week?
24 A Yes, before performing an injection too. 24 A Agan, I'd haveto look at my records, but
25 Q Andlet meask, then, afollow-up 09:19:28 25 | -- there are several agentsthat are available 09:22:38
Page 23 Page 25
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1 now. 09:22:40 1 2005 to 2010; is that correct? 09:26:23
2 Q What -- what agents do you -- what VEGF 2 A Asl| stated, we evaluated the patient
3 agents do you currently inject as part of your 3 before any intravitreal injection, and that
4 clinical practice? 4 evaluation included examination of the eye, checking
5 A Again, inmy declaration, | didn'tgointo  09:22:54 5 thevision, and likely also evaluating the pressure,  09:26:41
6 great detail about my current clinical practice; and 6 but in order to answer that more -- most accurately,
7 in order to answer that accurately, I'd have to look 7 1'd have to look back at all the records.
8 back at al my records. 8 Q Okay. So, again, focusing on the '05 to
9 Q Soyoucant, sitting here today, name me 9 2010 time frame, did you -- when you were performing
10 what VEGF agents you currently administer in your 09:23:09 | 10 the assessment of a patient prior to performing an 09:27:07
11 clinical practice? 11 intravitreal injection, did you also assess the
12 MS. STRUTHERS: Objection. Argumentative. 12 patient's medical records?
13 THE WITNESS: Inmy clinical practice, the 13 A During that time period, when | evaluated
14 most common intravitreal injection agents that we 14 the patient, I'm synthesizing all the data that's
15 use for angiogenic eye disease include EYLEA, 09:23:31 15 available. 09:27:36
16 Lucentis, off-label Avastin. 16 Q Right.
17 BY MR. TRAUPMAN: 17 And that dataincludes the patient's
18 Q Doyou currently administer any 18 medical records, correct?
19 biosimilars of Lucentis -- ranibizumab biosimilars 19 A Yes, that data-- datacould include prior
20 that aren't branded Lucentis? 09:24:06 20 records. 09:27:48
21 A | currently do not. 21  Q Right
22 Q Okay. Sointheintravitreal injection 22 And that data would also include
23 that you -- injections that you performed last week, 23 information you learned from a patient interview,
24 did you measure the patient's intraocular pressure 24 correct?
25 prior to performing the intravitreal injection? 09:24:25 25 A Yes, wewould take a history from the 09:27:56
Page 26 Page 28
1 A Agan,l'd havetolook back at the 09:24:32 1 patient and talk to the patient. 09:27:59
2 recordsto give you the most accurate answer, but as 2 Q Right.
3 | stated, we evaluate the patient before giving an 3 And you -- what -- what information would
4 injection or doing a procedure. 4 you be seeking to learn when you take a patient
5 Q Anddoesthat evaluation include measuring  09:24:54 5 history? 09:28:08
6 apatient'sintraocular pressure? 6 A Whentaking apatient's history, we would
7 A Often, when we evaluate the patient, we 7 discuss their symptoms and ask about any prior eye
8 measure many parameters, one of which isintraocular 8 history, conditions.
9 pressure. 9 Q Okay. So,again-- then, again, focusing
10 Q Okay. Soback tothe-- back toyourtime  09:25:23 10 on the 2005 to 2010 time frame, when you were an 09:28:47
11 asaassistant professor from 2005 to 2010 at the 11 assistant professor at the Wilmer Eye Institute,
12 Wilmer Eye Institute, when you -- when you performed 12 prior to giving an intravitreal injection of
13 an evaluation of a patient prior to performing 13 Lucentisto a patient, did you dilate the patient's
14 intravitreal objection -- injection, did you, at 14 eyes and perform an examination using aslit lamp?
15 that time frame, measure the patient's intraocul ar 09:25:44 15 A Inevaluating apatient, | would use the 09:29:19
16 pressure? 16 dlit lamp to look carefully at the eye and also
17 A Inorder to answer that completely, | 17 perform adilated exam.
18 would have to look back at my records to give you 18 Q Thesdlitlamp alowsyou to seeinto the
19 the most accurate answer, as | did not specificaly 19 back of the eye; isthat correct?
20 go into that detail in my declaration. 09:26:06 20 A Yes, theditlampishelpful in 09:29:40
21 Q Okay. Soyou can't say, oneway or the 21 visualizing the structuresin the back of the eye.
22 other, whether or not you did or did not perform -- 22 Q You'dagree with methat the dit lampis
23 measure apatient'sintra- -- intraocular pressure 23 acommon tool used by ophthal mologists when
24 prior to performing intravitreal injection when you 24 conducting an examination?
25 were aprofessor at the Wilmer Eye Institute from 09:26:19 25 A Yes | agree 09:30:06
Page 27 Page 29
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1 Q Sooneother -- one other anaytical 09:30:13 1 Were you interpreting OCT imageswhenyou  09:33:52
2 technique that | saw in your declaration was OCT, 2 were aretina fellow from 2003 to 2005?
3 which -- correct meif I'm wrong -- stands for 3 A Yes | wastrained to interpret OCT
4 optical coherence tomography. 4 images.
5 Did | get that right? 09:30:27 5 Q $So,agan, now, let'sgo to thetime 09:34:16
6 A Yes, that iscorrect. 6 period from '05 to 2010, your time as an assistant
7 Q Agan, I'mabigfan of acronyms, so| can 7 professor at Wilmer.
8 keep aclear record. 8 Did you -- prior to -- strike that. Let
9 Can you explain for uswhat OCT is? 9 mejust ask a better question.
10 A OCT isanimaging technique to evaluate 09:30:42 10 From the 2005 to 2010 time frame, whenyou  09:34:33
11 theretina 11 were performing intravitreal injections of Lucentis,
12 Q Okay. How long has OCT been in use; do 12 did you look at the results of an OCT image prior to
13 you know? 13 performing theintravitreal injection?
14 A 1 would haveto look back at recordsto 14 A Yes
15 know the specific dates OCT was put into use, so | 09:31:02 15 Q Okay. Sowe've been taking now, for a 09:35:12
16 couldn't answer that accurately right now. 16 little bit of time, about the examination you
17 Q WasOCT inusewhen you becamea 17 perform prior to -- let me strike that.
18 ophthalmology resident in 2000? 18 We've been talking alittle bit here about
19 A Again, I'd havetolook back at recordsto 19 the examination you did perform, from '05 to 2010,
20 know the exact date that OCT was, you know, 09:31:22 20 prior to conducting an intravitreal injection of 09:35:25
21 availablefor use. 21 Lucentis.
22 Q My question -- my follow-up question was a 22 What was the purpose of that -- of that
23 little bit different. 23 examination?
24 I'm talking about: When you became a 24 MS. STRUTHERS: Objection. Vague.
25 ophthalmology resident in 2000, was OCT inusewhen  09:31:35 25 THE WITNESS: Could you ask the question 09:35:39
Page 30 Page 32
1 you -- at that time? 09:31:40 1 again? 09:35:40
2 A Again, that was over 23 years ago; and to 2 MR. TRAUPMAN: Yesh.
3 answer that question accurately, 1'd have to look 3 Q What--whyisit necessary to conduct an
4 back at when OCT was available at Johns Hopkins 4 examination of the patient, including looking at her
5 Hospital. 09:32:01 5 eye, taking a patient's history, reviewing medical 09:35:48
6 Q Okay. Wereyou trained on performing OCT 6 records-- why isall -- why were all those steps
7 when you were aretinafellow from '03 to '05? 7 necessary prior to performing an intravitreal
8 A OCT was utilized at that time period, and 8 injection of Lucentisin the '05 to 2010 time frame?
9 | wasfamiliar with OCT imaging during that period. 9 A Beforeperforming aninjection, | would
10 Q Didyouperformany OCTsyourself whenyou 09:32:41 | 10 evauate the patient in order to determine the 09:36:16
11 were aretinafellow from '03 to '05? 11 diagnosis and to make sure that the treatment that |
12 A Again, I'd haveto look back at the 12 was recommending would be appropriate, and to
13 records, since that was, you know, over 15 years 13 evaluate the eye to determine if there were any
14 ago, to answer that accurately. 14 other active conditionsin the eye.
15 Q Soyoucant, sitting heretoday, tell us ~ 09:33:05 15 Q Why wouldit beimportant to determine 09:36:44
16 whether or not you performed OCT procedures while 16 whether or not there were any other active
17 you were aretinafellow from '03 to '05? 17 conditionsin the eye prior to performing an
18 A OCT imaging is performed typically by an 18 intravitreal injection of Lucentisin the 2005 to
19 ophthalmic photographer, and the majority of time 19 2010 time frame?
20 the OCT image is obtained by the photographer but 09:33:31 |20 A Itwasimportant to evaluate the eye to 09:37:05
21 interpreted by the ophthalmologist. 21 determineif there were other diagnosis[sic]
22 So | would have to look back at my records 22 occurring in the eye at that time.
23 to determine when | physically performed the OCT 23 Q Butwhyisitimportant to know whether or
24 myself. 24 not there are other diagnosis [sic] in the eye prior
25 Q |see Thank you for that clarification.  09:33:47 25 to performing intravitreal injection of Lucentisin ~ 09:37:27
Page 31 Page 33
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1 the 2005 to 2010 time frame? 09:37:30 1 A Yes, thatiscorrect. 09:42:11
2 A Couldyou repeat the question? 2 Q Andwould -- did you receive training,
3 Q Whyisitimportant to know whether or not 3 either asaresident or retinafellow, that any
4 there are other diagnosesin the eye prior to 4 invasive procedure of the eye carries with it the
5 performing an intravitreal injection of Lucentisin ~ 09:37:58 5 risk of infection? 09:42:44
6 the 2005 to 2010 time frame? 6 A Yesthatisarisk.
7 A Itwould beimportant to evaluate the eye 7 Q Right
8 to determine the correct diagnosis and to determine 8 And so the training you received at Wilmer
9 if any other conditions might be present that needed 9 Eye Institute would have included performing an
10 treatment. 09:38:34 10 assessment of the patient prior to any invasive 09:43:01
11  Q Did-- whenyou were performing 11 procedure of the eye; isthat correct?
12 intravitreal injections of Lucentisin the 2005 to 12 A Yes, thatiscorrect.
13 2010 time frame, did you ever discuss with your 13 Q And, again, thetraining you received at
14 patients any risks associated with those injections? 14 Wilmer, either asaresident or aretinafellow, was
15 A Yes Before-- before performing any 09:39:15 15 that if there were signs -- if the assessment showed ~ 09:43:22
16 procedure, we would discuss benefits and risk. 16 signs of infection or inflammation, that -- that
17 Q What -- what were some of the risks of 17 those signs needed to be assessed prior to
18 performing intravitreal injection of Lucentisin the 18 performing an invasive procedure of the eye,
19 '05 to 2010 time frame that you would have told your 19 correct?
20 patients about? 09:39:36 20 MS. STRUTHERS: Objection to form. 09:43:40
21 A Therisksassociated with intravitreal 21 THE WITNESS: Could you repeat the
22 injectionsinclude bleeding, retinal tear, 22 question?
23 infection, decreased vision, among other things. 23 MR. TRAUPMAN: Sure.
24  Q Soisitfair to say that theintravitreal 24 Q Wereyou trained, as either aresident or
25 injections have at least the potential for some 09:40:26 25 aretinafellow, that if the results of your patient  09:43:47
Page 34 Page 36
1 serious side effects? 09:40:29 1 assessment prior to performing an invasive procedure  09:43:52
2 A Thatiscorrect. 2 showed the presence of infection or inflammation,
3 Q Andsointhe 2005 to 2010 time frame, as 3 that the patient needed to be further assessed prior
4 apracticing physician, it would have been important 4 to moving forwards with the invasive procedure,
5 for you to have informed your patients about those 09:40:45 5 correct? 09:44:10
6 serious side effects, correct? 6 MS. STRUTHERS: Objection to form.
7 A Thatiscorrect. 7 THE WITNESS: Could you specify what
8 Q Sooneof the side effects you mentioned 8 you're talking about when you mention "infection or
9 of anintravitreal injection isinfection. 9 inflammation”?
10 Did | get that right? 09:41:06 10 BY MR. TRAUPMAN: 09:44:24
11 A Thatiscorrect. 11  Q Wsdl, ineither -- let's start with an
12 Q Canyouexplain why anintravitreal 12 infection of the eye, so intraocular infection.
13 injection has the risk of infection associated with 13 If you observe intraocular infection prior
14 it? 14 to an invasive procedure, that's something you would
15 A Anyinvasive procedure, including 09:41:26 15 need to consider and evaluate as to whether or not 09:44:41
16 intravitreal injection, could pose the risk of 16 it made sense to move forward with the invasive
17 infection because of -- bacteria could enter the eye 17 procedure. That was among the training you received
18 through the incision that's made. 18 at Wilmer asaresident and retinafellow, correct?
19 Q Right 19 MS. STRUTHERS: Objection.
20 And so just to understand your 09:41:53 20 Mischaracterizes testimony. Objection to form. 09:44:51
21 terminology, when you say an "invasive procedure” in 21 THE WITNESS: Could you repeat the
22 the context of -- of ophthalmology, you're talking 22 question?
23 about some sort of incision or -- or some other 23 MR. TRAUPMAN: Sure.
24 method of entering the intraocular space; is that 24 Q I'mtalking about the training you
25 correct? 09:42:10 25 received at Wilmer, from 2000 to 2005, asa--asa  09:45:00
Page 35 Page 37
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1 resident and later aretinafellow. 09:45:04 1 MS. STRUTHERS: Objection to form. 09:47:36
2 If you -- and you -- | believe you 2 THE WITNESS: What type of inflammation
3 tedtified that you were trained to perform a patient 3 areyou referring to?
4 evaluation before any invasive procedure, correct? 4 BY MR. TRAUPMAN:
5 A Yes 09:45:16 5 Q Wall, forinstance, you would be looking 09:47:47
6 Q Okay. Soin-- based on the training that 6 for uveitis, correct?
7 you received, if the patient evaluation showed a 7 MS. STRUTHERS: Objection to form.
8 intraocular infection, the training that you were -- 8 THE WITNESS: In evaluating a patient, |
9 you were then trained that you needed to perform 9 would look at the entire eye and look for signs of
10 additional evaluations of the patient and take 09:45:37 10 infection. 09:48:08
11 additional stepsto make surethat it would be safe 11 MR. TRAUPMAN: Right.
12 to perform an invasive procedure in the presence of 12 Q Andoneof thesignsof infectionis
13 aintraocular affection -- infection observed, 13 inflammation, correct?
14 correct? 14 MS. STRUTHERS: Objection.
15 MS. STRUTHERS: Objection. 09:45:51 15 THE WITNESS: Many common ocular 09:48:23
16 Mischaracterizes the testimony. Objection to form. 16 infections do not always have intraocular
17 THE WITNESS: Could you rephrase the 17 inflammation.
18 question again? 18 MR. TRAUPMAN: Right.
19 MR. TRAUPMAN: Sure. 19 Q Youwould agreethat one of the signs of
20 Q Basedonthetrainingthat youreceivedat  09:46:04 20 intraocular infection is inflammation, correct? 09:48:34
21 Wilmer, would you perform an invasive procedurein a 21 MS. STRUTHERS: Objection to form.
22 patient with an active intraocular infection? 22 THE WITNESS: Can you repeat the question?
23 MS. STRUTHERS: Again, objection to form. 23 MR. TRAUPMAN: Yes.
24 THE WITNESS: Would you repeat the 24 Q Youwould agree that one of the signs of
25 question? 09:46:27 25 intraocular infection is inflammation, correct? 09:48:48
Page 38 Page 40
1 MR. TRAUPMAN: Sure. 09:46:28 1 MS. STRUTHERS: Same objection. 09:49:00
2 Q Basedonthetraining that you received at 2 THE WITNESS: Again, when the patient has
3 Wilmer, from 2000 to 2005, would you perform an 3 anintraocular infection, depending on the
4 invasive procedure of the eye in a patient with an 4 presentation of the patient and the timing,
5 active intraocular infection? 09:46:38 5 sometimes inflammation may or may not be obviousor ~ 09:49:33
6 MS. STRUTHERS: Same objection, but you 6 presentinall cases.
7 can answer. 7 MR. TRAUPMAN: Okay. Solet-- let me
8 THE WITNESS: | would have to evaluate the 8 maybe take a step back.
9 patient to assessif there truly was an intraocular 9 Q Alittlewhileago -- and I'm reading from
10 infection before, you know, proceeding with anything  09:46:58 | 10 the transcript here -- you said -- and I'm quoting 09:49:54
11 else. 11 you -- "In evaluating a patient, | would look at the
12 BY MR. TRAUPMAN: 12 entire eye and look for signs of infection."
13 Q How would you assess if there, to use your 13 Do you recall giving that testimony about
14 words, truly was an intraocular infection? 14 three minutes ago?
15 A | would examinethe patient with ditlamp ~ 09:47:13 15 A Yes 09:50:03
16 biomicroscopy, adilated fundus exam to see the 16 Q Okay. Canyoutel us, please, what are
17 peripheral retina, to look at, you know, all 17 the signs of infection that you would be looking for
18 structures of the eye. 18 when evaluating a patient?
19 Q Right 19 A Inassessing apatient for infection, |
20 And then, when you were looking at those 09:47:28 20 would look at all structures of the eye, perform 09:50:29
21 structures, you would be looking for any 21 dlit lamp biomicroscopy, dilated fundus exam, look
22 abnormalities; isthat correct? 22 for rednessin the eye, hemorrhage in the retina,
23 A Yes, thatiscorrect. 23 other abnormdlities.
24 Q Andamong the abnormalities you would be 24  Q What causesrednessin the eye?
25 looking for would be inflammation, correct? 09:47:34 25 A Andcanyou specify what structuresyou're  09:51:15
Page 39 Page 41
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1 talking about? 09:51:17 1 symptoms. 09:54:24
2 Q Wadl, youjustsaid-- I'mjust really Q Do you ever -- in determining whether or
3 picking up on your answer. 3 not a patient has an intraocular infection, do you
4 You said you would look for rednessin the 4 ever take culture samples?
5 eye. 09:51:25 MS. STRUTHERS: Objection toform, butyou  09:55:03
6 That's -- you remember giving that 6 can answer.
7 testimony? THE WITNESS: Could you ask the question
8 A Yes|ldo. 8 again?
9 Q Okay. Sol'mreferring to your statement MR. TRAUPMAN: Right.
10 that you would look for rednessintheeye, and I'm  09:51:32 Q When -- when trying -- when performing 09:55:07
11 asking you: What causes that rednessin the eye 11 your assessment -- and let me -- let me be -- givea
12 that you're looking for? 12 little more specificity.
13 MS. STRUTHERS: Objection. Asked and When you're assessing a patient, in the
14 answered. 14 2005 to 2010 time frame, prior to performing an
15 THE WITNESS: Redness can be caused by 09:51:50 | 15 intravitreal injection of Lucentis, did you ever 09:55:20
16 infection. 16 take a culture of -- you know, swab the patient's
17 BY MR. TRAUPMAN: 17 eyesand take a culture of any discharge from the
18 Q Wouldyou agree with methat rednessisa 18 patient's eye to determine whether or not the
19 sign of inflammation? 19 patient had an infection?
20 MS. STRUTHERS: Objection to form. 09:52:07 MS. STRUTHERS: Objection to form. 09:55:39
21 THE WITNESS: What type of inflammation THE WITNESS: Could you ask the question
22 areyou referring to? 22 again?
23 BY MR. TRAUPMAN: MR. TRAUPMAN: Sure.
24 Q Inflammation of the eye. Q Again, you talked about a patient of --
25 MS. STRUTHERS: Objection to form. 09:52:24 25 how you would evaluate a patient prior to performing  09:55:48
Page 42 Page 44
1 THE WITNESS: |In order to answer the 09:52:51 1 anintravitreal injection. Do -- in the 2005 to 09:55:50
2 question, we'd have to evaluate the entire patient 2 2010 time frame.
3 to determine what the rednessis due to. Do you recall talking about that?
4 BY MR. TRAUPMAN: A Yes
5 Q Youwould agree that inflammation could 09:52:58 Q Okay. And as part of that evaluation, did  09:55:58
6 causerednessin the eye, correct? 6 you ever try to take a culture to assess whether or
7 MS. STRUTHERS: Again, objection to form. 7 not the patient has ainfection?
8 THE WITNESS: What type of inflammation A Again, I'd have to look back at my records
9 areyou referring to? 9 to accurately answer, you know, that question.
10 BY MR. TRAUPMAN: 09:53:14 Q Okay. Soyou -- but do you recall ever 09:56:24
11  Q Ocular information -- inflammation. 11 taking aculture of a patient's eye prior to
12 MS. STRUTHERS: Same objection. 12 performing an intravitreal injection of Lucentis
13 THE WITNESS: One would have to evaluate 13 from the '05 to 2010 time frame?
14 the patient and examine the patient to determine A Again, that was, you know, over 13 years
15 what the redness was due to. 09:53:33 15 ago. I'd haveto look back at my recordsto 09:56:41
16 BY MR. TRAUPMAN: 16 accurately answer that question.
17 Q Andhow would you perform that evaluation MR. TRAUPMAN: Okay. Okay. Why don't
18 to determine what the redness was due to? 18 we -- why don't we take a short break, and we'll
19 A | would carefully examine the eye with the 19 pick up with anew topic after the break.
20 dlit lamp biomicroscopy and aso dilate the eye to 09:53:54 THE VIDEOGRAPHER: This marks the end of 09:57:17
21 look more carefully at the retina. 21 MediaNo. 1. Off therecord. Thetimeis9:57.
22 Q Soadl --it'svisual examination to (Recess.)
23 determine the cause of aredness; is that right? THE VIDEOGRAPHER: This marksthe
24 A Inconjunction with discussing with the 24 beginning of Media No. 2 in the deposition of
25 patient his or her symptoms and the course of the 09:54:20 25 Dr. DianaDo. Back ontherecord. Thetimeis 10:07:40
Page 43 Page 45
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1 10:07. 10:07:43 1 ophthalmologist, he or she cannot be a person of 10:09:55
2 MR. TRAUPMAN: Welcome back, Dr. Do. 2 skill inthe art; isthat right?
3 I'd like to switch topics a bit, if we 3 A Asl stated, in my view, the skilled
4 could, and I'd like to talk with you about your 4 artisan is an ophthalmologist with experience in
5 definition of a"person of ordinary skill in the 10:07:52 5 treating angiogenic eye disorders. 10:10:10
6 art." It'son -- begins -- your opinions begin on 6 Q Andinyour view, can aperson who isnot
7 pa -- paragraph 35, page 12, of your declaration, 7 an ophthalmologist be a person of skill in the art
8 if you'd like to refer to that for my questions. 8 for the '681 patent?
9 Page 12 -- 9 A Inmy view, theskilled artisanisan
10 THE WITNESS: Oh, page 12 -- 10:08:16 10 ophthalmologist with experience in treating 10:10:31
11 MR. TRAUPMAN: -- para- -- 11 angiogenic eye disorders.
12 THE WITNESS: -- paragraph 35. 12 Q Okay. Andwhy -- why does the skilled
13 MR. TRAUPMAN: -- paragraph 35. 13 person have to be an ophthalmologist, in your view?
14 THE WITNESS: Yes. 14 A Inmy view, only an ophthalmologist would
15 MR. TRAUPMAN: Great. 10:08:24 | 15 have the firsthand experience with diagnosing and 10:10:51
16 Q Soparagraph 35, you're quoting 16 treating angiogenic eye disorders to which the
17 Dr. Chaum's definition of a"person of skill in the 17 patent is plainly directed.
18 art." 18 Q Sol understand you just read from the
19 Do you see that? 19 part of paragraph 36.
20 A | seethosewords. 10:08:34 20 You don't have any further explanationas ~ 10:11:05
21  Q Right. 21 to why you believe the person of skill in the art
22 And then, in paragraph 36, you offer some 22 must be an ophthalmologist?
23 of your views regarding a person of skill in the 23 A |believetheskilled artisanisan
24 art. 24 ophthalmologist because he or she has experience in
25 Do you see that? 10:08:42 25 treating angiogenic eye disorders, including through ~ 10:11:24
Page 46 Page 48
1 A Yes | seethat. 10:08:42 1 the use of VEGF antagonists, and the ophthalmologist ~ 10:11:27
2  Q Andsofocusing on paragraph 36 -- I'm 2 would have the firsthand experience of diagnosing
3 skipping to the second sentence -- you state 3 and treating angiogenic eye disorders to which this
4 (asread): "Inthe event that Samsung argues that 4 patent is directed.
5 the skilled artisan need not be alicensed 10:08:58 5 Q Doyou-- can someonewhoisnot an 10:11:46
6 physician," parenthetical, "(ophthalmologist),” 6 ophthalmologist be able to learn and understand
7 whether other qual- -- "whatever other qualification 7 diagnosing and treating angiogenic eye disorders?
8 they must possess, | disagree because only an 8 MS. STRUTHERS: Objection. Callsfor
9 ophthalmologist would have the firsthand experience 9 speculation.
10 of diagnosing and treating angiogenic eye disorders ~ 10:09:14 | 10 THE WITNESS: Could you repeat the 10:12:05
11 to which the patent is plainly directed.” 11 question?
12 Do you see that? 12 MR. TRAUPMAN: Yesh.
13 A Yes | seethat. 13 Q Can--someonewhoisnot an
14 Q Okay. Sol just wantto makesurel 14 ophthalmologist, could that person gain knowledge
15 understand. 10:09:25 15 regarding diagnosing and treating angiogenic eye 10:12:13
16 So it isyour opinion that a person of 16 disorders?
17 skill in the art must be an ophthalmologist; is that 17 MS. STRUTHERS: Same objection.
18 correct? 18 THE WITNESS: In my view, the skilled
19 A Inmy view, the skilled artisan is an 19 artisan is an ophthalmologist who has experiencein
20 ophthalmologist with experiencein treating 10:09:39 20 treating angiogenic eye disorders. 10:12:36
21 angiogenic eye disorders, including through the use 21 BY MR. TRAUPMAN:
22 of VEGF antagonists. 22 Q Whatinformation did you consider when
23  Q Right. 23 forming your opinion as to the definition of a
24 And so my understanding of the rest of 24 "person of" -- "of skill in the art"?
25 paragraph 36 isthat if the person isnot an 10:09:53 25 A Could you repeat the question? 10:12:51
Page 47 Page 49
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1 Q Sure 10:12:52 1 legal conclusion and calls for speculation. 10:16:26
2 What information did you consider when 2 THE WITNESS: Again, | -- | don't
3 forming your opinion as to the definition of a 3 understand your question, so | don't know that |
4 "person of skill intheart"? 4 could answer it accurately.
5 A Whenforming my view of the skilled 10:13:08 5 BY MR. TRAUPMAN: 10:16:39
6 artisan, | looked at what the patent was directed 6 Q Soyou, sitting heretoday, can't say, one
7 at, which was treating angiogenic eye disorders, and 7 way or another, whether or not you have to have
8 | believe that only an ophthalmologist would have 8 firsthand experience diagnosing and treating
9 thefirsthand experience of diagnosing and treating 9 angiogenic eye disordersin order to understand the
10 angiogenic eye disorders. 10:13:46 10 subject matter to which the '681 patent isdirected?  10:16:51
11 Q Right. 11 MS. STRUTHERS: Objection.
12 And so is having firsthand experience 12 Mischaracterizes the testimony, but you can answer.
13 diagnosing and treating angio- -- angiogenic eye 13 THE WITNESS: | believe the skilled
14 disorders necessary to understanding the subject 14 artisan is the ophthalmologist who has experiencein
15 matter to which the '681 patent is directed? 10:14:00 15 treating angiogenic eye disorders, and the patentis ~ 10:17:09
16 A Inmy view, theskilled artisan isthe -- 16 directed, you know, towards treating angiogenic eye
17 an ophthalmologist who has experiencein treating 17 disorders, and only the skilled artisan, who is the
18 angiogenic eye disorders. 18 ophthalmologist, would be able to have experiencein
19 Q Yeah, that realy wasn't my question, 19 that arena.
20 though, so let metry to ask it, and just if you 10:14:23 20 BY MR. TRAUPMAN: 10:17:33
21 can-- 21  Q Sowevetaked -- used theterm alot
22 Is having firsthand experience diagnosing 22 aready today, but | want to make sure we have
23 and treating angiogenic eye disorders necessary in 23 agreement asto what it means.
24 order to understand the subject matter to which the 24 Throughout paragraph 36, you refer to
25 '681 patent is directed? 10:14:38 25 "angiogenic eye disorders.” 10:17:45
Page 50 Page 52
1 A Couldyou repeat the question again? 10:14:51 1 Can you tell us what you understand that 10:17:47
2 Q Sure 2 term to mean?
3 Is having firsthand experience diagnosing 3 A Angiogenic eye disorders are conditionsin
4 and treating angiogenic eye disorders necessary in 4 which thereis abnormality of blood vesselsthat can
5 order to understand the subject matter to whichthe  10:15:02 5 lead to leakage and abnormal growth of blood 10:18:13
6 '681 patent is directed? 6 vessals.
7 A Inmy view, the skilled artisan is the 7 Q Allright. Andyouwould agree that wet
8 ophthalmologist who has experience in treating 8 AMD isan angiogenic eye disorder, correct?
9 angiogenic eye disorders, including through the use 9 A Yes | agree
10 of VEGF antagonists, and only the ophthalmologist 10:15:37 |10 Q Would you agreethat DME, diabetic macular  10:18:29
11 would be able to have the firsthand experience of 11 edema, is an angiogenic eye disorder?
12 diagnosing and treating angiogenic eye disorders, 12 A Yes | agree.
13 and that is what the patent is directed at. 13 Q Would you agree that macular edema
14 Q Right. 14 following retinal vein occlusion is an angiogenic
15 | understand that you basically just 10:15:55 15 eyedisorder? 10:18:50
16 reread paragraph 36, but my question isalittle bit 16 A Yes | agree.
17 different. I'm focusing, though, on the firsthand 17 Q Allright. We can maybe switch topics
18 experience diagnosing and treating angiogenic eye 18 again, please. Let'sgo to paragraph 74 of your
19 disorders. 19 declaration, which is page 28.
20 Isit your opinion that having that 10:16:09 20 Areyou there, Dr. Do? 10:19:31
21 firsthand experience of diagnosing and treating 21 A Yes/lam.
22 angiogenic eye disordersis necessary in order to 22 Q Creat.
23 understand the subject matter to which the '681 23 All right. And so at the bottom of page
24 patent is directed? 24 28, you have a section -- or a subsection header
25 MS. STRUTHERS: Objection. Callsfor a 10:16:24 25 stating that effective treatment must be on par with  10:19:48
Page 51 Page 53
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1 the existing standard of care. 10:19:50 1 A Yes 10:22:59
2 Do you see that? 2 Q --okay?
3 A Yes | seethat. 3 A Thatiscorrect.
4 Q Youknow, you can feel freeto refer to 4 Q Okay. Great.
5 the paragraphs that follow, but, broadly speaking, 10:19:57 5 So back to my question: In the January 10:23:06
6 thisispart of your claim construction opinions 6 2011 time frame, how would a person of skill in the
7 regarding what is required by the claims. 7 art determine whether or not one treatment is
8 Y ou understand that, correct? 8 similar to another?
9 A Yes 9 A Yes Theperson of ordinary skill in the
10 Q Andinyour opinion, inorder to practice  10:20:12 10 art at that time period would be familiar with 10:23:23
11 the claims, one would need to have an efficacy that 11 Lucentis and the phase 3 clinical datathat was
12 ison par with the existing standard of care; is 12 available and understand the benefits associated
13 that correct? 13 with using Lucentisin angiogenic eye disorders.
14 A Yes 14 Lucentis had become the standard of care
15 Q Grest. 10:20:35 15 in treating angiogenic eye disorders at that time 10:24:12
16 And can you -- would you just tell us, 16 period.
17 what do you mean when you say "on par"? 17 Q Wadll, let me-- let meexplore. You sad
18 A When| usetheword "on par," I'm 18 "angiogenic eye disorders."
19 referring to something that is similar to some other 19 As of January 2011, | think we all agree
20 comparison I'm doing at that time. 10:21:28 20 that Lucentis had received FDA approval to treat wet ~ 10:24:25
21  Q Okay. And how would aperson of skill in 21 AMD, correct?
22 the art assess whether or not one treatment is 2 A Yes
23 similar to another treatment? 23 Q Had Lucentisreceived FDA approval as of
24 A Andwhat time period are you referring to? 24 January 2011 to treat DME?
25 Q Wil | wantto-- youunderstand thisis ~ 10:21:54 25 A No, it had not yet been approved for DME 10:24:40
Page 54 Page 56
1 claim construction. 10:22:00 1 at that time. 10:24:45
2 Do you understand what time period you're 2 Q Oh,okay.
3 offering opinions of claim construction on? 3 And how about for macular edema following
4 A Yes 4 retinal vein occlusion; had Lucentis been approved
5 Q Okay. What time period is that? 10:22:07 5 for that indication by January 2011? 10:24:54
6 A During the Lucentistime period, are you 6 A Yes, Lucentiswas aready FDA approved for
7 referring to? 7 retinal vein occlusion macular edema.
8 Q No. Let memaybe orient you. 8 Q Okay. Doyouknow when Lucentiswas
9 If you go back to page 22, you have a 9 approved for RVO?
10 larger section heading of Roman numera VIII, "CLAIM  10:22:2510 A | would have to look back to see the 10:25:16
11 CONSTRUCTION." 11 specific date.
12 Do you see that? 12 Q Okay. SoinJanuary 2011, what was the
13 A Oh,yes. 13 standard of care for diabetic macular edema?
14 Q Right. 14 A InJanuary of 2011, the standard of care
15 And you understand -- again, it's your 10:22:30 15 was using off-label Avastin for diabetic macular 10:25:41
16 declaration. You can feel freeto review it, but 16 edema because L ucentis was not yet FDA approved.
17 I'masking all questions within this"CLAIM 17 Q Okay. Andwhat were the -- strike that.
18 CONSTRUCTION" section heading, Doctor. And you 18 What was the efficacy of off-label use of
19 state in section -- in paragraph 61 that you were 19 Avastin to treat diabetic macular edema that would
20 providing these opinions as of January 13th, 2011. 10:22:46 20 have been known to aperson of skill intheartin 10:26:19
21 Do you see that? 21 January of 20117
22 A Yes ldo. 22 MS. STRUTHERS: Objection to form.
23 Q Okay. Sowhen|'m asking you about claim 23 THE WITNESS: Can you repeat the question?
24 construction, I'm assuming you're offering these 24 MR. TRAUPMAN: Sure. Let meask a
25 opinions from the January of 2011 time frame -- 10:22:57 25 different question. 10:26:30
Page 55 Page 57
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1 Q Soif--if aperson-- in January 2011, 10:26:31 1 And theincrease -- MARINA showed themean  10:30:57
2 if aperson of skill intheart istrying to assess 2 increasein visual acuity for MARINA was plus 6.5
3 whether or not a new dosing regimen is on par, to 3 lettersin one dosing group, the .3 milligram group,
4 use your words, with the standard of care for 4 and 7.2 |ettersin the .5 milligram group, correct?
5 diabetic macular edema, where would that person of 10:26:47 | 5 A Thatiscorrect. 10:31:18
6 skill inthe art look to find what the standard of 6 Q Allright. Andthe comparator, which was
7 carefor diabetic macular edemawas in January of 7 asham arm result, had a 10.4-letter decrease,
8 20117 8 correct?
9 MS. STRUTHERS: Objection to form. 9 A Yes, that was one of the results.
10 THE WITNESS: Could you repeat the 10:27:00 10 Q Right. 10:31:29
11 question? 11 So -- and | believe you -- again, using
12 MR. TRAUPMAN: Sure. 12 your word "on par," which you said would also mean
13 Q Wherewould aperson of skill inthe art 13 similar, isatreatment in January of 2011 for wet
14 ook to see what the efficacy of off-label use of 14 AMD that resulted in a 5-letter increase.
15 Avastin to treat diabetic macular edemawasin--as  10:27:21 15 Isthat similar to 6.5- or a 7.2-letter 10:31:48
16 of January of 2011? 16 increase?
17 A Theskilled artisan would look to 17 MS. STRUTHERS: Objection. Callsfor
18 publicationsin the scientific literature and also 18 speculation. Incomplete hypothetical.
19 presentations at continuing medical education 19 THE WITNESS: Could you repeat the
20 congresses to understand what the evidence was for 10:27:49 | 20 question? 10:32:00
21 off-label Avastin use. 21 MR. TRAUPMAN: Yeah.
22 Q Sitting heretoday, can you identify any 22 Q Yousad-- your claim construction is
23 publications or presentations at continuing medical 23 that it has -- the method -- to practice the claimed
24 education conferences showing the efficacy of 24 methods, the efficacy needsto be on par with the
25 off-label Avastin use in diabetic macular edemaon 10:28:15 | 25 standard of care, right? 10:32:07
Page 58 Page 60
1 or before January of 2011? 10:28:19 1 A Yes 10:32:12
2 A | would haveto look back at the 2 Q Thankyou.
3 literature at that time point to give you an 3 And the standard of careis-- as reported
4 accurate answer to that question. 4 in MARINA and asyou just agreed to, is an increase
5 Q Okay. Soyou--onpage3l, paragraph 81,  10:29:24 5 inletters -- and we're talking about BV CA [sic] 10:32:22
6 you summarize the results of the MARINA study. 6 measurement, correct?
7 Do you see that? 7 A That was part of the research study.
8 A | seethosewords. 8 Q Right
9 Q Right 9 But the -- you're -- the specific data
10 And -- correct meif I'm wrong -- the -- 10:30:07 10 that you're reporting in paragraph 81 of plus 6.5 10:32:35
11 and -- let mejust take a step back, and I'll 11 and plus 7.2 lettersisBV- -- CVA, best corrected
12 withdraw that prior question. 12 visua acuity, correct?
13 MARINA studied Lucentisin wet AMD 13 A Yes, thatiscorrect.
14 patients, correct? 14 Q Andsomy questionforyouis--I'mjust
15 A Thatiscorrect. 10:30:19 15 trying to understand how you delineate your claim 10:32:54
16 Q Itwasoneof -- oneof the pivotal 16 construction.
17 studiesthat led to FDA approval of Lucentis for wet 17 If | practice amethod, in January of
18 AMD; isthat correct? 18 2011, that resultsin an increase in BCVA of plus5
19 A Thatiscorrect. 19 letters, isthat on par with the results of MARINA?
20 Q Andyouwould agreethat MARINA was 10:30:30 | 20 MS. STRUTHERS: Objection. Callsfor 10:33:16
21 informative of the standard of care for wet AMD as 21 speculation. Incomplete hypothetical.
22 of January 2011, correct? 22 THE WITNESS: What study are you referring
23 A Yes Theresults showed Lucentis was 23 to?
24 beneficial, and it changed the standard of care. 24 BY MR. TRAUPMAN:
25 Q Right. 10:30:53 25 Q I'mnotreferring to any study. I'm 10:33:22
Page 59 Page 61
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1 trying to understand how one would determinewhether  10:33:25 1 depended on how severe the condition was? 10:36:59
2 or not a-- amethod is on par with the standard of 2 MS. STRUTHERS: Objection.
3 care. 3 Mischaracterizes the testimony.
4 That's your opinion, right? 4 THE WITNESS: Could you ask the question
5 A Yes 10:33:35 5 again? 10:37:10
6 Q Okay. Sohow would | go about -- if | get 6 MR. TRAUPMAN: Yeah.
7 aresult -- | follow the MARINA trial protocol, just 7 Q InJan---inJanuary of 2011, the
8 with adifferent agent, different -- different 8 standard of care for diabetic retinopathy --
9 molecule, and my result is plus 5 | etters, instead 9 A Retinopathy.
10 of plus6.5 or 7.2 letters, in your opinion, isthat ~ 10:33:50 10 Q --retinopathy -- thank you -- would have ~ 10:37:29
11 result on par with the standard of care as of 11 depended on how severe the condition was?
12 January 2011? 12 A Theophthamologist would evaluate a
13 MS. STRUTHERS: Same objections. 13 patient with diabetic retinopathy to determine the
14 THE WITNESS: The skilled artisan would 14 severity of the condition. The severity of the
15 look at the totality of the scientific evidence, 10:34:10 15 diabetic retinopathy would affect any treatment 10:37:55
16 looking at phase 3 clinical trials, to understand if 16 recommendations.
17 atreatment was similar to the standard of care at 17 Q Andsoisit correct, the severity of the
18 that time. 18 diabetic retinopathy -- I'm never going to get it
19 BY MR. TRAUPMAN: 19 right -- would have affected the standard of care,
20 Q Sotheskilled artisanwould needtolook — 10:34:42 20 correct? 10:38:17
21 at phase 3 clinicdl trial results to understand 21 MS. STRUTHERS: Same objection.
22 whether or not a particular treatment was similar to 22 THE WITNESS: Evaluation is necessary to
23 the standard of care? 23 determine the severity of diabetic retinopathy.
24 MS. STRUTHERS: Objection. 24 MR. TRAUPMAN: Right.
25 Mischaracterizes the testimony. 10:34:55 25 Q And depending on the severity of the 10:38:55
Page 62 Page 64
1 THE WITNESS: | said that the skilled 10:35:00 1 diabetic -- strike that. 10:39:00
2 artisan would look at the totality of the evidence, 2 The severity of the diabetic retinopathy
3 which could include phase 3 clinical trias. 3 affectswhat the treatment is at -- or did at least
4 BY MR. TRAUPMAN: 4 affect the treatment as of January 2011, correct?
5 Q Wouldyou be ableto term -- determine 10:35:11 5 A Diabetic retinopathy can have different 10:39:32
6 whether or not atreatment is similar to the 6 severity, and the ophthalmologist would need to
7 standard of care without phase 3 clinical trials? 7 evaluate the patient to determine, you know, the
8 A Theskilled artisan would have to look at 8 level of diabetic retinopathy in that individual
9 all the evidence that was available in order to 9 patient.
10 determineif a new medication was beneficial and 10:35:36 |10 Q Right. 10:39:56
11 similar to the existing standard of care. 11 And the level of severity of diabetic
12 Q [I'msorry. | forgot, when we were talking 12 retinopathy in the patient affects the -- the
13 about angiogenic eye disorders, one other condition: 13 treatment for that particular patient, correct?
14 Diabetic retinopathy. 14 A Wasthereaquestion?
15 Isthat an angiogenic eye disorder? 10:36:08 15 Q Yes 10:40:29
16 A Yssitis 16 | said: Thelevel of severity of diabetic
17 Q What wasthe standard of care for diabetic 17 retinopathy in the patient affects the treatment for
18 retinopathy in January 2011? 18 that particular patient, correct?
19 A [n2011, diabetic retinopathy would need 19 A Theophthamologist would need to evaluate
20 to be evaluated to determine the severity of that 10:36:34 20 apatient with diabetic retinopathy to determinethe  10:40:46
21 condition to determine what the standard of care 21 severity; and based on that, you know, the
22 would be. 22 ophthalmologist would recommend the next steps.
23 Q Isee 23 Q Aretheredifferent levels or grades of
24 So the stand- -- in January of 2011, the 24 diabetic retinopathy -- retinopathy?
25 standard for diabetic retinopathy would have 10:36:56 25 A Inmy declaration, | did not go into the 10:41:26
Page 63 Page 65
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1 specific details of the grading of diabetic 10:41:30 1 in patient notes -- a patient chart, correct? 10:44:24
2 retinopathy. 2 A Yes | evduate patients with diabetic
3 Q Okay. ButI'masking you, as aexpert 3 eyediseasein my clinical practice.
4 ophthamologigt, if there are different levels of 4  Q I'mtalking specifically about diabetic
5 gradation of diabetic retinopathy. 10:41:42 5 retinopathy, okay? That's my question specific to 10:44:40
6 A Therearedifferent grades of diabetic 6 not diabetic eye disease but diabetic retinopathy.
7 retinopathy. 7 Areyou with me Dr. Do?
8 Q Okay. What arethey? 8 A Yes
9 A Again, | did not go into details about the 9 Diabetic eye disease is diabetic
10 grading of diabetic retinopathy in my declaration; 10:42:09 10 retinopathy. 10:44:52
11 and in order to give you the most accurate answer, 11 Q Okay. Thank you.
12 1'd have to take a closer look at that topic to 12 So diabetic macular edemais not diabetic
13 provide you with the most up-to-date answer for you. 13 eyedisease?
14 Q Doyou treat patients with diabetic 14 A Diabetic macular edemais diabetic eye
15 retinopathy in the clinic currently? 10:42:47 15 disease. It'sjust aspecific diagnosiswithinthe  10:45:05
16 A Andwhat levels of diabetic retinopathy 16 realm of diabetic eye disease.
17 areyou referring to? 17 Q Right.
18 Q Doyou treat patients -- you state in your 18 And a different diagnosisis -- diagnosis
19 declaration you spend -- strike that. 19 isdiabetic retinopathy, correct?
20 In your declaration, you state currently 10:43:08 20 A Diabetic retinopathy, yes, isdiabeticeye  10:45:15
21 you spend about two days aweek in the clinic -- 21 disease.
22 A Yes |do. 22 Q Wadl, | want to make sure we are saying
23 Q --isthat correct? 23 the same thing.
24 A Thatiscorrect. 24 Diabetic eye disease includes both
25  Q High- -- high-volume practice, correct? 10:43:14 25 diabetic macular edema and diabetic retinopathy, 10:45:27
Page 66 Page 68
1 A Iseealotof patients. 10:43:17 1 correct? 10:45:31
2 Q Right 2 A Yes
3 Twenty patients a day? 3  Q Right
4 A Morethan 20 patients. 4 So not -- not every diabetic eye disease
5 Q Morethan 20 patients aday. 10:43:25 5 isadiabetic retinopathy; isthat correct? 10:45:35
6 More than 30 patients a day? 6 A Diabetic eye diseaseis diabetic
7 A Sometimes more than 30 patients. 7 retinopathy.
8 Q Sointhosetwo daysthat you're pra- -- 8 Q Soyour belief isdiabetic retinopathy and
9 doing clinical practice, 50 patients aweek, at 9 diabetic eye disease are synonymous?
10 least, correct? 10:43:40 10 MS. STRUTHERS: Objection. Beyond the 10:46:06
11 A That'scorrect. 11 scope.
12 Q Okay. Do those-- among those 50 or more 12 THE WITNESS: | didn't -- not go into the
13 patients that you, on average, see aweek, are 13 nuances of the nomenclature regarding diabetic
14 those -- included in those patients, are they 14 retinopathy or diabetic eye disease, and so | don't
15 patients who have diabetic retinopathy? 10:43:52 15 feel comfortable going into depth about the 10:46:24
16 A | doexamine patients with diabetic 16 nomenclature at thistime.
17 retinopathy. 17 BY MR. TRAUPMAN:
18 Q Anddoyou needto -- do you assessthe -- 18 Q Allright. Well, | wasusing -- | was
19 thelevel of their diabetic retinopathy when you see 19 asking you about diabetic retinopathy, and you kept
20 patientsintheclinic? 10:44.07 20 on saying "diabetic eye disease," and so | wasn't 10:46:37
21 A Yes. Whenl seeapatient with diabetic 21 trying to introduce a "diabetic eye disease”
22 eyedisease, | carefully examine their eyes and 22 nomenclature into this. I'm focusing on diabetic
23 assess their disease. 23 retinopathy, which isin your declaration, okay? So
24 Q Right. 24 1'm asking about diabetic retinopathy.
25 And you note that diagnosis -- diagnosis 10:44:21 25 When -- and when you diagnose patients, 10:46:55
Page 67 Page 69
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1 you note that -- you note the level of -- of -- of 10:46:58
2 their diabetic retinopathy in their patient chart,
3 inyour clinical practice today, correct, Dr. Do?
4 A Inmyclinica practicetoday, yes, |
5 document al thefindings | discover on clinica 10:47:14
6 examination --
7 Q Right.
8 A --inthechart.
9 Q Andamong thosefindingsisthelevel of
10 the diabetic retinopathy, correct? 10:47:22

11 A If apatient had diabetic retinopathy, |
12 would document the severity of it.
13 Q Right. Okay.

answered. 10:49:27
THE WITNESS: Asl| stated, | did not go
into the details of the different stages of diabetic
retinopathy in my declaration; and, therefore,
although 1'd be happy to discussit at a different 10:49:53
time, right now, in order to give you the most
accurate answer, | couldn't do that at thistime
without looking at more data for you.
MR. TRAUPMAN: Great.
10 Q What -- what was the standard of care for
11 diabetic retinopathy in January of 2011, Dr. Do?
12 A In2011, the standard of care for diabetic
13 retinopathy depended on the severity of the disease.

© 0 N o U b~ W NP

10:50:12

14 And when you're conducting those patient 14 Q Allright. How about for severe diabetic
15 exams, do you go consult medical textbooks and other  10:47:39 | 15 retinopathy; what was the standard of care for 10:50:52
16 outside sourcesin order to assess the level of 16 severe diabetic retinopathy in January of 2011?
17 diabetic retinopathy in your high-volume practice, 17 A InJanuary of 2011 -- are you discussing
18 when you're seeing 25 or more patients a day? 18 diabetic retinopathy without diabetic macular edema?
19 MS. STRUTHERS: Objection. Argumentative. 19 Q Yes
20 Y ou can answer. 10:47:51 20 A In 2011, there were not yet any approved 10:51:46
21 THE WITNESS: Inmy clinical practice 21 anti-VEGF, you know, agents for diabetic retinopathy
22 today, | have vast experience taking care of 22 at that time; and, therefore, many patients who had
23 patients, and | can diagnose them in the clinic 23 severe nonproliferative diabetic retinopathy were
24 using thefindings | see on clinical examination and 24 either observed, because there was no other therapy,
25 ancillary imaging that | might order. 10:48:16 25 or, in some cases, laser photocoagulation was used. 10:52:25
Page 70 Page 72
1 MR. TRAUPMAN: Okay. Great. 10:48:20 1 In other instances, off-label Avastin was used. 10:52:45
2  Q Sobased onyour vast experience di- -- 2 Q What'sthe standard of care today for
3 diagnosing patients with diabetic retinopathy, can 3 patients with severe nonproliferative diabetic
4 you please explain for us today what the different 4 retinopathy?
5 levels of diabetic retinopathy are? 10:48:28 5 MS. STRUTHERS: Objection. Beyond the 10:53:50
6 MS. STRUTHERS: Objection. Beyond the 6 scope.
7 scope. 7 THE WITNESS: In my declaration, | did not
8 THE WITNESS: I'd be happy to explain it 8 discussthe current standard of care of severe
9 on adifferent date, when | have more timeto review 9 nonproliferative diabetic retinopathy; therefore, |
10 that data, but today | didn't includeitin my 10:48:53 10 couldn't accurately answer that question without 10:54:10
11 declaration. 11 having more time to evaluate all the data on that
12 BY MR. TRAUPMAN: 12 topic.
13 Q Soyou'renot going to answer and tell me 13 MR. TRAUPMAN: [ just want to understand
14 what the different levels of diabetic retinopathy 14 your testimony.
15 are? 10:49:08 15 Q Without having moretimeto consider other ~ 10:54:25
16 Is--am -- | just want to understand your 16 data, you, sitting here today, can't tell me what
17 testimony. 17 the standard of care today isfor a patient with
18 MS. STRUTHERS: Objection. Argumentative. 18 severe nonproliferative diabetic retinopathy; is
19 Mischaracterizes the testimony. 19 that your testimony?
20 THE WITNESS: Could you repeat the 10:49:19 20 MS. STRUTHERS: Objection. 10:54:39
21 question? 21 Mischaracterizes the testimony.
22 BY MR. TRAUPMAN: 22 THE WITNESS: | did not discussthe
23 Q | justwantyou to tell me what the 23 standard of care today for severe nonproliferative
24 different levels of diabetic retinopathy are. 24 diabetic retinopathy; therefore, in order to give
25 MS. STRUTHERS: Objection. Asked and 10:49:26 | 25 you the most accurate answer, | would need moretime  10:55:05
Page 71 Page 73
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1 to evaluate the data to provide you with the most 10:55:11 1 retinopathy and is part of the standard of care. 10:57:40
2 accurate answer. 2 Q Allright. Let'smoveon.
3 BY MR. TRAUPMAN: 3 Y ou have para- -- page 44, paragraph 107.
4 Q Wall, I find that fairly incredible for 4 The bottom -- the last sentence in that paragraph,
5 someone who has a high-volume practice of retina 10:55:27 5 you say (asread): "In my opinion the Challenged 10:58:28
6 patients, but | also want to challenge your 6 Claimsare not so limited, instead relate to both
7 assertion that you didn't talk about the standard of 7 clinical studiesand clinical practice.”
8 caretoday for patients with diabetic retinopathy, 8 Do you see that?
9 because, on paragraph 170 of your report, you talk 9 A Which paragraph?
10 about the fact that EY LEA is approved for diabetic 10:55:41 10 Q One--107. 10:58:39
11 retinopathy, and then you go on to talk about how 11 A Okay.
12 you use EYLEA to treat your patients today and talk 12 Q | justreadthelast sentence.
13 about the steps you perform when practicing -- 13 A Okay.
14 allegedly practicing the patent. 14 Q Doyou seethat?
15 So do you use EY LEA to treat diabetic 10:55:55 15 A Yes 10:58:52
16 retinopathy today -- 16 Q Okay. Great.
17 MS. STRUTHERS: Objection. 17 So -- sojust to understand you, so it's
18 BY MR. TRAUPMAN: 18 your opinion -- correct meif I'm wrong -- that the
19 Q --Dr.Do? 19 challenged claims at issue in this proceeding relate
20 MS. STRUTHERS: Objection. Argumentative.  10:56:01 | 20 to both clinical studies and clinical practice, 10:59:11
21 If you want to repeat your question. 21 correct?
22 THE WITNESS: Can you repeat where you -- 22 A Asl| stated in my opinion, the challenged
23 MR. TRAUPMAN: Yeah. 23 claimsrelate both to clinical studies and clinical
24 THE WITNESS: -- arereferring? 24 practice.
25 MR. TRAUPMAN: 170. 10:56:08 25 Q Great. 10:59:26
Page 74 Page 76
1 THE WITNESS: Paragraph 1- -- 10:56:09 1 And when you say "clinical practice,” what ~ 10:59:27
2 MR. TRAUPMAN: Yes. 2 areyou referring to there?
3 THEWITNESS: -- 70? 3 A [I'mreferring to taking care of patients
4 | see paragraph 170. 4 intheclinic outside of clinical trials.
5 MR. TRAUPMAN: Right. 10:56:39 5 Q Soany--anyadministrationto apatient ~ 10:59:51
6 Q And--andthen -- and then, if you go on, 6 outside the context of the clinical study would be
7 you -- in your paragraph 198, just asa 7 clinical practice?
8 for-instance -- are you there? 8 A Yes
9 A Yes | seethat. 9 Q Andl takeit your opinion isthat someone
10 Q "Physicians, including myself, treat 10:56:56 10 would -- strike that. 11:00:07
11 patients experiencing” anumber of things, including 11 Your opinion isthat a practicing
12 DR -- that's diabetic retinopathy, right? 12 ophthalmologist would still follow the claimed
13 That's true today, right, Dr. Do? 13 methods that are at issue here -- the claims are all
14 A Yes, thatiscorrect. 14 methods -- in clinical practice, correct?
15 Q AndI'mnotimagining things. 10:57:07 15 A Yes, theophthamologist seespatientsin ~ 11:00:26
16 That'sin your declaration, right? 16 clinical practice.
17 MS. STRUTHERS: Objection. Argumentative. 17 Q Right.
18 Y ou can answer. 18 And the ophthalmologist will, in your
19 THE WITNESS: Yes, | stated that. 19 opinion, apply the exclusion criteriathat are set
20 BY MR. TRAUPMAN: 10:57:15 20 forthin the challenged claimsin clinical practice,  11:00:38
21 Q Okay. Soisyour treatment of patients 21 correct?
22 today using EYLEA for diabetic retinopathy in 22 A Yes
23 accordance with the standard of care -- the current 23 Q What'sthe purpose of applying those
24 standard of care? 24 exclusion criteria-- the three that are recited in
25 A Yes today EYLEA isapproved for diabetic ~ 10:57:33 25 the challenged claims -- in clinical practice? 11:00:54
Page 75 Page 77
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1 A Couldyou repeat the question? 11:01:07 1 THE WITNESS: Could you repesat your 11:04:49
2 Q Sure 2 question?
3 What's the purpose of applying the three 3 MR. TRAUPMAN: Yeah.
4 claimed exclusion criteriain clinical practice? 4  Q Agan--andI'mredly not trying to
5 A Thepurpose of applying the exclusion 11:01:37 5 mischaracterize your testimony or the document, but ~ 11:04:55
6 criteriain clinical practice would be to practice 6 my understanding is -- just reading the first
7 the claim and to treat patients according to the 7 sentence, isyou're providing an explanation asto
8 claimed method. 8 what the purpose of the claimed exclusion criteria
9 Q Dothe-- doespracticing the claim, 9 areintheclinical trial context.
10 including practicing the three exclusion criteria, 11:02:03 10 Isthat correct? 11:05:11
11 inclinical practice offer any benefitsto the 11 A Inparagraph 124, | state that, by 2011,
12 patient? 12 the POSA would have been familiar with the concept
13 A What benefits are you referring to? 13 of exclusion criteriaand with their purpose in the
14  Q I'masking awide-open question to seeif 14 clinical tria context.
15 you can identify any benefits to the patient that 11:02:23 15 Q Right 11:05:31
16 result from some -- an ophthalmologist practicing 16 In fact, if you look at the very top of
17 the claimed methods, including the claimed exclusion 17 the next page, the subheading is"The purpose of
18 criteria, in clinical practice. 18 exclusion criteriain clinical trials," right?
19 MS. STRUTHERS: Objection to form. Vague. 19 A Yes
20 THE WITNESS: Canyou bemore specificin =~ 11:02:45 |20 Q Soit'sfairto say thisentire subsection  11:05:39
21 your question? 21 istalking about the purpose of exclusion criteria
22 BY MR. TRAUPMAN: 22 intheclinical tria context, correct?
23 Q Canyouidentify any clinical benefits 23 A Yes, thissection deals with that topic.
24 that result from someone practicing -- strike that. 24 Q Right.
25 Can you identify any clinical benefits 11:03:03 25 Y ou formed opinionsin this proceeding 11:05:57
Page 78 Page 80
1 that result from an ophthalmologist, in clinical 11:03:04 1 about the purpose of -- of exclusion criteriainthe  11:05:58
2 practice, practicing the claimed methods, including 2 clinical trial context, correct?
3 specificaly applying the three exclusion criteria? 3 A | discussthe purpose of exclusion
4 MS. STRUTHERS: Same objection. 4 criteriain clinical trialsin this section.
5 THE WITNESS: What benefits are you 11:03:27 5 Q Right. 11:06:12
6 specificaly referring to? 6 Did you form opinionsin this proceeding
7 BY MR. TRAUPMAN: 7 about the purpose of exclusion criteriain the
8 Q [I'maskingif you -- you, asan expert on 8 clinical practice context?
9 behalf of Regeneron, can identify any benefits. 9 A Couldyou repeat your question?
10 A Inorder toidentify benefitsto the 11:03:38 10 Q VYes 11:06:54
11 individua patient, the ophthalmologist would have 11 Did you form opinionsin this proceeding
12 to evaluate the patient, perform the examination, 12 about the purpose of the claimed exclusion criteria
13 look at ancillary imaging studies to determine the 13 intheclinical practice context?
14 benefit for that individual patient. 14 A Inmy declaration, | state that, "Given
15 Q Of practicing the claimed methods? 11:03:59 15 the knowledge that a key purpose of exclusion 11:07:44
16 A Yes, of --intreatment, they would need 16 criteriawasto avoid safety issues, and the
17 to assess the patient to evaluate the benefit. 17 understanding that" the "study protocols were not
18 Q Allright. Let'sgoalittle bit forward, 18 proven until tested, the POSA looking to prior
19 to paragraph 124. And just looking at that first 19 studies for the purpose of designing or selecting
20 sentence of paragraph 124, you describe the purpose  11:04:34 | 20 exclusion criteriafor use in the claimed methods 11:08:02
21 of the claimed exclusion criteriain the clinical 21 would have looked to exclusion criteria from studies
22 trial context. 22 that had published, positive safety results, ideally
23 Do you see that? 23 using the same anti-VEGF agent, in asimilar
24 MS. STRUTHERS: Objection. 24 condition and patient population. Thisis because
25 Mischaracterizes the testimony. 11:04:47 25 such datawould be more informative as to the 11:08:21
Page 79 Page 81
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1 appropriateness of the referenced exclusion criteria  11:08:26 1 claimed exclusion criteriato avoid safety issuesin ~ 11:14:41
2 inthe population that the POSA intended to treat. 2 clinical practice?
3 The POSA would therefore look to studies that had 3 A Akey purpose of the exclusion criteria
4 treated subjects with the same condition as the 4 wasto identify and exclude individuals with
5 claimed methods." 11:08:39 5 preexisting conditionsthat could increasetherisk ~ 11:15:00
6 Q Okay. Youjustread the entirety of the 6 of adverse events or confounding study results.
7 paragraph 126, correct? 7 Q Confounding study results, that's
8 A |Ireadthewordsthat | madein my 8 something that's specific to clinical trials,
9 declaration, yes. 9 though, right?
10 Q Right. 11:08:58 10 A Yes, confounding study results refersto 11:15:15
11 And from -- from paragraph 126, correct? 11 clinicdl trials.
12 A Yes, thatiscorrect. 12 Q Right.
13 Q Right. 13 So I'm focusing on the applicability of
14 Does that paragraph apply to clinical 14 the exclusion criteriain clinical practice, not
15 practice? 11:09:07 15 clinical trids. 11:15:25
16 A Sorry. Could you repesat the question? 16 Would you agree that the key purpose of
17 Q Does paragraph 126 of your declaration 17 the exclusion criteriawas to avoid safety issuesin
18 apply to clinical practice? 18 clinical practice?
19 A Inmy declaration, | discuss that the POSA 19 MS. STRUTHERS: Objection.
20 would look to prior studies for the purpose of 11:12:11 20 Mischaracterizing the document. 11:15:36
21 designing or selecting exclusion criteriafor usein 21 THE WITNESS: | mention in my declaration
22 the claimed methods and would have looked to 22 that the POSA would have recognized the concept of
23 exclusion criteriafrom studies that had been 23 exclusion criteriaand their purposein clinica
24 published with positive safety results, ideally 24 trias and the POSA would have understood that a key
25 using the same anti-VEGF agentsin similar 11:12:33 25 purpose of exclusion criteriawas to identify and 11:16:08
Page 82 Page 84
1 conditions and patient population, and the POSA 11:12:37 1 excludeindividuals with preexisting conditionsthat ~ 11:16:11
2 would use thisinformation to help guide their 2 could increase the risk of adverse events and
3 treatment in clinical practice. 3 safety.
4 Q Sotheanswer | -- am | understanding that 4 BY MR. TRAUPMAN:
5 you -- your opinion is that -- strike that. 11:13:05 5 Q Isthat purposelimitedtoclinica trials  11:16:21
6 Am | correct in understanding that 6 oristhat also applicableto clinical practice,
7 paragraph 126 of your declaration does apply to 7 what you just said?
8 clinical practice? 8 A Theexclusion criteriawould be applied in
9 A Could you ask that again? 9 both clinical trials and clinical practice, if one
10 Q Right. 11:13:29 10 were to practice the claimed methods. 11:16:55
11 Isit your opinion that paragraph 126 is 11 Q That doesn't realy answer my question,
12 meant to apply to clinical practice and not just 12 though.
13 clinical trials? 13 Would you agree, "yes" or "no," Doctor,
14 A Asl mentioned in my declaration, the 14 that the key purpose of the claimed exclusion
15 exclusion criteriawould be applied in both clinical  11:14:01 15 criteriawas to identify and exclude individuals 11:17:05
16 trialsand in clinical practice, if we're practicing 16 with preexisting conditions that could increase the
17 the claimed method. 17 risk of adverse eventsin clinical practice?
18 Q Right. 18 MS. STRUTHERS: Objection to form.
19 Let mejust -- | understand that. 19 THE WITNESS: Could you rephrase the
20 But you're talking about the purpose, here  11:14:26 20 question? 11:17:18
21 in 126, of exclusion criteriaisto avoid safety 21 BY MR. TRAUPMAN:
22 issues, and you go on from there. | just read the 22 Q Wouldyou agree, Dr. Do, that akey
23 first part of it. I'm not trying to crop quote; I'm 23 purpose of the claimed exclusion criteriaisto
24 just directing you. 24 identify and exclude individuals with preexisting
25 Is the purpose of the exclusion -- the 11:14:40 25 conditionsthat could increase therisk of adverse 11:17:30
Page 83 Page 85
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1 eventsin clinical practice? 11:17:34 1 them to determine if they met any of the exclusion 11:20:16
2 MS. STRUTHERS: Objection to form. 2 criteria.
3 THE WITNESS: In order to evaluate 3 MR. TRAUPMAN: | don't disagree with that
4 patientsin clinical practice, one would have to 4 one bit, but that's not the subject of my question,
5 examine the patient to determine if they met any 11:18:01 5 very respectfully. 11:20:26
6 exclusion criteria, and so the ophthalmologist -- 6 I'm asking what the purpose of applying
7 the POSA would have to see the patient, look under 7 theexclusion criteriaarein clinical practice.
8 thedit lamp, perform adilated fundus exam to 8 Let me just ask a broad question.
9 determineif that patient met any exclusion 9 Q Whatisthe purpose of utilizing the
10 criteria. 11:18:29 10 claimed exclusion criteriain clinical practice? 11:20:39
11 BY MR. TRAUPMAN: 11 MS. STRUTHERS: Objection to form.
12 Q Areyou done with your answer? 12 Compound.
13 A Yes 13 THE WITNESS: Could you repeat the
14 MR. TRAUPMAN: | moveto strikeit as 14 question again?
15 nonresponsive. 11:18:35 15 BY MR. TRAUPMAN: 11:20:58
16 I'm going to ask my question again. 16 Q Whatisthe purpose of utilizing the
17 Q Dr. Do, would you agree that a key purpose 17 claimed exclusion criteriain clinical practice?
18 of the claimed exclusion criteriais to identify and 18 A Inmy declaration, | discuss the purpose
19 exclude individuals with preexisting conditions that 19 of exclusion criteriain clinical trids; and |
20 could increase therisk of adverse eventsin 11:18:47 20 further discussthat, in clinical practice, the POSA  11:23:15
21 clinical practice? 21 and | would have to evaluate the patient and
22 MS. STRUTHERS: Again, objection to form. 22 actively examine them to determineif they had any
23 THE WITNESS: In clinica practice, in 23 activeissuesin their eyesthat would change my
24 order to determine if a patient met any exclusion 24 treatment recommendation for that patient, if they
25 criteria, one would have to examine them carefully 11:19:07 | 25 met any of the exclusion criteria. 11:24:11
Page 86 Page 88
1 using dlit lamp biomicroscopy, dilated fundus exam, 11:19:14 1 Q Canyou pointto meanywherein your 11:24:17
2 toseeif they had any exclusion criteria 2 declaration where you discuss the purpose of
3 BY MR. TRAUPMAN: 3 utilizing the claimed exclusion criteriain clinica
4 Q Doctor, very respectfully, that doesn't 4 practice?
5 answer my question, okay? 11:19:27 5 A Onpage83, paragraph 184, | discuss, in 11:24:53
6 My question isn't how you determine and 6 clinical practice, how | assessthe patient at each
7 identify if -- someone with or without the exclusion 7 visit before administering the intravitreal
8 criteriain clinical practice. My questionis 8 injection.
9 directed to the purpose of the exclusion criteriain 9 Q You'restll flipping through pages. |
10 clinical practice. 11:19:40 10 want to make sure I'm not cutting you off. 11:25:54
11 Do you understand the distinction between 11 Are you done with your answer, or do you
12 those two concepts? 12 have more to add?
13 MS. STRUTHERS: Objection. Argumentative. 13 A I'mdone
14 THE WITNESS: Perhaps you could rephrase 14 Q Thank you.
15 your question, then. 11:19:47 15 So paragraph -- you identified paragraph 11:26:09
16 MR. TRAUPMAN: Yeah. 16 184 asidentifying the purpose of the exclusion
17  Q | wantto understand -- do you understand 17 criteriain clinical practice, correct?
18 there's adifference between how you determine 18 A | stated that -- in paragraph 184, |
19 whether a patient has exclusion criteria and what 19 discusswhat | doin clinica practice to actively
20 the purpose of the exclusion criteria are? 11:19:54 20 evaluate a patient to determineif they have any 11:26:40
21 Do you understand that those are two 21 signsof other active conditionsin the eye that
22 different concepts, maam? 22 would fit exclusion criteriafor that patient.
23 MS. STRUTHERS: Same objection. 23 Q Right.
24 THE WITNESS: The ophthalmologist would 24 And you'd agree with me that the steps
25 need to examine the patient and actively evaluate 11:20:13 25 you're describing in paragraph 184 describe the 11:27:03
Page 87 Page 89
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1 standard of care for administrating -- administering ~ 11:27:07 1 increased the risk of infection associated with 11:30:44
2 intravitreal injections, correct? 2 intravitreal injections, correct?
3 MS. STRUTHERS: Objection. 3 A Would you rephrase the question?
4 Mischaracterizes the document. 4 Q Sure
5 THE WITNESS: In paragraph 184, | describe  11:27:32 5 So one of the reasons why you perform your  11:30:54
6 what | doin clinical practice when | treat a 6 pre-injection examination that you describein
7 patient with EYLEA. | assess the patient before 7 paragraph 14- -- 184 is because the patient could
8 administering the individual injection and carefully 8 have certain conditions that increase the risk of
9 examine the eye to make sure that there are no other 9 infection associated with the -- the administration
10 activeissues that would make me pause and not 11:28:09 10 of anintravitreal injection, correct? 11:31:12
11 perform the injection. 11 A Before performing an injection, | evaluate
12 MR. TRAUPMAN: Right. 12 the patient, assess for any other conditionsin the
13 Q And-- but you're not just describing the 13 eye; and if there are no other active conditions,
14 stepsyou take. You're describing the steps that, 14 then | would, you know, proceed with the
15 in your opinion, most retinal specialists take, 11:28:25 15 intravitreal injection of the anti-VEGF agent. 11:31:59
16 correct? 16 Q Right.
17 A Based on my experience working with and 17 And, conversely, if there are active
18 speaking with other retina specialists, | believe 18 conditions, you need to make further evaluation to
19 most retina specialists practice the way | practice 19 determine whether or not it's appropriate to proceed
20 aswell. 11:28:40 20 with theintravitreal injection; that's what you 11:32:10
21  Q Right. 21 describe in paragraph 184, correct?
22 And one of the things you're -- one of the 22 A Thatiscorrect.
23 reasons why you're performing this eval uation that 23 Q And because -- and that -- the reason why
24 you describe in paragraph 184 is to make sure there 24 you perform that evaluation and then make an
25 won't -- there's not any increased risks or any 11:28:53 25 assessment based on that evaluation is becausethere  11:32:23
Page 90 Page 92
1 concerns about performing the intravitreal 11:28:58 1 are conditionsthat can increase therisk associated ~ 11:32:25
2 injection, correct? 2 with the intravitreal injection, correct?
3 A Inevauating the patient before the 3 A | would need to actively evaluate and
4 intravitrea injection, I'm assessing multiple 4 examine the patient to determine any conditionsin
5 factors, including the diagnosis of the patient's 11:29:15 5 the eye at that time that could pose asafety risk.  11:32:44
6 condition and to look for any other active 6 Q Right
7 conditions that could be occurring in the eye that 7 And, infact, you talk about how the fact
8 would affect the patient's, you know, safety. 8 that sometimes -- not often -- but sometimes you
9 Q Right 9 make the assessment that there is a safety risk
10 Because other active conditionsintheeye  11:29:41 10 associated with theintravitreal injection, andyou  11:32:56
11 may increase the risks associated with an 11 don't proceed with the -- with the injection,
12 intravitreal injection, correct? 12 correct?
13 A Incertain conditions, the risks could be 13 A Inmy declaration, | did discuss that
14 increased with intravitreal injectionsif a patient 14 there are rare cases where | will withhold the
15 has another active issue in the eye. 11:30:09 15 injection because of other issues that I've 11:33:18
16 Q Right. 16 identified on the examination.
17 So, for instance, as we talked about 17 Q Right.
18 earlier today, one of the risks, even in the best of 18 And some of those issues are safety
19 circumstances, of an intravitreal injectionis 19 issues, right?
20 infection, correct? 11:30:21 20 A Therecould be different issuesthat could  11:33:32
21 A Yes,inintravitrea injection, arisk 21 affect it, and one of them could be safety, yes.
22 could beinfection. 22 MR. TRAUPMAN: Why don't we take a break.
23 Q Right. 23 THE VIDEOGRAPHER: This marksthe end of
24 And so if the patient can have other 24 MediaNo. 2. Off therecord. Thetimeis11:33.
25 conditions, but -- based on your examination that 11:30:41 25 (Recess.) 11:33:49
Page 91 Page 93
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1

THE VIDEOGRAPHER: This marksthe 11:45:38
2 beginning of Media No. 3 in the deposition of

3 Dr. DianaDo. We're back on therecord. Thetime

4 is11:45.
5 MR. TRAUPMAN: Welcome back, Dr. Do. 11:45:50
6 | just want to kind of pick up afew -- a

7 few topics that we had before we took our break.

8

Q Aswe--wesaw, it's-- well, let me --

9 let meask: Is-- doyou -- well, let me just
10 with -- start all over. I'msorry. | need to get

11 back in my flow.

12

When you're conducting aclinical trial,

11:46:11

13 are you achieving efficacy on par with the existing
14 standard of care?

15
16

19

MS. STRUTHERS: Objection to form.

11:46:24

THE WITNESS: Which clinical trial are you
17 referring to?
18 BY MR. TRAUPMAN:

Q Anyclinical trial. A clinical tria of a

20 study to continue -- to conduct the study of the

21 efficacy of amolecule.

11:46:36

1

2 aready earlier today, page 28 -- oh, my colleague
3 issaying maybe a summary paragraph.

4

5 "ltisaso my opinion, for at least thereasonsset ~ 11:48:32
6 forth below, that the claimed," quote, "'method for
7 treating™ closed quote, "must achieve efficacy that
8 ison par with the existing standard of care at the

9 time the '681 patent wasfiled."

10
11
12
13

14 that we are discussing in this declaration.

15
16

17 treating, those are the -- that's recited in the
18 claimsthat you're offering opinions on here,
19 correct, Doctor?

20

21 paragraph 17 must achieve efficacy that is on par

Q I'd be happy to. We looked at this 11:48:09

So 7 -- paragraph 17, you state (as read):

Do you see that? 11:48:48
A Yes, | seethose words.
Q That'syour opinion, right?
A That ismy opinion regarding the topic

Q Right. 11:49:00
And the -- the claimed method for

A Theclaimed method for treating in this 11:49:12

22 Are you -- are you going to achieve 22 with the existing standard of care at the time the
23 efficacy on par with the existing standard of care? 23 '681 patent was filed.
24 MS. STRUTHERS: Objection to form. 24 Q Right.
25 THE WITNESS: Which phase of aclinical 11:46:53 |25 So, in other words, to practice the 11:49:28
Page 94 Page 96
1 trial are you referring to? 11:46:56 1 claimed methods, you must achieve efficacy that is 11:49:30
2 MR. TRAUPMAN: Phase 3. 2 on par with the existing standard of care at the
3 THE WITNESS: And can you repeat your 3 timethe '681 patent was filed, correct?
4 question with that in mind? 4 A | wrotethatitismy opinion, for at
5 MR. TRAUPMAN: Right. 11:47:04 5 least the reasons set forth in my declaration, that ~ 11:49:49
6 Q Areyougoing -- if you're conducting a 6 the claimed method for treating must achieve
7 clinical trial, phase 3, are you going to achieve an 7 efficacy that is on par with the existing standard
8 efficacy that's on par with the existing standard of 8 of care at the time the '681 patent was filed.
9 care? 9 Q Correct. | understand.
10 MS. STRUTHERS: Objection to form. 11:47:15 10 S0, in other words, in order to practice 11:50:04
11 Incomplete hypothetical. 11 the claimed methods, you must achieve efficacy that
12 THE WITNESS: Again, | did not discuss, 12 ison par with the existing standard of care at the
13 you know, designing hypothetical clinical trialsin 13 time the '681 patent was filed, right, Doctor?
14 my declaration, and | wouldn't want to provide an 14 MS. STRUTHERS: Objection. Asked and
15 inaccurate answer, so I'd need, you know, more 11:47:40 15 answered. 11:50:20
16 details, more time to think it over. 16 THE WITNESS: | stated that it was my

17 BY MR. TRAUPMAN:

18

Q Waell, | guess|'m just trying to explore

19 the opinionsthat arein your declaration, which is

20 to -- correct meif I'mwrong, but it'syour opinion  11:47:50

21 that in order to practice the claimed methods, you

22 need to achieve an efficacy that's on par with the

23 existing standard of care, correct?

24

A Can you point to me which part of my

25 declaration you're referring to?

11:48:07
Page 95

17 opinion that the claimed method for treating must
18 achieve efficacy that is on par with the existing
19 standard of care at the time the '681 patent was
20 filed. 11:50:39

21
22

23 phase 3 clinical trial -- does the claimed -- does
24 that achieve the claimed method of treating such
25 that -- let me strike that. 11:50:52

MR. TRAUPMAN: Right. Okay.
Q Socanyou --isaperson -- isrunning a

Page 97
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1 Would you be practicing the claimed method ~ 11:50:54 1 isanalyzed, correct? 11:53:04
2 for treating, specifically achieving the efficacy 2 A Canyou repeat the question?
3 that is on par with the existing standard of care at 3 Q Yeah
4 thetime the '681 patent was filed, when you're 4 Y ou would have no way of knowing, when
5 conducting a phase 3 clinical trial? 11:51:05 5 conducting aphase 3 clinical trial, whether or not ~ 11:53:15
6 MS. STRUTHERS: Objection. Incomplete 6 you were achieving efficacy that is on par with the
7 hypothetical. Callsfor speculation. 7 existing standard of care at the time the '681
8 THE WITNESS: Could you rephrase the 8 patent was filed until after the phase 3 clinical
9 question? 9 trial isover and the data has been analyzed,
10 MR. TRAUPMAN: No, | can't. I'm going to 11:51:17 | 10 correct? 11:53:28
11 ask it again, though. 11 MS. STRUTHERS: Objection to form.
12 Q Are--areyou practicing the claimed 12 THE WITNESS: Could you ask the question
13 method for treating -- specifically, are you 13 again?
14 achieving -- in your -- in your opinion, achieving 14 MR. TRAUPMAN: Sure.
15 efficacy that is on par with the existing standard 11:51:31 15 Q Youwould have noway of knowing, when 11:53:40
16 of care at the time the '681 patent was filed when 16 conducting a phase 3 clinical trial, whether or not
17 you're conducting a phase 3 clinical trial? 17 you were achieving efficacy that is on par with the
18 MS. STRUTHERS: Same objection. Callsfor 18 existing standard of care at the time the '681
19 speculation. 19 patent wasfiled 'til after the phase 3 clinical
20 THE WITNESS: Again, | couldn't answer 11:51:45 20 trial isover and the data has been analyzed, 11:53:52
21 that question because you're asking about a 21 correct?
22 hypothetical phase 3 clinical trial, and | don't 22 A What phase3clinical trial areyou
23 know what datayou're referring to. 23 referring to?
24 BY MR. TRAUPMAN: 24 Q Justany phase-- I'm not asking about a
25 Q Sodoesany phase3clinical trial achieve  11:51:56 25 fact that's a historical fact. 11:54:04
Page 98 Page 100
1 efficacy that ison par with the existing standard 11:52:04 1 I'm asking about how phase 3 clinical 11:54:08
2 of care at the time the '681 patent was filed, if 2 trials are designed, because you've said this patent
3 you're conducting a phase 3 clinical trial? 3 appliesto phase 3 clinical trials. Remember we
4 MS. STRUTHERS: Objection to form. 4 talked about -- or strike that.
5 THE WITNESS: What phase 3 clinical trial 11:52:15 5 Y ou shared your opinionsthat you believe  11:54:20
6 areyou referring to? 6 that the patent appliesto clinical trials, correct?
7 MR. TRAUPMAN: I'm not referring to any 7 MS. STRUTHERS: Objection.
8 specific phase 3 clinical trial. 8 Mischaracterizes the testimony.
9 Q Youwould agree with me that the purpose 9 BY MR. TRAUPMAN:
10 of the phase 3 clinical trial isto test the 11:52:23 10 Q Youdon'trecal that, Dr. Do? 11:54:28
11 efficacy of amolecule, right? 11 A Canyou point to methe areayou're
12 A That'soneof the goals, yes -- 12 talking about?
13 Q Right 13  Q Right.
14 A --of aphase3clinical trial. 14 For instance, on page 53, para- --
15 Q Right. 11:52:31 15 footnote 38, you say, "While the Challenged Claims 11:54:46
16 And you don't know whether or not the -- 16 are not limited to the clinical trial context, it is
17 what the results of the phase 3 clinical trial are 17 my opinion that this background knowledge would
18 going to be until after it's completed and the data 18 inform a POSA regarding exclusion criteriafor the
19 isanayzed, correct? 19 claimed methods."
20 A Thatiscorrect. 11:52:49 20 A | seethat footnote. 11:55:00
21 Q Okay. Soyouwould have no way, when 21  Q Right.
22 conducting aphase 3 clinical trial, of knowing 22 And again, at paragraph 106 -- excuse
23 whether or not you are achieving efficacy that is on 23 me-- 105, you talk about how the challenged claims
24 par with the existing standard of care until after 24 relate to both clinical studies and clinical
25 thephase 3 clinica trial iscompleteand thedata ~ 11:53:02 25 practice. Weread that as well earlier today. 11:55:16
Page 99 Page 101
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1 Do you recall that? 11:55:21 1 And they're not limited to just the 11:58:20
2 A Which sentence are you referring to? 2 phase 3 clinica trialsof EYLEA. You-- asyou
3 Q [I'mreferring to the last sentencein 3 say, they relate to both clinical studies and
4 paragraph 107. 4 clinical practice generaly, right?
5 A Thelast-- 11:55:48 5 A Could you repeat the question? 11:58:44
6 Q Sentence. 6 Q Sure
7 A --sentencein paragraph -- 7 When you say, in your paragraph 107 of
8 Q "TheChallenged Claims...instead relate to 8 your declaration, that the challenged claims relate
9 both clinical studies and clinical practice.” 9 to both clinical studiesand clinical practice, did
10 Do you see that? 11:55:56 10 theclinica studiesthat challenged claimsrelate 11:59:00
11 Paragraph 107. 11 toinclude phase 3 clinical studies, Doctor?
12 A Under the heading "Exclusion Criteria'? 12 A TheclaimsI'mdiscussing relate to the
13 Q Yes, Doctor. Thelast sentencein 13 '681 patent.
14 paragraph 107 (asread): "The Challenged 14 Q Right.
15 Claims...relate to both clinical studies and" 11:56:14 15 Those are the challenged claims? 11:59:20
16 clinica trial -- "clinical practice." 16 A Yes
17 Do you see that? 17 Q Capita C, capital C, "Challenged Claims'?
18 A | seethosewords. 18 A Yes
19 Q That'syour opinion, right, Doctor? 19 Q It'sthe--it'sthe-- al of the claims
20 A Inparagraph 107, I'm discussing 11:56:44 20 of the'681 patent, right? 11:59:26
21 Dr. Chaum's declaration and how Dr. Chaum offered no 21 A Yes.
22 opinion on whether the term "exclusion criteria' is 22 Q Youdefined that earlier in your
23 limit- -- limited to the clinical study context. 23 declaration, but you -- | don't need to show that to
24  Q Right 24 you because you just agreed with me and that's
25 And you're -- and you say: "Inmy opinion  11:57:08 25 correct. 11:59:36
Page 102 Page 104
1 the Challenged Claims are not so limited, and 11:57:10 1 But | see you now looking. You can go 11:59:36
2 instead relate to both clinical studies and clinical 2 look.
3 practice.” Right? 3 Challenged claims are -- in the very first
4 A Inmy declaration, | wrote that, "In my 4 paragraph, it's1, 3to 11, 13 to 14, 16 to 24, and
5 opinion the Challenged Claims are not so limited, 11:57:25 5 26 of the '681 patent, those claims. 11:59:50
6 and instead relate to both clinical studies and 6 Do you need a copy of the '681 patent?
7 clinica practice." 7 Would you like to see the claims?
8 Q Grea. 8 A Sure
9 So the challenged claims relate to both 9 MR. TRAUPMAN: Sure.
10 clinical studiesand clinical practices, you just 11:57:39 10 (Exhibit 1001 was introduced.) 12:00:04
11 said, right? 11 MR. TRAUPMAN: Sorry.
12 A | wrotethat, in my opinion, the 12 MS. STRUTHERS: Thank you.
13 challenged claims relate to both clinical studies 13 MR. TRAUPMAN: It'samuch bigger stretch.
14 and clinical practice. 14 Okay. I've marked -- well, | haven't
15 Q Right. 11:57:55 15 marked. I've putin front of you what's been 12:00:15
16 And clinical studieswould certainly 16 previously marked as Exhibit 1013 [sic] in this
17 include phase 3 clinical studies, right? 17 proceeding. It'sacopy of U.S. Patent No.
18 A They includethe phase 3 clinical studies 18 10,130,681.
19 of EYLEA. 19 Q Doyou havethatinfront of you, Doctor?
20 Q Wadll, theclamsare-- relate -- 11:58:11 20 A Yes/|ldo. 12:00:27
21 A Yeah 21  Q Allright. So, again, if you need to see
22 Q --toamethod of treating angiogenic eye 22 the claims -- the challenged claims, you can -- you
23 disorders-- 23 can now refer to them.
24 A Yes 24 Aswejust saw, the challenged claims
25 Q --right? 11:58:19 25 are-- many of them, and the two challenged -- 12:00:38
Page 103 Page 105

27 (Pages 102 - 105)

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

Samsung Bioepis Exhibit 1070

Page 27



1 independent claims -- perhaps we can focus our 12:00:42 1 You recall drafting that section of your 12:06:04
2 efforts on the independent claims -- are claims 2 declaration, right?
3 land14. 3 A Yes
4 So back to paragraph 107, Doctor. Y ou say 4 Q Okay. Good.
5 that the challenged claims relate to both clinical 12:00:53 5 And for many of the claimed -- many of the  12:06:10
6 studiesand clinical practice, right? 6 claimed steps of these methods, you refer to the
7 A | statethat the challenged claims relate 7 EYLEA label to show why following the label
8 to both clinical studies and clinical practice. 8 practices the claimed methods, right?
9 Q Right 9 You can see --
10 And within the -- within the words 12:01:16 10 A Yes 12:06:35
11 “clinical studies’ that you're referring to, that -- 11 Q --it'sExhibit 2119, and I'll give you a
12 they -- they relate to, among other things, phase 3 12 copy of that document just so you can haveit.
13 clinical studies, right? 13 (Exhibit 2119 was introduced.)
14 A I'msorry. Repeat the question, please. 14 MR. TRAUPMAN: So I've marked -- or
15 Q Withinthewords"clinical studies," as 12:01:55 15 presented to you what has been previously markedas ~ 12:06:46
16 you used it in paragraph 107, you're referring to 16 Exhibit 2119. It'sacopy of the EYLEA label, and
17 the claimsrelating to, among other things, phase 3 17 it'sreferenced in, for instance, paragraph 170 of
18 clinical studies, right? 18 your report.
19 A Thoseclinical trialsrefer to the VIEW 1 19 Q Doyouseethat?
20 and VIEW 2 studies, phase -- which are phase 3 12:02217 |20 A I'msorry. Which paragraph? 12:07:02
21 clinical trialstoo, yes. 21 Q 170, butit'sin many of the -- many of
22 Q Sowhenyou -- when you used the words 22 the paragraphs, starting at 170.
23 "clinical studies' in the last sentence of paragraph 23 And you're familiar with the EYLEA label,
24 of 107, you're referring specifically to VIEW 1 and 24 right?
25 VIEW 2? 12:02:32 25 A Yes 12:07:17
Page 106 Page 108
1 A What wasyour question? 12:02:56 1 Q Right 12:07:18
2 Q Yes 2 But then getting to paragraph -- back
3 When you used the words "clinical studies’ 3 to -- sorry to keep jJumping around. Just trying to
4 in the last sentence of paragraph 107 of your 4 orient ourselves -- back to paragraph 184, that's
5 declaration, were you referring specificaly tothe  12:03:04 5 where you talk about limitation 1.e, relatingtothe  12:07:31
6 VIEW 1and VIEW 2 studies? 6 exclusion criteria, correct?
7 A Partof theclinical studiesinclude 7 A Correct.
8 VIEW 1and VIEW 2. 8 Q And--andfeel freetoreview. Paragraph
9 Q Okay. Arethereany other clinical 9 184 isalong one. It spansover apage.
10 studiesyou're referring to when you use the words 12:03:23 10 But you would agree with me that you don't ~ 12:07:49
11 "clinica studies' in the last sentence of paragraph 11 citethe EYLEA label at al in paragraph 184, right?
12 107 other than VIEW 1 and VIEW 2? 12 A What wasyour question about 1847
13 A [I'mreferring tothe VIEW 1and VIEW 2 13 Q Yeah, the EYLEA label, Exhibit 2119, is
14 studies. 14 not cited anywhere in paragraph 184 of your
15 Q Okay. Allright. I'd like to go back -- 12:04:17 15 declaration, correct? 12:08:52
16 sorry. We're going to switch topics, just to give 16 A Areyoureferring to citing footnotes
17 you the directiona header. 1'm going to go back to 17 or..?
18 paragraph 184 of your report, which we were 18 Q There'sonefootnote. It'sfootnote 62.
19 discussing before the break. It's page 83. It 19 I'll include that in my question.
20 looks like you're there. 12:05:38 20 Theresno citation to the EYLEA label in 12:09:07
21 So | guess maybe to orient ourselves a 21 paragraph 184, including footnote 62, of your
22 little bit, thisisin the larger section of your 22 declaration, right, Doctor?
23 declaration where you state both the EY LEA label and 23 MS. STRUTHERS: Blessyou.
24 physicians administration of EYLEA practice the 24 THE WITNESS: Paragraph 184, which |
25 challenged claims. 12:06:03 25 wrote, is under the -- that the heading that both 12:09:38
Page 107 Page 109
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1 the EYLEA label and the physicians administration
2 of EYLEA practice the challenged claims.
3 MR. TRAUPMAN: Understood.

12:09:42

4 Q But, again, inthetext of paragraph 184,
5 including footnote 62, there's no citation to the 12:09:57
6 EYLEA labdl, correct?

7 A

8 specific footnote regarding the EYLEA label.

| agreethat in 184 | do not put a

9 Q Notonlyinafootnote; you don't have any
10 citation -- there's no mention of the EY LEA label 12:10:46
11 anywherein paragraph 184, right, Doctor?

12 A

13 the EYLEA label at the beginning of the section 10

| put in my declaration the reference to

14 on page 77. Andin this section, | discuss that

1 their eye, and determining if there are any other 12:13:16
2 active conditions at that time that would affect
3 whether or not | administer the intravitreal
4 anti-VEGF agent.
5 BY MR. TRAUPMAN: 12:13:42
6  Q Inparagraph 184, can you point to me
7 whereyou citethe EYLEA label?
8 MS. STRUTHERS: Objection. The document
9 speaks for itself.
10 THE WITNESS: In this part of my

11 declaration, | discuss how | actively evaluate the

12:14:26

12 patient to look for any active inflammation or
13 activeinfection at the time of the evaluation that
14 would change my recommendation for an intravitreal

15 "BOTH THE EYLEA LABEL AND THE PHYSICIAN'S 12:11:18| 15 injection of EYLEA at that time point and that 12:14:59
16 ADMINISTRATION OF EYLEA PRACTICE THE CHALLENGED 16 practices the claim of actively evaluating the
17 CLAIMS." Paragraph 184 isunder that section 17 patientsfor any of the exclusion criteria.
18 header. 18 BY MR. TRAUPMAN:
19 Q Right. 19 Q Doctor, my question wasif you can point
20 Let mejust -- let's orient -- let's 12:11:35 20 to mewherein paragraph 184 you citeto or referto 12:15:25
21 orient ourselves. Limitation 1.e states: "wherein” 21 the EYLEA label in that paragraph of your
22 the"exclusion criteriafor the patient include all 22 declaration.
23 of: (1) active intraocular inflammation; (2) active 23 Can you point to me where that -- where
24 ocular or periocular infection; (3) any ocular or 24 that occurs?
25 periocular infection within the last 2 weeks prior ~ 12:12:00 25 A | seethat| didnotincludeafootnotein  12:15:45
Page 110 Page 112
1 totreatment." 12:12:03 1 that paragraph concerning the EYLEA label, but this ~ 12:15:50
2 Correct? 2 paragraph discusses the active evaluation that is
3 A Yes | seethosewords. 3 performed by myself or a skilled artisan in
4 Q Right. 4 evaluating a patient at the time of a possible
5 That's what you've defined as limitation 12:12:09 5 intravitrea injection to determine if they -- if 12:16:21
6 1l.e correct? 6 that patient had any of the exclusion criteriathat
7 A Yes 7 were mentioned in the claim.
8 Q Right 8 Q Okay. Youhavethe EYLEA label infront
9 And you have a subsection 6 in your 9 of you there, right, Exhibit 21197
10 declaration for limitation 1.e. 12:12:19 10 A Yes 12:16:42
11 Do you see that? 11 Q Canyou point to me where the EYLEA label
12 A Yes 12 instructs physicians not to inject into a patient
13 Q Andthat subsection -- it's two pages 13 with any ocular or periocular infection within the
14 long, but it's al one paragraph, paragraph 184, 14 last two weeks prior to treatment?
15 correct? 12:12:30 15 MS. STRUTHERS: Objection. Beyond the 12:16:58
16 A Yes 16 scope.
17 Q Okay. Andyou would agree with me, 17 THE WITNESS: Could you repeat the
18 Doctor, that you don't, in paragraph 184, refer to 18 question?
19 or reference the EYLEA label in that paragraph of 19 MR. TRAUPMAN: Yes.
20 your declaration, correct? 12:12:44 20 Q Whereinthe EYLEA label that'sin front 12:17:02
21 MS. STRUTHERS: Objection. Asked and 21 of you as Exhibit 2119 doesit instruct a healthcare
22 answered. The document speaks for itself. 22 practitioner not to perform an injectionin a
23 THE WITNESS: | stated that -- in section 23 patient with an ocular or periocular infectionin
24 184, | discuss how | evaluate a patient in clinical 24 the last two weeks prior to treatment?
25 practice by examining them, actively looking in 12:13:12 25 MS. STRUTHERS: Objection. Beyond the 12:17:20
Page 111 Page 113
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1 scope. 12:17:21 1 And in your experience, apatient presents  12:19:50
2 THE WITNESS: In my declaration, | did not 2 with one of the three exclusion criteriain less
3 specifically discussthe EYLEA label in regardsto 3 than 2 percent of the cases, correct?
4 that; and, therefore, in order to accurately answer 4 A | statedthatitisrarethat patients
5 that question, I'd have to carefully read over the 12:17:40 5 present with active ocular or periocular infection,  12:20:08
6 label and prepare, you know, an accurate answer 6 active intraocular inflammation, or a history of
7 to -- to provide you with a correct answer. 7 prior ocular or periocular infection within the last
8 BY MR. TRAUPMAN: 8 two weeks.
9 Q Didyou carefully review the EYLEA label 9 Q Right
10 before signing your declaration in October? 12:17:57 10 And then you go and say: "Such issues 12:20:21
11 A | didreview thelabel. 11 arisein only less than 2 percent of the cases.”
12 Q Caefully? 12 Right?
13 MS. STRUTHERS: Objection. Argumentative. 13 A Yes, | stated that.
14 Y ou can answer. 14 Q Right.
15 THEWITNESS: | did review thelabel, yes.  12:18:13 15 That statement is based on your personal 12:20:30
16 BY MR. TRAUPMAN: 16 experience; isthat right?
17  Q Carefully, though? Did you carefully 17 A Yes, that's based on my clinical practice.
18 review it? 18 Q Right.
19 You said you'd have to carefully review 19 Y our high-volume clinical practice that
20 thelabel before you could answer my question. 12:18:19 20 you've been doing now for almost 20 years, right? 12:20:38
21 I'm wondering if you carefully reviewed 21 Sorry to make you feel old.
22 thelabel before you signed your declaration in 22 A Yes I'vebeeninclinical practicefor a
23 October of thisyear. 23 while now.
24 A Yes, | didreview thelabel. 24 Q Since 2005, right?
25 Q Didyoureview it carefully, though? 12:18:30 25 A Yes 12:20:52
Page 114 Page 116
1 MS. STRUTHERS: Objection. Argumentative.  12:18:32| 1 Q Okay. Sothat's 18 years, then, right? 12:20:53
2 THE WITNESS: | reviewed it very 2 A Yes
3 thoroughly. 3 Q Okay. Didyou aways have a high-volume
4 MR. TRAUPMAN: Okay. 4 clinical practice, Doctor?
5 Q Soinparagraph 184 -- theonewevebeen  12:18:53 5 A Whenl first began my academic career, | 12:21:07
6 talking about here for alittle while -- I'm at the 6 canrecall it probably was not asbusy asit is now.
7 bottom of the page 84 of your declaration. The last 7 Q Okay. All right. Sotwo perc- -- less
8 line of that -- of that page states: "Itisrare 8 than 2 percent of the cases present with one of the
9 that patients present with active" -- 9 three exclusion criteria.
10 Areyou there? I'm sorry. 12:19:19 10 And thenyou go on -- I'mjust reading now  12:21:32
11 A Yes | seeit. 11 from the declaration: "When this does happen, |
12 Q Letmestartover. 12 determine whether to administer the intravitreal
13 "It israre that patients present with 13 injection of the VEGF antagonist or whether to wait
14 active ocular or periocular infection, active 14 and treat the condition, if needed.”
15 intraocular inflammation, or history of prior ocular ~ 12:19:29 15 Did | get that right? 12:21:47
16 or periocular infection within the last two weeks. 16 A Yes, | seethosewords.
17 Suchissues arise only in less than 2 percent of the 17 Q Andthat'swhat -- that's what you
18 cases.” 18 actualy doin practice.
19 Do you see that? 19 Y ou're accurately describing your clinical
20 A Yes, | seethose words. 12:19:41 20 practice here, correct? 12:21:54
21 Q Okay. Sothoseare--in that sentence, 21 A Yes
22 those are the three claimed exclusion criteria, 22 Q Okay. Andthenin--you go onto say:
23 correct? 23 "In certain of these cases (less than 1%) | do
24 A Yes, they are. 24 determine to withhold the injection, i.e., exclude
25 Q Right. 12:19:50 25 the patient from treatment, at least temporarily." 12:22:09
Page 115 Page 117
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1 Right? 12:22:12 1 nonetheless gets the intravitreal injection as 12:24:30
2 A Yes | seethosewords. 2 scheduled.
3 Q Right 3 Isthat correct?
4 And | just want to understand the math 4 A Thatiscorrect.
5 here. | think it's apparent, but | just want to 12:22:16 5 Q Canyou explain how you make the 12:24:39
6 make sure. 6 determination clinically to move forward with an
7 Y ou're talking about 1 percent of all of 7 intravitreal injection even if the patient has one
8 the patient population, not 1 percent of theless 8 or more of the claimed exclusion criteria?
9 than 2 percent that present with the exclusion 9 A Again, | didn't gointo that detail in my
10 criterig; isthat correct? 12:22:26 10 declaration, but | would have to actively, you know,  12:25:03
11 A Correct. 11 evaluate the patient, examine them, look at
12 Q Right. 12 additional retinal imaging to determine whether or
13 In other words -- so in other words, in 13 not to give an anti-VEGF injection, and looking at
14 lessthan 1 percent of the total patient population 14 thetotality of the evidence in front of me, | would
15 that you would consider administering intravitreal 12:22:39 15 have to make a determination. 12:25:31
16 injection to, you withhold the injection on the 16 Q Arethereany guidelinesthat help inform
17 basis of the exclusion criteria; isthat correct? 17 the determination, looking at the totality of the
18 A Yes inmy declaration, | statethat, you 18 evidence?
19 know, after actively assessing the patient and 19 A Whichguidelines are you referring to?
20 examining them, if they have an activeinfectionor ~ 12:22:58 20 Q [I'masking. | don't know if there are 12:25:51
21 inflammation at that time, | have to determine 21 any.
22 whether or not to administer the anti-VEGF agent. 22 Y ou know, I'm asking -- I'm asking how
23 Andinlessthan 1 percent of the total patients| 23 you, asapracticing clinician -- how you go about
24 seedo | withhold the injection. 24 making a determination to move forward with a
25 Q Thank you. 12:23:25 25 intravitreal injection, not withstanding the fact 12:26:04
Page 118 Page 120
1 My only pointis: It could be 1 percent 12:23:26 1 that a patient has one or more of the claimed 12:26:06
2 of thewhole or 1 percent of the already limited 2 2 exclusion criteria.
3 percent. 3 And so my question is: Arethere
4 A Yes 4 guidelines that you consult for that determination?
5 Q Andlwasjusttryingtoclarify: It's1  12:23:33 5 A [didn'tdiscussin my declaration, you 12:26:28
6 percent of the whole, not 1 percent of 2 percent? 6 know, specific details of guidelines; and so in
7 A Yes 7 order to answer that question, I'd have to look at
8 Q Okay. Great. 8 resources to give a more accurate answer for you.
9 Okay. So-- and | want to understand -- 9 Q [I'mtrying to understand the basis for
10 so obviously there'sa subset of patientsthat have — 12:23:47 10 your -- your statement in your declaration that 12:26:52
11 one or more of the exclusion criteria, where you 11 there'stimes where you move forward with an
12 then make aclinical decision to move forward with 12 intravitreal injection, notwithstanding the fact
13 theintravitreal injection; isthat right? 13 that you've identified one or more exclusion
14 A Could you repest the question? 14 criteriain the patient; and you're saying, beyond
15 Q I mean,lI think it flowsfrom the math. 12:24:03 15 thewordsthat are in your declaration, you -- you 12:27:06
16 Y ou say 2 percent of the patients have -- 16 can offer no additional details.
17 lessthan 2 percent have one of the three exclusion 17 Isthat your testimony, Doctor?
18 criteria, right? 18 MS. STRUTHERS: Objection.
19 A Yes 19 Mischaracterizes the testimony.
20 Q Butyetonlylessthan 1 percent havethe — 12:24:12 20 THEWITNESS: I'dhavetolook back atmy — 12:27:16
21 injection withheld, correct? 21 clinical practice and records to refresh my memory
22 A Yes 22 on those specific cases, and that's why | couldn't
23 Q Sol think thelogic dictates that there 23 giveyou an answer at thistime, because I'd like to
24 issome subset of the patient population that has 24 giveyou an accurate answer. And to do so, I'd have
25 one or more of the exclusion criteria, yet 12:24:26 25 to review those records more closely. 12:27:32
Page 119 Page 121
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1 BY MR. TRAUPMAN: 12:27:38 1 BY MR. TRAUPMAN: 12:32:10
2 Q How didyou come up with the 2 percent 2  Q Inthoserare cases, arethe exclusion
3 number? 3 criterianot mandatory?
4 Did you review records to come up with the 4 MS. STRUTHERS: Objection to form.
5 2 percent number that'sin paragraph 184 of your --  12:27:42 5 THE WITNESS: The exclusion criteriaare 12:32:25
6 your report? 6 mandatory. In those rare cases where| did not
7 A Yes. Inorder to come up with that 7 follow exclusion criteria, | did not follow the
8 estimate, | reviewed my clinical practice recordsto 8 claimed method.
9 estimate that number. 9 BY MR. TRAUPMAN:
10 Q AndI takeit, then, you aso reviewed 12:28:12 10 Q Well, let'stalk about the -- let's talk 12:32:51
11 your clinical practice records to estimate the 1 11 about the -- what you state here in paragraph 184.
12 percent number that's the subset of the 2 percent; 12 Soyou talk about -- you say, again, back to that
13 isthat correct? 13 last sentence on page 184 [sic]: "Itisrarethat
14 A Inorder to determinethat, | did review 14 patients present with active ocular or periocular
15 my clinica records to come up with that estimate. 12:28:29 15 infection, active intraocular inflammation, or 12:33:14
16 Q Soifyou--if you go to paragraph 15 of 16 history of prior ocular or periocular infection
17 your declaration, please, Doctor, here you have 17 within the last two weeks."
18 your -- you say (asread): "Informing my opinions, 18 Right?
19 | reviewed at least the following materials' -- and 19 A Yes, | seethose sentences.
20 you list the materials. 12:29:47 20 Q "Suchissuesariseonly inlessthan 2% 12:33:28
21 A | seethat paragraph. 21 of" the"cases."
22  Q Right. 22 So those are the three claimed exclusion
23 And you didn't identify any clinical 23 criteria, right?
24 practice records in paragraph 15, correct? 24 A Yes. I'mspesaking about my clinical
25 A | donot seethose exact words. 12:30:14 25 experience. 12:33:37
Page 122 Page 124
1 Q Didyoumaketheclinical tria records 12:30:16 1 Q Right 12:33:37
2 that you reviewed in preparing your opinionsin 2 But the -- you quote verbatim the three
3 paragraph 184 an exhibit to these proceedings? 3 claimed exclusion criteria --
4 A No, | did not. 4 A Yes
5 Q Okay. Wecan go back to paragraph 184, 12:30:50 5 Q --inthesentencethat | just read, 12:33:41
6 please. 6 right?
7 So | believe -- by the way, just -- would 7 A Yes
8 you agree with me that exclusion criteriaare 8 Q Right
9 mandatory? 9 And then you say: "When this does happen,
10 A Yes, exclusion criteria are mandatory. 12:31:21 10 | determine whether to administer the intravitreal 12:33:46
11 Q Okay. Andyou would agree with me that, 11 injection of the VEGF antagonist, or whether to
12 inyour practice, the three claimed exclusion 12 wait, and treat the condition." Correct?
13 criteria, you don't -- you view them as mandatory, 13 A Yes, that'swhat | wrote.
14 correct? 14 Q Right.
15 MS. STRUTHERS: Objection. 12:31:36 15 And so that -- that's a step you take 12:33:57
16 Mischaracterizes the testimony. 16 every time one of the exclusion criteria-- you
17 THE WITNESS: | do view them as mandatory. 17 identify one of -- one or more of the three claimed
18 BY MR. TRAUPMAN: 18 exclusion criteria, correct?
19 Q Butyetyou--and-- but yet you don't 19 MS. STRUTHERS: Objection.
20 follow them on at least some occasions, correct? 12:31:45 20 Mischaracterizes the testimony. 12:34:08
21 MS. STRUTHERS: Objection to form. 21 THE WITNESS: Could you repesat the
22 THE WITNESS: | do fedl that the exclusion 22 question?
23 criteriaare mandatory, and in those rare cases that 23 MR. TRAUPMAN: Right.
24 | did not follow those exclusion criteria, | was not 24 Q Everytimeyou identify that a patient has
25 practicing the claimed method. 12:32:08 25 one or more of the three exclusion criteria, you--  12:34:13
Page 123 Page 125
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1 the next step you do is determine whether to 12:34:16 1 A | evauatethe patient every timel 12:37:07
2 administer the intravitrea injection of the VEGF 2 perform an intravitreal injection.
3 antagonist or whether to wait and treat the 3 Q Doyou-- every timeyou perform an
4 condition, if needed, correct? 4 intravitreal injection, do you determine whether or
5 A | stated that when | identify one of the 12:34:31 5 not the patient has any of the three claimed 12:37:17
6 exclusion criteria, | then, you know, evaluate the 6 exclusion criteria?
7 patient further and determine whether to administer 7 A | actively evaluate the patient before |
8 theintravitreal VEGF antagonist. 8 perform anintravitreal injection to look for any of
9 Q And, inyour opinion, that reflects 9 these exclusion criteriathat would affect my
10 exclusion criteria-- that practice that you just 12:34:54 10 recommendation of an injection. 12:37:41
11 described reflects exclusion criteriathat are 11  Q Right.
12 mandatory? 12 My questionis: Do you do that for every
13 MS. STRUTHERS: Objection to form. 13 singleintravitreal injection you perform?
14 THE WITNESS: In my declaration, | stated 14 MS. STRUTHERS: Objection. Asked and
15 that exclusion criteria are mandatory. 12:35:09 15 answered. 12:37:48
16 MR. TRAUPMAN: Right. 16 THE WITNESS: As| stated, before
17 Q AndI'masking you whether or not the 17 injections, | evaluate the patient and assess and
18 practice that you described here, that we -- in 18 look at any imaging or any other ancillary teststo
19 these few sentences of paragraph 184, reflect 19 look for any signs of active infection or active
20 mandatory exclusion criteria. 12:35:20 20 intraocular inflammation or history of prior ocular ~ 12:38:14
21 MS. STRUTHERS: Objection to form. 21 or periocular infection within the past two weeks.
22 THE WITNESS: In my declaration, | stated 22 BY MR. TRAUPMAN:
23 that the exclusion criteria are mandatory; and in 23 Q Isthereany timewhen you'retreating a
24 order to assess a patient for those, we'd have to 24 patient in the clinic where you don't make that
25 actively evaluate the patient, examinethem, look at ~ 12:35:42 25 determination? 12:38:27
Page 126 Page 128
1 all theevidenceto determineif theeyehad any of ~ 12:35:46 1 MS. STRUTHERS: Objection to form. 12:38:28
2 the exclusion criteria 2 THE WITNESS: Could you answer [sic] that
3 BY MR. TRAUPMAN: 3 question?
4 Q Andthat'swhat you, in fact, say you do 4 MR. TRAUPMAN: | don't -- unfortunately,
5 inclinical practice, right? 12:35:56 51-- 12:38:34
6 A | mentionthat, inclinical practice, | 6 THE WITNESS: Oh, could you -- | mean, can
7 evauate the patient, examine them, and look for any 7 you ask that question again? Excuse me. Can you
8 signsof active inflammation or active infection, 8 ask that question again?
9 and evaluate the entire eye, yes. 9 MR. TRAUPMAN: I'd loveto answer all
10 Q Right. Right. 12:36:22 10 these questions. 12:38:42
11 Y ou perform an evaluation to determine 11 Sure.
12 whether or not the patient present with active 12 Q Isthereever atimeinyour clinical
13 ocular or periocular infection, active intraocular 13 practice where you don't make a determination as to
14 inflammation, or history of prior ocular or 14 whether or not the patient has an active intraocular
15 periocular infection within the last two weeks, 12:36:37 15 inflammation, an active ocular or periocular 12:38:53
16 right? 16 infection, or any ocular or periocular infection
17 A | stated in my declaration that | need to 17 within the past two weeks prior to treatment?
18 actively evaluate and assess the patient to 18 A | cantrecdl that -- | didn't do those
19 determineif any of these conditions are present. 19 steps. I'd haveto review al the chartsto
20 Q Right. 12:36:55 20 accurately answer that question. 12:39:16
21 And -- but that's what you actually doin 21 Q Okay. Andthen, your clinical practice
22 your clinical practice, correct? 22 is, then, when you identify one of those -- one or
23 A ldosoinmy clinical practice. 23 more of those three conditions, you make a
24  Q Doyou do that every timeyou perform a 24 determination whether to move forward with the
25 intravitreal injection? 12:37:03 25 intravitreal injection or withhold it, correct? 12:39:33
Page 127 Page 129
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1 A Iflidentified oneof those criteria, | 12:39:41 1 patient? 12:42:06
2 would have to further assess the patient and 2 A Wouldyou repeat the question?
3 determine, you know, what the next steps would be. 3 Q Yeah
4 Q Right. 4 Do you consider any other factors, other
5 And one potential is that the patient 12:39:53 5 than the three claimed exclusion criteria, in your 12:42:17
6 still getstheintravitreal injection. 6 practice to determine whether or not it might be
7 That's you what you state in paragraph 7 inappropriate to move forward with an intravitreal
8 184, correct? 8 injection?
9 A Yes, that's one possibility. 9 A What other factors are you thinking of ?
10 Q Andonepossihility isthe patient 12:40:.01 10 Q [I'mnottrying--I'masking you -- or 12:42:34
11 obviously has the injection withheld for some period 11 you're the expert who treats -- treats these
12 of time, correct? 12 patientsin a high-volume practice, so | was hoping
13 A Yes, that'sanother possibility. 13 you could give me some elucidation of that fact,
14  Q Inaclinicd trial, though, that has 14 Doctor.
15 exclusion criteria, there wouldn't be an option to 12:40:15 15 I'm wondering whether or not, other than 12:42:48
16 continue with the intravitreal injection if one of 16 the three specific exclusion criteria, there's any
17 thethree exclusion criteria were met; you would 17 other factors you consider, when you'rein the
18 have to stop as soon as you identify a patient with 18 examination room with a patient, to determine
19 one or more exclusion criteria, correct? 19 whether or not you should move forward with an
20 MS. STRUTHERS: Objection. Incomplete 12:40:30 | 20 intravitrea injection. 12:43:06
21 hypothetical. 21 A | dways, you know, assess the patient;
22 THE WITNESS: Could you repeat the 22 make sure, you know, especially, you know, the first
23 question? 23 time | seethe patient, that they actually have an
24 MR. TRAUPMAN: Yeah. 24 angiogenic eye disorder; and make sure they can give
25 Q Solet--let'sassumethat youredoinga 12:40:34 25 informed consent. And if they do not have any 12:43:24
Page 130 Page 132
1 clinical trial with these three exclusion criteria.~ 12:40:38 1 exclusion criteriaand if my assessment does not 12:43:33
2 Areyou with me? 2 show any other reasons for their vision loss, most
3 A Yes 3 likely | would proceed with an injection.
4  Q Andyouidentify apatient with one of the 4 Q Right.
5 three exclusion criteria, okay? 12:40:47 5 Well, let me ask: | mean, high 12:43:56
6 Y ou with me? 6 intraocular pressure, would that be a potential
7 A Yes 7 reason to withhold an intravitreal injection?
8 Q Inthesituation of theclinical trial, 8 A |Intraocular pressureis one assessment
9 you wouldn't have the option of making a further 9 that would be performed during the evaluation of a
10 determination as to whether or not you can move 12:40:57 10 patient, and there could be a possibility that high ~ 12:44:27
11 forward with the injection, correct? 11 eye pressure would be something to be evaluated to
12 A | stated in my declaration that exclusion 12 determineif or --
13 criteriaare mandatory; and, therefore, in a 13 Q Right.
14 clinicd trial setting, if apatient met an 14 A --what wasgoing on in the patient's eye.
15 exclusion criteria, they would be excluded. 12:41:21 15 Q Right. 12:44:49
16 Q Right. 16 And you would agree with me that a patient
17 Y ou could not move forward with the 17 can have high intraocular pressure and not have any
18 administration of the intravitreal injection and be 18 of the three claimed exclusion criteria, correct?
19 in compliance with the clinical trial protocoals, 19 It's possible to have a high intraocular
20 correct? 12:41:33 20 pressure and not have any of the three claimed 12:45:10
21 A Thatiscorrect. 21 exclusion criteria, correct?
22 Q Now,inyour clinical practice, do you 22 A A patient could have high eye pressure,
23 consider any other factors, other than the three 23 yes.
24 claimed exclusion criteria, to determine whether or 24 Q Andnot have any of the three exclusion
25 not to withhold an intravitreal injection from a 12:42:03 25 criteria, correct? 12:45:24
Page 131 Page 133
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1 A I'dhaveto assessthe patient to 12:45:27 1 therefore, | wouldn't want to delve into that topic ~ 12:47:47
2 determine what he or she has. 2 without proper preparation.
3  Q Right 3 Q Wiall, see, here's-- here'swhy I'm trying
4 But it's possible -- for instance, 4 to get back to your declaration, because you did
5 glaucoma -- to have high eye intraocular -- 12:45:34 5 testify -- you did testify in your declaration, in 12:48:01
6 intraocular pressure and not have any of the three 6 paragraph 184, that you measure a patient's
7 claimed exclusion criteria, correct? 7 intraocular pressure, and | assume you don't do
8 A Again, | would have to evaluate the 8 that -- strike that.
9 patient to determine what was occurring in the eye. 9 | assume you measure a patient's
10 Q Right. Right. 12:45:53 10 intraocular pressure before administering an 12:48:12
11 A glaucomais characterized by, anong 11 intravitreal injection for areason, right?
12 other things, high intraocular pressure, correct? 12 A Yes, | did mention that, asapart of my
13 A Again, | did not discuss glaucoma 13 assessment of the patient, | check the pressure,
14 specificaly in my declaration, and so | wouldn't 14 evauate the patient.
15 want to answer glaucoma questions right now. 12:46:13 15 Q Right. 12:48:27
16 Q Doyouredly not -- are you going to sit 16 And that's because if the pressure is not
17 here and testify that you're an ophthalmologist who 17 within aclinically appropriate range, it might be
18 has been practicing for 18 years and you don't know 18 cause to withhold the intravitreal injection,
19 that glaucomais characterized by, among other 19 correct?
20 things, intraocular -- high intraocular pressure? 12:46:27 20 A Inmy declaration, in-- on page 84, | 12:48:49
21 Areyou going to -- 21 mention that intraocular pressures are assessed. |
22 MS. STRUTHERS: Objection. Argumentative. 22 aso mentioned that the patient's eyes are dilated
23 BY MR. TRAUPMAN: 23 and the images of the patient's retinas are captured
24  Q Areyou going to look into that cameraand 24 onimaging.
25 givethat testimony? 12:46:34 25 | did not discuss glaucomain my 12:49:05
Page 134 Page 136
1 l--1- 12:46:34 1 declaration and -- 12:49:09
2 MS. STRUTHERS: Counsel, please stop 2 Q [didn't mean to get sidetracked by
3 badgering. 3 glaucoma, but you seem to be resisting a-- what |
4 MR. TRAUPMAN: | welcome you to do that, 4 would, you know, think would be a pretty
5 Doctor. 12:46:38 5 noncontroversial point, that a patient can have high  12:49:18
6 MS. STRUTHERS: Objection. Argumentative. 6 intraocular pressure and not have an active -- and
7 Do you have a question? 7 not have an active intraocular inflammation, an
8 MR. TRAUPMAN: Yes. 8 active ocular or periocular infection, or any ocular
9 Q Isglaucoma characterized by high 9 or peri- -- periocular infection within the last two
10 intraocular pressure, Doctor? 12:46:46 10 weeks prior to treatment, and | just want to know 12:49:39
11 A 1 would be happy to answer that question, 11 whether or not you agree with that or not.
12 but there are different forms of glaucoma; and in 12 MS. STRUTHERS: Objection to form.
13 order to give you the most accurate explanation, | 13 THE WITNESS: Could you repeat the
14 would need to take time, prepare a detailed, careful 14 question?
15 response. 12:47:.07 15 MR. TRAUPMAN: Yes. 12:49:46
16 And at thistime, since | didn't opine on 16 Q Could apatient have high intraocular
17 that in my declaration, | don't feel comfortable 17 pressure and not have any of the three claimed
18 explaining all of glaucomato you at thistime. 18 exclusion criteria, which I'm not going to reread to
19 Q I'mnotasking you to explainall of 19 you for -- in the interest of time?
20 glaucomawith me, just whether or not you want to 12:47:17 |20 A | stated that high eye pressurecould bea  12:49:59
21 agree -- whether or not you'd agree that high 21 possibility.
22 intraocular pressure is acommon symptom of 22  Q Of what?
23 glaucoma 23 A Inany patient.
24 A Inmy declaration, | did not discuss 24 Q Right.
25 glaucomaand high intraocular pressure; and, 12:47:39 25 And apatient who doesn't have any of the ~ 12:50:08
Page 135 Page 137
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1 three exclusion criteria could still have high eye 12:50:10 1 Q Are--whenyourecon- -- paragraph 184,  12:52:04

2 pressure, correct? 2 our favorite paragraph, when you're conducting
3 A | would haveto evaluate the patient to 3 that -- that examination that you describe in
4 determineif they had any of the exclusion criteria 4 paragraph 184, are there any other exclusion
5 Q Right 12:50:24 5 criteriathat you apply when determining to -- 12:52:16
6 But you could evaluate the patient, first 6 whether or not to move forward with an intravitreal
7 take hisor her intraocular pressure, realize that 7 injection other than the three that are claimed by
8 it'shigh, conduct a further evaluation, and also 8 the challenged claims?
9 under- -- come to the conclusion that he or she does 9 MS. STRUTHERS: Same objection.
10 not have any of the three exclusion criteria, 12:50:37 10 THE WITNESS: Asl stated, I'mevaluating  12:52:31
11 correct? 11 the patient, evaluating the entire eye on
12 A Again, inorder to answer the question, 12 examination and looking for any of these exclusion
13 I'd have to, you know, evaluate the patient and 13 criteriathat might change my recommendation for a
14 determine, you know, what is causing the high eye 14 treatment.
15 pressure. 12:50:53 15 MR. TRAUPMAN: Right. 12:52:51
16 Q Okay. Isit--inyour high-volume 16 Q Andwhenyou say "these exclusion
17 clinica practice, have you ever seen a patient with 17 criteria," it's more than just the three recited in
18 high intraocular pressure who doesn't have any of 18 the claims?
19 thethree claimed exclusion criteria? 19 MS. STRUTHERS: Objection.
20 A | would haveto review my medical records ~ 12:51:12 20 Mischaracterizes the testimony. 12:52:59
21 to give you the proper answer to that question -- 21 THE WITNESS: | stated, when I'm
22  Q Right. 22 evaluating the patient, | am looking for any signs
23 A --andsol can't answer that right now. 23 of inflammation or infection. I'm also reviewing,
24 Q Right. 24 you know, any imaging studies, any past medical
25 Those are the samerecordsyou reviewedto  12:51:19 25 recordsto look for any of the three exclusion 12:53:32
Page 138 Page 140
1 come up with the 1 and 2 percent numbers, right? 12:51:20 1 criteria 12:53:41
2 MS. STRUTHERS: Objection. 2 MR. TRAUPMAN: Right.
3 BY MR. TRAUPMAN: 3 Q Do--my question, though, is: When
4 Q Right? 4 you're performing the evaluation you describein
5 A (Witnessnods head.) 12:51:26 5 paragraph 184, do you apply only the three recited 12:53:49
6 Q Youhavetoanswer audibly. 6 exclusion criteria, or are there other exclusion
7 A Yes butl wasreviewingit for a 7 criteriathat you apply when performing the
8 different purpose. 8 evaluation described in paragraph 184 before moving
9 Q Understood. 9 forward with an intravitreal injection of aVEGF
10 MS. STRUTHERS: We've been going for about ~ 12:51:43| 10 agent? 12:54:05
11 an hour. 11 MS. STRUTHERS: Objection to form.
12 MR. TRAUPMAN: Yep. 12 THE WITNESS: I'm looking at the entire
13 MS. STRUTHERS: So whenever -- 13 eye and looking for other causes of vision loss that
14 MR. TRAUPMAN: I'mal- -- yep. I'm amost 14 could be the culprit for the patient's symptoms.
15 done. 12:51:47 15 MR. TRAUPMAN: That's not realy my 12:54:36
16 MS. STRUTHERS: Okay. 16 question.
17 BY MR. TRAUPMAN: 17 Q Doyou apply any exclusion criteria, other
18 Q Sowouldyou -- would you agree with me 18 than the threerecited in claim 1 of the '681
19 that there are other exclusion criteria that you 19 patent, when performing the evaluation you describe
20 apply when assessing to move forward with an 12:51:51 20 in paragraph 184 of your declaration? 12:54:44
21 intravitreal injection of a VEGF agent other than 21 MS. STRUTHERS: Objection to form. Asked
22 the three claimed exclusion criteria? 22 and answered.
23 MS. STRUTHERS: Objection to form. 23 THE WITNESS: | do assess the entire eye.
24 THE WITNESS: What was the question? 24 | look for any other conditions that could be
25 MR. TRAUPMAN: Yes. 12:52:03 25 contributing to the patient's symptoms, while also 12:55:04
Page 139 Page 141
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1 evauating for any of the exclusion criteria. 12:55:09 1 criteriathat were used inthe VIEW 1 and VIEW 2 13:34:34
2 BY MR. TRAUPMAN: 2 trias?
3 Q Allright. Soif you go to para- -- take 3 A | would love to see the manuscript to be
4 the patent. It'sright over there. Go to column 4 refreshed on al those exclusion criteria
5 11. Andright around line 35 -- you understand this ~ 12:55:24 5 Q Sure I'dbehappyto--I'dbehappyto  13:34:47
6 isacolumn -- this column 11 describes a series of 6 do that for you.
7 exclusion criterig, Doctor? You're familiar with 7 MR. CHOI: | have three copies. Well,
8 that, right? 8 that's one copy. Another copy.
9 A Yes 9 MR. TRAUPMAN: All right. Let's-- okay.
10 Q AndNo.17is(asread): "Uncontrolled 12:55:48 10 | -- | see. | see. Theseare-- let'sdothiskind  13:35:11
11 glaucoma (defined as intraocular pressure greater 11 of in order. Sowe haveto do alittle bit of
12 than or equal to 25 millimeters of mercury despite 12 archeology here.
13 treatment with anti-glaucoma medication) in the 13 So let's start with this. Thisis-- this
14 study eye." 14 iswhat's been previously marked as 1016.
15 If -- inyour clinical practice, if a 12:56:03 15 (Exhibit 1016 was introduced.) 13:35:26
16 patient presents with uncontrolled glaucoma -- and 16 MR. TRAUPMAN: Thisisthe publication of
17 I'm not going to read the rest of it -- will you 17 the VIEW trid, but you can confirm that. | believe
18 move forward with the intravitreal injection? 18 you've seen that before.
19 A Again, | would have to assess the whole 19 THE WITNESS: Yes, thisis"Intravitreal
20 patient and determine, you know, what was causing 12:56:19 | 20 Aflibercept (VEGF Trap-Eye) in Wet Age-related 13:35:36
21 that abnorma finding. 21 Macular Degeneration” manuscript.
22 Q Soif -- uncontrolled glaucomamay be a 22 MR. TRAUPMAN: All right. And thenI'm
23 reason for you to withhold an intravitreal injection 23 going to mark as Do 1 and 2 to Appendix 1 and 2 to
24 inyour clinical tria practice [sic], Doctor? 24 that publication.
25 A Again, | would haveto assessthe patient ~ 12:56:52 25 That's for you, Counsel. 13:35:58
Page 142 Page 144
1 andlook at all the -- the data to come up with a 12:56:54 1 MS. STRUTHERS: Thank you. 13:36:00
2 determination. 2 MR. TRAUPMAN: And | need -- do | havea
3 Q Butit'scertainly something you would 3 copy here?
4 consider? 4 MS. STRUTHERS: | think I'm -- | think I'm
5 A Aspart of my assessment, | would take 12:57:05 5 missing the top paper. 13:36:04
6 that into account. 6 MR. TRAUPMAN: Did | not hand you this
7 MR. TRAUPMAN: Why don't we take a break. 7 one?
8 THE VIDEOGRAPHER: This marks the end of 8 MS. STRUTHERS: Thank you.
9 MediaNo. 3. Off therecord. Thetimeis12:57. 9 (Exhibit 1 was marked for identification
10 (Lunch Recess.) 12:57:17 10 by the court reporter.) 13:36:24
11 THE VIDEOGRAPHER: This marksthe 11 THE WITNESS: Thank you.
12 beginning of Media No. 4 in the deposition of 12 (Exhibit 2 was marked for identification
13 Dr. DianaDo. 13 by the court reporter.)
14 Back on therecord. Thetimeis1:33. 14 THE WITNESS: Thank you.
15 MR. TRAUPMAN: Welcome back, Dr. Do. 13:33:59| 15 BY MR. TRAUPMAN: 13:36:26
16 Q Areyou--Dr. Do, areyou familiar with 16 Q So,again,yousee--Doland?2are
17 the VIEW 1 and VIEW 2 clinical trials? 17 Appendix 1 and 2 to the VIEW -- VIEW tria
18 A Yes, | anfamiliar with those trials. 18 manuscript.
19 Q How areyou familiar with those? 19 Do you see that, Dr. Do?
20 A I'veread the manuscript. 13:34:22 20 A Yes 13:36:55
21 Q Youweren't personaly involved in those 21  Q Andthat looksfamiliar to you, right?
22 trias, correct? 22 A Yes.
23 A No, | wasn't personally involved. 23 Q Andthesecond -- in particular, the
24 Q Guotit. 24 second appendix lists the exclusion criteria
25 Areyou familiar with the exclusion 13:34:33 25 Do you see that? 13:37:08
Page 143 Page 145
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1 A Yes 13:37:10 1 Y ou don't know what process was followed 13:40:35
2 Q Andamong the exclusion criteriathat are 2 to come up with the exclusion criteriareflected in
3 listed are the three that are claimed by the 3 Do Exhibit 2; isthat correct?
4 challenged claims, correct? 4 A Inmy declaration, | did not expand on why
5 A Which page are you referring to? 13:37:21| 5 exclusion criteriawere selected for this clinical 13:40:54
6 Q Theexclusion criteriastart at the -- 6 trial, so | couldn't answer that question accurately
7 roughly the middle of page 1, and | believe they 7 right now.
8 continue through page 4, but you can correct me if 8 Q Right
9 you disagree. 9 But as you do note in your declaration,
10 A Yes, | seethose exclusion criteria. 13:37:34 | 10 the comparator for -- for thistrial was Lucentis? ~ 13:41:05
11 Q Andyou've seen these exclusion criteria 11 A Yes
12 before today, correct, the VIEW 1 and VIEW 2 12 Q Andby thetimethisclinical trial -- the
13 exclusion criteria, correct? 13 VIEW 1 and VIEW 2 trias started, the MARINA and
14 A Yes 14 ANCHOR studies had been published, correct?
15 Q And, infact, the exclusion criteriathat 13:37:46 | 15 A Yes, that is correct. 13:41:24
16 arereflected in Appendix 2, which is Do Exhibit 2, 16 Q Soyouwould agreethat prior to the start
17 arethe same exclusion criteriathat are listed in 17 of the VIEW 1 and VIEW 2 trials, the exclusion
18 the '681 patent, starting at the bottom of column 18 criteriafor the ANCHOR and MARINA studies were
19 10, line 58, and continuing through to column 12, 19 available to the study group that developed the
20 line 24, correct? 13:38:08 20 VIEW 1 and VIEW 2, correct? 13:41:45
21 A | think that iscorrect. 21 A Themanuscript for the Lucentis phase 3
22 Q Thank you. 22 clinical trials were published and publicly
23 And as -- do you know, by the way, who 23 available.
24 came up with the exclusion criteriafor the VIEW 1 24 Q Priortothe start of VIEW 1 and VIEW 2,
25 and VIEW 2 tria? 13:39:17 25 correct? 13:42:01
Page 146 Page 148
1 A |donot know. 13:39:21 1 A Yes 13:42:01

2 Q Youdon't know what methodology was used
3 to come up with the exclusion criteriafor the

4 VIEW land VIEW 2 trial?

5 A
6 committee, and so | could not answer that -- that

| wasn't a part of the study design 13:39:31
7 question accurately.
8 Q Right
9 And in forming your opinionsin this
10 proceeding, you also didn't try to investigate how 13:39:43
11 the exclusion criteriafor the VIEW 1 and VIEW 2
12 trials were developed, correct?
13 A

14 who wrote the exclusion criteria, and | could not

In my declaration, | did not investigate

15 provide an accurate answer to that question at this ~ 13:40:07
16 time.

17  Q Right.

18 And my question isn't limited just to the

19 who, but it's also the how and the why of the

13:40:20

Y ou don't know what materials were

20 exclusion criteria
21
22 considered when coming up with thislist of

23 exclusion criteria, what exclusion criteriamight

24 have been considered and rejected, what the -- or --

25 drikethat. Let mejust -- 13:40:32
Page 147

2 Q Allright. Soif you go to your

3 declaration, paragraph 132, you summarize some of

4 the exclusion criteriafor ANCHOR and MARINA in that

5 paragraph, correct? 13:42:43

6 A Inthat paragraph, | discuss some of the

7 exclusion criteriaof ANCHOR and MARINA clinical

8 trids.

9 Q Right
10
11 guess| should have just made sure we have agreement
12 onis--is IntheVIEW 1 and 2 exclusion
13 criteria-- that's Do 2 -- each of the three claimed
14 exclusion criteriaareincluded in -- for VIEW 1 and
15 VIEW 2, right? 13:43:16
16 I'll specifically call your attention to
17 thefirst three bullets on the top of page 3.

And | guess -- sorry. One other thing |

18 A Yes, | seethose sentences.

19 Q Right.

20 And they are verbatim the same as the 13:43:40

21 three exclusion criteriathat are in the challenged

22 claims, correct?

23 MS. STRUTHERS: Objection.

24 Mischaracterizes the document.

25 THE WITNESS: What was your question? 13:44:04
Page 149

13:42:58
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1 MR. TRAUPMAN: Sure. Let'smaybetakeit — 13:44:04 1 understanding what "prior to screening in either 13:46:15
2 onestep at atime. 2 eye" refersto?
3 Q Let'sgototheclam. Youhavethe 3 A | think "prior to screening” refersto the
4 patent in front of you; | don't. Give me one 4 screening visit to see if the patient could be
5 second. Herewe go. 13:44:12 5 eligiblefor theclinical trial. 13:46:34
6 So if you have Do Exhibit 2 in front of 6 Q Isee
7 you, on page 3, and the patent -- and let's just go 7 And so you -- do you think -- isthat
8 maybe exclusion criteria by exclusion criteria 8 different than "prior to -- any ocular or periocular
9 So the patent says -- the first exclusion 9 infection within the last 2 weeks prior to
10 criteriais: "Activeintraocular inflammation." 13:44:29 10 treatment"? 13:46:47
11 Do you seethat? 11 MS. STRUTHERS: Objection. Beyond the
12 A Yes. Inthepatent? 12 scope. Callsfor speculation.
13  Q Right. 13 THE WITNESS: | could not answer that
14 And the VIEW 1 and 2 exclusion criteria 14 question right now because | was not, you know,
15 state: "An active intraocular inflammation in 13:44:40 15 involved in making these criteriaor choosing these  13:47:11
16 either eye." 16 words; and, therefore, | don't have enough
17 Right? 17 information to accurately answer that question.
18 A Yes, | seethose words. 18 BY MR. TRAUPMAN:
19 Q Right 19 Q Soyou'reunable, sitting heretoday, to
20 So you would agree that that is the same 13:44:47 20 offer opinions as to whether or not the third 13:47:35
21 exclusion criteriain both the claim and the VIEW 1 21 claimed exclusion criteriain the claim, which is:
22 and VIEW 2 trial, correct? 22 "Any ocular or periocular infection within the last
23 A | agreethat those are similar. 23 2 weeks prior to treatment,” is different from the
24  Q Theonly thing that's different isthe 24 exclusion criteriain the VIEW 1 and VIEW 2 tridls,
25 words "in either eye" in the clinical trial that's 13:45:03 25 whichis: "Any ocular or periocular infection 13:47:52
Page 150 Page 152
1 not repeated in the claim, right? 13:45:07 1 withinthelast 2 weeks prior to screening in either  13:47:53
2 A Yes 2 eye" isthat correct?
3 Q And the second exclusion criteriain the 3 MS. STRUTHERS: Objection.
4 clamis: "Active ocular or periocular infection"; 4 Mischaracterizes testimony.
5 andinthe VIEW 1 and 2 trials, the exclusion was: 13:45:18 5 THE WITNESS: Could you repesat the 13:48:02
6 "Active ocular or periocular infection in either 6 question?
7 eye" 7 MR. TRAUPMAN: Yesah.
8 Right? 8 Q Youreunable, sitting here today, to
9 A Yes 9 offer opinions as to whether or not the third
10 Q Right. 13:45:28 10 exclusion criteriain the patent, which | won't 13:48:10
11 And save for the words "in either eye," 11 reread right now, is different from the exclusion
12 those two exclusion criteria are the same, correct? 12 criteriain Do Exhibit 2, which states -- says:
13 A Yes 13 "Any ocular or periocular infection within the last
14 Q Okay. Andin -- thethird exclusion 14 2 weeks prior to screening in either eye"?
15 criteriaintheclaimis: "Any ocular or periocular ~ 13:45:48 15 A | only mentioned that | do not know why 13:48:29
16 infection within the last 2 weeks prior to 16 they chose the word "prior to screening,” but this
17 treatment." 17 waswritten for the clinical trial, Exhibit 2 Do.
18 Correct? 18 And | mentioned | was not involved in choosing the
19 A Yes 19 wordsfor the exclusion criteria
20 Q AndtheVIEW1land2--VIEWlandVIEW?2 13455520 Q Right. 13:49:04
21 states: "Any ocular or periocular infection within 21 So you're not able to offer opinions on
22 thelast 2 weeks prior to screening in either eye.” 22 those words because you weren't involved in choosing
23 Correct? 23 them, correct?
24 A Correct. 24 MS. STRUTHERS: Objection.
25 Q Sowhat'syour -- what's your 13:46:10 25 Mischaracterizes the testimony. 13:49:13
Page 151 Page 153
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1 THE WITNESS: | stated that | do not know — 13:49:17 1 VIEW 2, correct? 13:52:43
2 if the authors who wrote the exclusion criteria 2 A I could not answer your question since |
3 intended to use the word "screening” to be similar 3 was not part of the committee who derived these
4 to "treatment" because | did not select the words 4 exclusion criteria.
5 myself. 13:49:53 5 Q Right 13:52:59
6 MR. TRAUPMAN: Got it. 6 But it is your opinion that a person of
7 Q Allright. Soback to paragraph 132 of 7 skill intheart, in January of 2011, would have
8 your declaration, please. | hope we're done with 8 looked to the exclusion criteriafor VIEW 1 or -- or
9 Do 2. 9 excuse me -- for ANCHOR and MARINA when designing a
10 Okay. And soyou statein 132: "Notably,  13:50:21 10 clinical trid; isthat correct? 13:53:12
11 the exclusion criteriaof ANCHOR and MARINA differ 11 A Canyou point to mewhere| wrote that?
12 from those of the Challenged Claimsin material 12 Q Sure. Paragraph 130.
13 respects and, most relevant here, do not require 13 What are you looking at? 132?
14 exclusion of subjects having had prior, as opposed 14 A Which sentence are you referring to?
15 to active, ocular or periocular infection, let dlone  13:50:37 15 Q Yeah. Thefirstone 13:53:44
16 exclusion of subjects having any ocular or 16 Yousay: "Inmy opinion, if the POSA were
17 periocular infection within the specific two-week 17 tolook to the exclusion criteriaof clinical trials
18 time period specified in criteria 3." 18 using different anti-VEGF agentsin designing or
19 Do you see that? 19 selecting exclusion criteriafor the claimed methods
20 A | seethat sentence. 13:50:53 20 for treating patients, the POSA would consider 13:53:55
21 Q Okay. So--and, again, we've looked at 21 MARINA and ANCHOR to be much more reliable sources
22 the comparison of the challenged claims exclusion 22 for exclusion criteria than Samsung's MACTEL and
23 criteriaand the VIEW 1 and VIEW 2 exclusion 23 CATT references.”
24 criteria 24 Correct?
25 So you would agree with me, though, that 13:51:05 25 A | seethat sentence. 13:54:07
Page 154 Page 156
1 the VIEW 1 and VIEW 2 exclusion criteriadiffer from  13:51:07| 1 Q Right. 13:54:08
2 the ANCHOR and MARINA exclusion criteria, correct? 2 And so, again, your opinion is a POSA
3 A Yes therearedifferencesin the 3 would look to MARINA and ANCHOR when designing a
4 exclusion criteria between these clinical trials. 4 clinicd trial, correct?
5 Q Right 13:51:23 5 MS. STRUTHERS: Objection. Thedocument ~ 13:54:19
6 So even though ANCHOR and MARINA were 6 speaksfor itself.
7 published and available prior to the VIEW 1 and 7 THE WITNESS: Inmy declaration, in
8 VIEW 2 trials, the authors of VIEW 1 and VIEW 2 8 paragraph 130, | was discussing that (asread): "In
9 chose different exclusion criteriathan the ones 9 my opinion, if the POSA were to look at -- to look
10 used in ANCHOR and MARINA, correct? 13:51:36 | 10 totheexclusion criteriaof clinical trilsusing  13:54:39
11 A Therearedifferencesin the exclusion 11 different anti-VEGF agentsin designing or selecting
12 criteriabetween ANCHOR and MARINA, and that -- and 12 exclusion criteriafor the claimed methods for
13 those exclusion criteriaarein VIEW 1 and VIEW 2. 13 treating patients, the POSA would consider MARINA
14 Q Andyoudon't-- you're not able, sitting 14 and ANCHOR to be much more reliable sources for
15 heretoday, to offer any opinions asto why the 13:52:03 15 exclusion criteriathan Samsung's MACTEL and CATT 13:54:59
16 exclusion criteriaused for VIEW 1 and VIEW 2 differ 16 references.”
17 from those used in ANCHOR and MARINA? 17 | further explain in my declaration why
18 A | wasnot part of the committee that 18 MacTel and CATT references would not be reliable
19 selected these exclusion criteria; and, therefore, | 19 sourcesfor the POSA.
20 could not answer that question without more 13:52:22 20 BY MR. TRAUPMAN: 13:55:22
21 knowledge from the committee. 21 Q Well, let meask you, just your opinion:
22 Q Okay. Andyou aso don't know whether or 22 Would aperson of skill in the art in January of
23 not the VIEW 1 and VIEW 2 committee considered the 23 2011 have looked to the MARINA and ANCHOR studies
24 exclusion criteriafor ANCHOR and MARINA when they 24 when designing or selecting exclusion criteriafor
25 developed the exclusion criteriafor VIEW 1 and 13:52:39 25 the claimed methods? 13:55:38
Page 155 Page 157
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1 A Couldyou repeat your question again? 13:55:51 1 exclusion criteriaof clinical trials using 13:58:39
2 Q Yes. I'dbehappy to. 2 different VEGF agentsin designing or selecting
3 Would aperson of skill intheart in 3 exclusion criteria?
4 January of 2011 have looked to the MARINA and ANCHOR 4 A Couldyou repest the question?
5 studies when designing or selecting exclusion 13:56:01 5 Q Sure 13:59:02
6 criteriafor the claimed methods? 6 If aPOSA -- and you understand -- | say
7 A Inmy declaration, | stated that "If the 7 "POSA," but person of skill inthe art.
8 POSA wereto look to the exclusion criteria of 8 Y ou understand that, right?
9 clinical trials using different anti-VEGF agentsin 9 A Yes
10 designing or selecting exclusion criteriafor the 13:56:26 10 Q Okay. Just making sure-- 13:59:11
11 claimed methods for treating patients, the POSA 11 A Anophthamologist.
12 would consider MARINA and ANCHOR to be much more 12 Q Inyour definition.
13 reliable sources for exclusion criteriathan 13 Would a POSA who wants to administer VEGF
14 Samsung's MACTEL and CATT references" because ANCHOR 14 agentsto treat angiogenic eye disorders -- would
15 and MARINA wererobust phase 3 clinical trialsthat ~ 13:56:45 | 15 that POSA look to exclusion criteria of clinical 13:59:29
16 had published, positive safety results prior to 16 trialsusing different VEGF agents in designing or
17 2010. 17 selecting exclusion criteria?
18 Q So--thankyou. | seethat you'vejust 18 MS. STRUTHERS: Objection to form.
19 read paragraph 130 of your declaration, but that 19 Incomplete hypothetical.
20 really wasn't my question. 13:57:02 20 THE WITNESS: Could you repesat your 14:00:05
21 My questionis alittle bit different, and 21 question one more time?
22 it follows from what is written in paragraph 130, 22 MR. TRAUPMAN: Sure.
23 but | can read just as -- along with you as well, 23 Q Would aPOSA who wants to administer VEGF
24 but my question is not just to have you read back 24 agentsto treat angio- -- angiogenic eye
25 what'sin your declaration. 13:57:14 25 disorders -- would -- would they look to exclusion 14:00:16
Page 158 Page 160
1 My question, Doctor, is: Would a person 13:57:16 1 criteriaof clinical trials using different VEGF 14:00:20
2 of skill inthe art, in January of 2011, have looked 2 agentsin designing or selecting exclusion criteria?
3 to the MARINA and ANCHOR studies when designing or 3 MS. STRUTHERS: Same objections.
4 selecting exclusion criteriafor the claimed 4 THE WITNESS: | wrote in my declaration
5 methods? 13:57:25 5 that the POSA who islooking at prior studies, such ~ 14:00:47
6 MS. STRUTHERS: Objection. Asked and 6 asMARINA and ANCHOR, because they were robust
7 answered. 7 phase 3 clinical trials that had published, safety
8 THE WITNESS: | answered your question by 8 data -- and the POSA would have looked to exclusion

9 correctly pointing to my declaration in which |
10 explained: "If the POSA wereto look to the
11 exclusion criteriaof clinical trialsusing

13:57:44

12 different anti-VEGF agentsin designing or selecting
13 exclusion criteriafor the claimed methods for

14 treating patients, the POSA would consider MARINA
15 and ANCHOR to be much more reliable sources for

16 exclusion criteriathan Samsung's MACTEL and CATT
17 references.”

18 MR. TRAUPMAN: Okay. Again, I'll just

19 note for the record all you did was read verbatim

13:58:00

13:58:15
21 nonresponsive because it doesn't answer my question.
22 But let me ask adifferent question.

23 Q WouldaPOSA look to -- when -- when

24 looking to administer VEGF agents to treat

25 angiogenic eye disorders, would a POSA look to

20 paragraph 130, which | will moveto strike as

13:58:34
Page 159

9 criteriafrom these studies because such data would
10 be more informative as to the appropriateness of the
11 referenced exclusion criteriain the population that
12 the POSA intended to treat, page 55.

13 BY MR. TRAUPMAN:

14

15 designed the VIEW 1 and VIEW 2 trials were persons
16 of skill inthe art?

17

18 VIEW 2 clinical trids; and, therefore, | couldn't
19 accurately answer your question at thistime.

20

21 authors of -- on -- on the publication of the
22 VIEW -- VIEW 1 and VIEW 2 trials.

23
24
25

14:01:22

Q Do you know whether or not the people who
14:02:39

A | do not know who designed the VIEW 1 and

Q Okay. Well, let'slook at -- look at the ~ 14:03:02

Do you know any of those authors?
A | do know several of the authors.

Q Who do you know? 14:03:21

Page 161
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1 A | know Jeffrey Heler, David Brown, Victor ~ 14:03:26 1 standard of care for the treatment of wet -- 14:06:46
2 Chong, Jean-Francois Korobelnik, Peter Kaiser, Quan 2 age-related macular de- -- age-related macular
3 Dong Nguyen, Allen Ho, Robert Vitti. | could name a 3 degeneration, correct?
4 few other ones: Ursula Schmidt-Erfurth, Alyson 4 A Yes, thatiscorrect.
5 Berliner. 14:03:57 5 Q Wouldyou agree with me that when Lucentis ~ 14:06:59
6 Q It'spretty good. You know agood number 6 got FDA approval, it was abig deal in thefield of
7 of thosefolks. 7 retinacare?
8 Let'stalk -- let's start with Dr. Heier. 8 A Yes, Lucentis became the new standard of
9 | think he'sthe first-named author, and you 9 carein the treatment of angiogenic eye disorders
10 mentioned you know him. 14:04:20 10 after itsapproval. 14:07:27
11 Would he have fit your definition of 11  Q Allright. And yet the people who
12 "person of skill in the art" in 20117 12 chose -- who designed the exclusion criteriafor
13 A Dr. Heier isan ophthalmologist who treats 13 VIEW 1 and VIEW 2 chose not to follow the exclusion
14 patients with angiogenic eye disorders. 14 criteriaof ANCHOR and MARINA, correct?
15 Q Hes--andl misspoke. | said"2001." |  14:04:38 15 A Couldyou repeat your question? 14:08:05
16 meant to say "2011," but | assumed your answer 16 Q Right.
17 wouldn't be any different -- differencein ten 17 The authors who designed the exclusion
18 years, correct? 18 criteriafor the VIEW 1 -- strike that.
19 A In 2011, he was an ophthalmologist 19 The investigators who designed the
20 treating patients with angiogenic eye disorders. 14:04:55 20 exclusion criteriafor the VIEW 1 and VIEW 2 14:08:17
21 Q Right. 21 clinical trials chose not to follow the exclusion
22 And | assume the sameis true of 22 criteriafrom ANCHOR and MARINA, correct?
23 Drs. Brown and Chong, correct? 23 A Again, | don't think | could answer that
24 A Yes 24 question completely because | do not know what the
25 Q Actudly, al of the peopleyou identified ~ 14:05:12 25 investigators were thinking at the time of the 14:08:55
Page 162 Page 164
1 that you know are MDs, correct? 14:05:15 1 planning of theclinical trial. 14:09:00
2 A Yes 2 Q Butyouknow what the exclusion criteria
3 Q Arethey al ophthamologists? 3 arefor the VIEW 1 and VIEW 2 tridls, right?
4 A ldontknow if al of them are 4 A Yes
5 ophthalmologists. 14:05:29 5 Q Andasyou notein paragraph 132 of your 14:09:11
6 Q Okay. Butyou can-- you know many of the 6 report, they're different from the exclusion
7 people listed as authors in Exhibit 1016 are 7 criteriafor ANCHOR and MARINA, correct?
8 ophthalmologists, correct? 8 A Therearedifferencesin the exclusion
9 A Yes many of them are ophthalmologists. 9 criteria.
10 Q Andyouwould have expected them to have 14:05:49 |10 Q Right. 14:09:27
11 been aware of the ANCHOR and MARINA studies, 11 And one of the one -- one of the
12 correct? 12 differences you -- one of the -- one of the
13 A SinceLucentiswas aready FDA approved, 13 differencesyou call out between -- that the ANCHOR
14 yes, | would expect them to be familiar with 14 and MARINA didn't have was excluding patients who
15 Lucentis. 14:06:11 15 had prior ocular or periocular infection, correct? 14:09:43
16 Q Right. 16 A | stated in paragraph 132 that the
17 And, again, Lucentis was the comparator 17 exclusion criteriaof ANCHOR and MARINA differed
18 for thisclinical trial, of which they're authoring 18 from those of the challenged claims and did not
19 the paper describing the results, correct? 19 require exclusion of subjects having had prior, as
20 A Yes 14:06:19 20 opposed to active, ocular or periocular infection, 14:10:12
21  Q Soyouwould expect them to be familiar 21 let alone exclusion of subjects having had any
22 with the ANCHOR and MARINA studies, correct? 22 ocular or periocular infection within the specific
23 A Yes 23 two-week period specified in criterion 3.
24 Q And Lucentis-- just to confirm, Lucentis, 24 Q Right.
25 when it was approved by the FDA, changed the 14:.06:42 | 25 And, again, we've aready been through 14:10:29
Page 163 Page 165
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1 this, but the challenged claim exclusion criteria 14:10:31
2 arereflected inthe VIEW 1 and VIEW 2 exclusion

3 criteria, correct?

4 A Yes

5 Q Okay. Solet'sgoforward inyour 14:11:00

6 declaration, if we could, Doctor, to -- well, we can

7 start on 61 -- page 61. We're going to end up on

1 A 14:13:43
2 thorough and complete answer to that question, but

3 it compared Lucentis and off-label Avastin, and it
4 showed that off-label Avastin was effective when
5 dosed in asimilar fashion to Lucentis.

I'd have to look back to give you a

14:14:12
6 Q Okay. And prior to your work on this
7 proceeding, were you familiar with the MacTel study?

8 62. 8 A Yes|was
9 Y ou there? 9 Q How did you become familiar with Mac- --
10 A Yes 14:11:26 10 MacTd study, again, prior to your work on this 14:14:31
11 Q Okay. We're at the bottom of the page. 11 proceeding?
12 There's a subsection where you start talking about 12 A [I'll correct. | wasn't familiar with this
13 MacTel and CATT. 13 particular study, but | was familiar with macular
14 Let me ask you: Before you were involved 14 telangiectasia, the condition.
15 inthis proceeding, wereyou familiar withthe CATT ~ 14:11:35 | 15 Q | see. Soyou were familiar with the 14:14:47
16 study? 16 disease.
17 A Yes |was 17 It'saretinal disease; isthat right?
18 Q Okay. How didyou, if you recall, become 18 A Yes macular telangiectasiais aretinal
19 familiar with the CATT study? 19 disesse.
20 A What time period were you referring to? 14:11:44 20 Q Butyouweren't familiar with the MacTel 14:14:59
21 Q I'mwondering when you first became aware 21 clinical tria; isthat correct?
22 of the CATT study. 22 A Correct. | wasnot familiar with this
23 A | would haveto look back at the specific 23 specific MacTé clinical trial.
24 date of when the CATT study started enrolling 24 Q Understood. Thank you.
25 patients, but | was awarethat aclinical trial was ~ 14:12:07 25 I'm sorry. Giveit to me one moretime. 14:15:23
Page 166 Page 168
1 being planned to evaluate L ucentis and off-label 14:12:14 1 MacTel ismacular tel- -- 14:15:25
2 Avastin. 2 A Teangiectasa
3 Q Right 3 Q Td---1'mgoing to write this down --
4 CATT wasaclinical study that tried -- 4 telangiectasia?
5 that did adirect comparison between Lucentis and 14:12:25 5 A Telangiectasa 14:15:33
6 Avastin, understanding that the Avastin was an 6 Q Telangiectasia I'll do my best.
7 off-label use, correct? 7 A That'swhy it's abbreviated MacTel.
8 A Yes 8 Q Theproblemis, if | say "Mactel," we're
9 Q Andthat's because off-label use of 9 talking about a paper and a disease.
10 Avastin to treat angiogenic eye disorderswas fairly ~ 14:12:35 10 A Yes 14:15:45
11 common practice, correct? 11 Q Sol'vegot totry to distinguish between
12 A Thatiscorrect. 12 the two of them so we don't lose both lose our minds
13 Q Isitstill common practice today? 13 heretoday.
14 A Off-label Avastinistill usedin 14 Do you treat patientsin your high-volume
15 clinical practice today. 14:12:51 15 clinical practice who have macular telangiectasia? 14:15:58
16 Q AndI think you said you, yourself, use 16 A Currently there's no current effective
17 Avastin off-label in clinical practice from timeto 17 treatment for macular telangiectasia, and so we
18 time, correct? 18 don't treat patients with macular telangiectasia.
19 A Yes, thatiscorrect. 19 Q Youmay diagnose a patient with macular
20 Q DidtheCATT study have an impact on 14:13:11 20 telangiectasia, but there's no treatment options; is ~ 14:16:19
21 clinical practice when it was -- onceit was 21 that acorrect statement?
22 published? 22 A Correct. For the diagnosis of macular
23 A Yes, onceit was published -- and that was 23 telangiectasia, there's no effective trestment.
24 dfter, you know, 2011 -- it did have an impact. 24 If apatient with macular telangiectasia
25 Q What wastheimpact? 14:13:35 25 develops another condition, then we would obviously  14:16:40
Page 167 Page 169
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1 treat that additional condition. 14:16:42 1 What does "acute ocular or periocular 14:20:32
2 Q Guotit. 2 infection" mean?
3 Okay. Soif we go to the next page of 3 A An"acuteocular or periocular infection”
4 your declaration, page 62, please. 4 means ainfection on the ocular surface or around
5 And you repeat a summary table from the 14:16:55 5 the eye that has a sudden onset in a short course. 14:21:10
6 petition here at the top of the page, correct? 6 Q Okay. What length of timeisashort
7 A Correct. 7 course?
8 Q Andthat, then, is, inturn, quoting both 8 A Inmy declaration, | did not specifically
9 the MacTed study and the CATT study on the 9 discuss the definition of the length of a acute
10 right-hand column, correct? 14:17:29 10 infection or the course of it specificaly, andso|  14:22:04
11 A Yes 11 would have to think over that more carefully to
12 Q Andbecause ! know you're going to mention 12 provide you with the most accurate answer.
13 it, | acknowledge that you have -- there was atypo 13  Q | understand.
14 that you noted in the footnote at the bottom of the 14 So sitting here today, you can't tell me
15 page. So | thank you for calling that to our 14:17:37 15 what length of timeis"ashort course," asyouused  14:22:31
16 attention, but -- so | just want to, you know, 16 that term, when defining "acute ocular or periocular
17 understand the words -- some of the words that are 17 infection"; isthat correct?
18 written here on the page because | think they have 18 MS. STRUTHERS: Objection.
19 some technical meanings. 19 Mischaracterizes the testimony.
20 So looking on the right-hand column, the 14:17:50 20 THE WITNESS: | did not go into the 14:23:00
21 MacTel study references: "Current acute ocular or 21 specific details regarding the definition of the
22 periocular infection." 22 length of an acute infection in my declaration; and
23 Do you see that? 23 in order to provide you with a comprehensive answer,
24 A Yes 24 | would need more time to -- to evaluate the topic
25 Q Okay. Andyou agree-- | mean, you 14:18:12 25 to provide you with that answer. 14:23:32
Page 170 Page 172
1 confirm that's what the MacTel study says? 14:18:13 1 BY MR. TRAUPMAN: 14:23:35
2 I'm just trying to move things along 2 Q Okay. Andwhat doesit mean to have
3 without showing you -- 3 "sudden onset"?
4 A Yes-- 4 Again, this term that you used.
5 Q --theexhibityet. 14:18:18 5 A Theterm "sudden onset’ confersasenseof ~ 14:24:08
6 A --that'swhat the sentence says. 6 rapid onset of some occurrence.
7 Q Okay. Sol justwanttotry to 7 Q Okay. Sol guesswe could keep on using
8 understand: What -- what is your understanding of 8 different adjectives.
9 an acute ocular or periocular infection? 9 What length of time is either sudden or
10 A Couldyou repest the question? 14:18:58 10 rapid when used in the context of acute ocular or 14:24:31
11 Q Yeah 11 periocular infection?
12 What is your understanding of what an 12 A Therearedifferent typesof infections;
13 acute ocular or periocular infection is? 13 and in order to answer your question accurately, |
14 A On page 66, paragraph 149, | provide a 14 would need more time and -- to review al the
15 definition of "acute," and | state that acute is 14:19:37 15 possible infections and give you a more thorough 14:24:58
16 having a sudden onset, sharp rise in short course, 16 answer to your question.
17 such asan acute disease. And this was based on the 17 Q Okay. Sothat's not something you
18 Merriam-Webster's Medical Desk Dictionary. 18 investigated prior to your declaration; is that
19 Q Thank you, but | wasn't asking about the 19 correct?
20 word "acute." | was asking about aseriesof words ~ 14:20:07 20 A Could you repeat the question? 14:25:22
21 that are "acute ocular or periocular infection.” 21  Q Right.
22 As an expert ophthalmologist, can you tell 22 The length of time, as either sudden or
23 uswhat that means? 23 rapid, when used in the context of acute ocular or
24 A Could you repeat the question? 24 periocular infection, that's not something you
25 Q Yes 14:20:31 25 formed an opinion on prior to signing your 14:25:32
Page 171 Page 173
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1 declaration on October 11th of this year, correct? 14:25:34 1 determine whether or not the patient has a current 14:29:10
2 MS. STRUTHERS: Objection. 2 acute ocular or periocular infection, correct?
3 Mischaracterizes the testimony. 3 A Theophthamologist would have to evaluate
4 THE WITNESS: In my declaration, | discuss 4 the patient, examine the patient, look at al the
5 the exclusion criteriain the claimed methods, but | 14:25:50 5 evidencein order to come up with adiagnosisof an ~ 14:29:29
6 did not delve into the definitions of the -- the 6 acuteinfection.
7 exact time course of an acute infection; therefore, 7 Q |Ijustwanttomakeitclear: | asked
8 | couldn't answer that question completely right now 8 about acurrent --
9 without adequate time and preparation to provide you 9 A Okay.
10 with an answer. 14:26:25 10 Q --acuteinfection. | just want to make 14:29:37
11 BY MR. TRAUPMAN: 11 sureyour answer is not any different.
12 Q Allright. Sowe've been talking about 12 To diagnose a current acute infection, an
13 the MacTel study, and I've been asking about the 13 ophthalmologist would have to conduct an exam, a
14 words "acute ocular or periocular infection." 14 patient history, look in the dlit lamp, do what
15 Now let's add the last word in that quote,  14:26:43 15 other kind of imaging, all the things that you 14:29:52
16 whichis"current." 16 described -- that that's what they would have to do
17 What isa"current acute ocular or 17 to determineif a patient has a current acute ocular
18 periocular infection"? 18 or periocular infection, correct?
19 A A current infection would be an infection 19 A Thatiscorrect.
20 that one would diagnose at the time the physician 14:27:01 20 Can you remind me the page you're 14:30:09
21 was evaluating the patient. 21 referring to again?
22 Q Right 22 Q I'moné62
23 So at the time of the evaluation, the 23 A Okay. Thank you.
24 patient has some sort of microbe infecting the eye 24 Q How would an ophthalmologist determine
25 or area surrounding the eye; isthat correct? 14:27:23 25 when an infection -- an acute ocular or periocular 14:30:18
Page 174 Page 176
1 A Couldyou repeat the question? 14:27:34 1 infection ends, such that it's no longer current? 14:30:28
2  Q Yeah 2 A Theophthalmologist would need to examine
3 So acurrent acute ocular or periocular 3 the patient and do a thorough evaluation to
4 infection is that the patient, at the time of the 4 determineif infection was resolved or if it was
5 examination, has some sort of microbes that's 14:27:39 5 ongoing. 14:30:49
6 infectious -- infectious microbesin their eye or in 6 Q How could an examination of the patient
7 the area around the eye, correct? 7 determine whether or not an infection is resolved?
8 MS. STRUTHERS: Objection. 8 A Iftheexamisnormal and there are no
9 Mischaracterizes the testimony. 9 signs of infection, then the infection may be
10 THE WITNESS: | said acurrent infection ~ 14:27:55 10 resolved. 14:31:19
11 isaninfection that is occurring at the time of the 11 Q Soavisua examination would allow an
12 diagnosis. 12 ophthalmologist to determine that an acute ocular or
13 BY MR. TRAUPMAN: 13 periocular infection has resolved?
14 Q Okay. How would you diagnose whether or 14 A Yes, anexamination of the eye could help
15 not a patient has a current acute ocular or 14:28:25 15 in that determination. 14:31:40
16 periocular infection? 16 Q Waell, what else-- you said "could help."
17 A Inorder to diagnose an infection, an 17 What else would an ophthalmologist
18 ophthalmologist would have to examine the patient, 18 consider, other than the examination, to determine
19 look with alit lamp biomicroscopy, do a guided 19 whether or not an acute ocular or periocular
20 fundus exam, evaluate dl the evidence that isthere  14:28:47 20 infection had resolved? 14:31:52
21 to come up with adiagnosis. 21 A | think the basiswould bethe
22  Q Would that include a patient history? 22 examination, but depending on where the ocular or
23 A Taking apatient history isalso apart of 23 periocular infection was located, additional ocular
24 the assessment. 24 imaging may be used to help the ophthalmologist.
25 Q Andthat would lead the ophthalmologistto ~ 14:29:06 25 Q Okay. Let me--let mejust -- does 14:32:38
Page 175 Page 177
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1 the -- doesthe -- any ongoing treatment for the 14:32:41 1 MS. STRUTHERS: Same objection. 14:35:19
2 ocular or periocular infection factor into whether 2 THE WITNESS: Again, | did not, in my
3 or not the ophthalmologist concludes that the 3 declaration, provide an opinion on bacterial
4 infection has resolved? 4 conjunctivitis; and since there are multiple, you
5 A What treatment are you referring to? 14:33:06 5 know, bacteriathat could be involved, | would have ~ 14:35:50
6 Q Wadl, I'dassume acute ocular or 6 to think this question over to give you a more
7 periocular infections, particularly bacterial ones, 7 complete answer.
8 are oftentimes treated with antibiotics, are they 8 BY MR. TRAUPMAN:
9 not? 9 Q Sol justwantto understand your
10 A Insomecases, yes, they aretreated with  14:33:17 10 testimony. 14:36:03
11 antibiotics. 11 You're -- sitting here today, you're
12 Q Right. 12 unableto tell me, one way or the other, whether or
13 Would the -- would the fact that a patient 13 not bacterial conjunctivitisis an acute ocular or
14 istill taking antibiotic treatment in an eye 14 periocular infection?
15 factor into the determination asto whether or nota  14:33:30 15 MS. STRUTHERS: Objection. 14:36:16
16 patient has a current acute ocular or periocular 16 Mischaracterizes the testimony.
17 infection? 17 THE WITNESS: Although conjunctivitis
18 A Theophthamologist would have to examine 18 could be acute ocular infection, | would need to do
19 the patient and evaluate them in order to make that 19 further analysis to answer your question completely,
20 diagnosis and assessment. 14:33:48 20 to describe and give you more details on the 14:36:58
21 Q Would-- would part of that evaluation be 21 different presentations of bacterial conjunctivitis.
22 considering whether or not the patient was on 22 BY MR. TRAUPMAN:
23 antibiotics, for instance? 23 Q I'mnotasking for details on the
24 A Understanding the medical history and the 24 different presentations of bacterial conjunctivitis,
25 current medicationsis helpful. 14:34:06 25 Doctor. 14:37:18
Page 178 Page 180
1 Q Okay. | mean,let'smaybetry and seeif = 14:34:11 1 I'm simply asking whether or not the 14:37:18
2 we can put alittle more precision on this. 2 exclusion criteriain MacTel, which you say you
3 Would you agree that conjunctivitisis an 3 considered and reviewed, which is a chronic acute --
4 acute ocular or periocular infection? 4 excuse me -- current acute ocular or periocular
5 MS. STRUTHERS: Objection to form. 14:34:28 5 infection -- does bacterial conjunctivitisfit 14:37:32
6 THE WITNESS: Can you repeat the question? 6 within that description, "yes" or "no," Doctor?
7 BY MR. TRAUPMAN: 7 MS. STRUTHERS: Objection. Argumentative.
8 Q Wouldyou agree that conjunctivitisis an 8 Asked and answered.
9 acute ocular or periocular infection? 9 THE WITNESS: | think | already answered
10 A What type of conjunctivitis are you 14:34:42 10 that question. 14:37:46
11 referring to? 11 MR. TRAUPMAN: You didn't, respectfully,
12 Q Bacterial. 12 Doctor.
13 A And could you rephrase the question with 13 Q AndI'mnot going to pull any punches. |
14 that now? 14 will present this testimony to the judges, who can
15 Q Yes 14:34:52 15 evaluate your credibility. 14:37:56
16 Would you agree that bacterial 16 I think conjunctivitisis a pretty common
17 conjunctivitisis-- is an acute ocular or 17 eyedisease. Am | right -- | know that to be the
18 periocular infection? 18 case.
19 MS. STRUTHERS: Objection to form. 19 So | just want you to know, as an expert
20 THE WITNESS: Could you repest the 14:35:09 20 ophthalmologist, Doctor, whether or not you can say,  14:38:06
21 question? 21 oneway or the other, whether or not current --
22 MR. TRAUPMAN: Yes. 22 excuseme. Strikethat. Let me start over.
23 Q Wouldyou agree that bacterial 23 | want you to say, one way or the other,
24 conjunctivitisis an acute ocular or periocular 24 Doctor, whether bacterial conjunctivitisisa
25 infection? 14:35:19 25 current acute ocular or periocular infection, "yes" 14:38:20
Page 179 Page 181
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1 or"no." 14:38:22 1 (Recess) 14:41:49
2 MS. STRUTHERS: Objection. Asked and 2 THE VIDEOGRAPHER: This marksthe
3 answered. Argumentative. 3 beginning of Media No. 5 in the deposition of
4 THE WITNESS: As| stated, there are 4 Dr. DianaDo. We're back on therecord. Thetime
5 different presentations of bacterial conjunctivitis.  14:38:36 5 is2:53. 14:53:44
6 It could present as current acute ocular 6 MR. TRAUPMAN: Welcome back, Dr. Do.
7 conjunctivitis. 7 The sun's not in your eyes anymore.
8 And if you would like more information, | 8 Q Beforewetook our break, we were on page
9 would have to have more time to research all the 9 62 of your declaration. Okay. You'rethere now.
10 different presentations of bacterial conjunctivitis. ~ 14:39:06 10 Grest. 14:53:59
11 MR. TRAUPMAN: Let meask -- sorry. | put 11 Can you identify even one condition that
12 theword "current" in, and | didn't mean to, so let 12 fitswithin the definition of "acute ocular or
13 me ask my question again. 13 periocular infection"?
14  Q Isbacteria conjunctivitis an acute 14 A Therearedifferent conditions that can
15 ocular or periocular infection, Doctor? 14:39:17 15 cause, you know, infections. One would have to 14:54:34
16 MS. STRUTHERS: Objection. Asked and 16 evaluate the patient to assess, you know, what the
17 answered. 17 diagnosisis.
18 THE WITNESS: As| mentioned, bacterial 18 Q Canyou name one condition of the eye that
19 conjunctivitis can present as acute ocular 19 fitswithin the definition of "acute ocular or
20 infection. 14:39:40 20 periocular infection," Doctor? 14:54:47
21 BY MR. TRAUPMAN: 21 MS. STRUTHERS: Objection. Asked and
22 Q Okay. Canyoutell me: Does-- can 22 answered.
23 bacterial conjunctivitis present as something other 23 THE WITNESS: There are many different
24 than acute ocular or periocular infection? 24 conditions related to either bacteria or vira
25 A Asl stated, bacteria can cause 14:40:06 25 infections of the eye that could, at some times, 14:55:12
Page 182 Page 184
1 conjunctivitis, and there are different bacteria 14:40:10 1 present acutely, such asviral conjunctivitis. 14:55:21
2 that can be pathogens. 2 BY MR. TRAUPMAN:
3 I did not describe all the forms of 3 Q Okay. Sovira conjunctivitis can present
4 bacterial conjunctivitisin my declaration; and, 4 asan acute ocular or periocular infection, correct?
5 therefore, | wouldn't be able to answer your 14:40:30 5 A Attimes, vira conjunctivitis can present  14:55:44
6 question completely without more time and 6 asan acute ocular infection.
7 preparation. 7 Q Okay. Aretheretimeswhen viral
8 Q Informing your opinionsin your 8 conjunctivitis doesn't present as an acute ocular or
9 declaration, did you consider the definition of 9 periocular infection?
10 "acute ocular or periocular infection"? 14:40:45 10 A 1 would havetodo alittle bit more 14:56:28
11 A I did consider the definitions, as | wrote 11 research to answer that question accurately. So at
12 in my declaration, in regards to page 66, paragraph 12 thistime, | -- | couldn't give you aclear answer.
13 149, and the Merriam-Webster's Medical Desk 13 Q Okay. Andisit fair to say the symptoms
14 Dictionary definition of "acute.” 14 of viral conjunctivitis would be a pussy discharge?
15 Q Okay. Soyou considered thedefinitionof — 14:41:23 15 A Again, in my declaration, | did not go 14:57:09
16 "acute" in paragraph 149, correct? 16 over the symptoms or presentation of viral
17 A Yes 17 conjunctivitis.
18 Can | ask -- isthere an extra shade? The 18 Q Right. | understand.
19 sunisrightinmy eye. 19 But you're also a trained ophthalmologist,
20 MR. TRAUPMAN: Well, you know what? Okay, = 14:41:37 20 right? 14:57:25
21 why don't we just take abreak. We've been going a 21 A Yes|lam.
22 little over an hour. We can get the shade taken 22 Q Right.
23 care of. 23 Y ou certainly have learned about viral
24 THE VIDEOGRAPHER: This marks the end of 24 conjunctivitis, right?
25 MediaNo. 4. Off therecord. Thetimeis2:41. 14:41:46 25 A Yes | havelearned about it. 14:57:31
Page 183 Page 185
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1 Q Right,right. 14:57:33 1 A Tryingtobe. 15:01:14
2 In your present- -- and viral 2 Q Right.
3 conjunctivitis would present as watery, scratchy 3 The patient -- in conducting the follow-up
4 eyes, correct? Well, let me withdraw the question. 4 exam five dayslater, al of the symptoms of the
5 Would you agree that viral conjunctivitis ~ 14:57:45 5 viral conjunctivitis have resolved. You don't see 15:01:22
6 would present with some or all of the following 6 any symptoms through your examination of the
7 symptoms: watery, scratchy eyes, mucusy discharge; 7 patient, but the patient tells you that he or she
8 inflammation of the conjunctiva? 8 had -- till had symptoms the day before, so four
9 A Inordertodiagnose vira conjunctivitis, 9 days after the initial vision -- visit.
10 an ophthalmologist would have to do athorough 14:58:09 | 10 Based on that -- that description, does--  15:01:40
11 examination of the eye to detect any abnormalities. 11 doesthe patient still have a current acute ocular
12 And as | mentioned in my declaration, | 12 or periocular infection?
13 did not go over the specifics of the findings 13 A Ithinkit'schallenging to follow this
14 related to viral conjunctivitis, because viral 14 hypothetical case; and, as an ophthamologist, we
15 conjunctivitis can present in avariety of ways. 14:58:40 15 would want to, you know, evaluate the patient and 15:02:06
16 In order to give you the most accurate 16 look carefully that day to assess for any acute
17 answer, | would need more time to carefully 17 infection.
18 synthesize everything to give you the best and most 18 Q Doesapatient -- well, does a patient
19 accurate answer. 19 who's -- would you -- when -- I'm trying to
20 Q Okay. How would an ophthalmologist 14:59:01 20 understand when you can say -- how you could makea  15:02:31
21 determine whether or not viral conjunctivitis has 21 determination whether aacute ocular or periocular
22 resolved, such that it is no longer current -- a 22 infection is no longer current.
23 current acute ocular or periocular infection? 23 So, again, if apatient doesn't present
24 A A careful eye examination would inform the 24 with any symptoms in an exam but tells you they were
25 ophthalmologist about whether or not active viral 14:59:27 25 experiencing symptoms the day before the exam, does ~ 15:02:46
Page 186 Page 188
1 conjunctivitis was present or not. 14:59:35 1 that patient have a current acute ocular or 15:02:49
2 Q Okay. And doesthat careful eye 2 periocular infection, Doctor?
3 examination include a patient history? 3 MS. STRUTHERS: Asked and answered.
4 A Theassessment of the patient would 4 THE WITNESS: An ophthalmologist would
5 include both examination and taking a history from 14:59:53 5 haveto evaluate the patient at the time of the 15:03:44
6 the patient. 6 patient's presentation to determineif an active
7 Q Allright. Solet meask: If a 7 infection was present.
8 patient -- taking the pa- -- if the examination that 8 If the exam was normal, then there would
9 you conduct as -- of a patient doesn't show any 9 beno active ocular infection at that visit.
10 symptoms of viral conjunctivitis, but the patient 15:00:16 10 BY MR. TRAUPMAN: 15:04:09
11 said, "I had these symptoms yesterday," isthat -- 11  Q Evenif thepatient said they had symptoms
12 isthat going to be a case of current acute ocular 12 of aninfection the day before the visit?
13 or periocular infection or isthat -- or is that 13 A Theophthamologist would have to
14 then resolved? 14 synthesize all the data; but if the exam was
15 A Couldyou repeat the question? 15:00:43 15 completely normal, there would be no sign of an 15:04:31
16 Q Sure 16 ocular infection that was active at that time.
17 Let's maybe develop this. 17 Q Okay. Canyou tell uswhat your
18 The patient -- you diagnose the patient 18 understanding of achronic ocular or periocular
19 with viral conjunctivitis because he or she has 19 infectionis?
20 symptoms that you concludeisviral conjunctivitis.  15:00:53 20 A Inmy declaration, | stated that the POSA 15:05:28
21 Okay? You with me? 21 would understand that the terms "chronic" and
22 A Perhaps. 22 "acute" are not synonymous. | refer to
23 Q Okay. Andyou seethe patient, just for a 23 Merriam-Webster's Medical Desk Dictionary, for
24 follow-up exam, five days later, okay? 24 example, that defines “chronic” as: "marked by
25 Y ou with me till? 15:01:11 25 long duration, by frequent recurrence over along 15:05:46
Page 187 Page 189
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1 time, and often by slowly progressing seriousness.”  15:05:51 1 you used that term? 15:09:00
2 Q Right 2 A Inmy declaration, | did not go into the
3 You just read to me a paragraph in your 3 specific details of the time length for a chronic
4 report, right? 4 ocular or periocular infection because there are
5 A Yes 15:06:06 5 different pathogens that can cause ocular or 15:09:27
6 Q That'snumber -- what number paragraph is 6 periocular infections, and the duration is variable
7 that? 7 depending on the pathogen.
8 A Paragraph 149. 8 Q What doesit mean to have ahistory within
9 Q 149. Right. 9 the past 30 days of a chronic ocular or periocular
10 That -- the words "ocular” or "periocular"  15:06:17 10 infection? 15:09:49
11 don't appear in paragraph 149, do they, Doctor? 11 A Having ahistory means having a prior
12 A | donot seethose words specifically in 12 diagnosis of achronic ocular or periocular
13 that paragraph. 13 infection within the past 30 days.
14 Q So,again, my question was. What's the 14 Q Soisthat--1 just wantto understand.
15 meaning of the term "chronic ocular or periocular 15:06:38 | 15 So you're saying if you have adiagnosis 15:10:29
16 infection"? Can you give that to us here today, 16 within the last 30 days of a chronic ocular or
17 please? 17 periocular infection, you have a history of chronic
18 A Inmy declaration, | mention that the POSA 18 ocular or periocular infection?
19 would understand the terms "chronic" and "acute" 19 A | think having ahistory of aprior ocular
20 when discussing, like, infection and that achronic ~ 15:07:07 20 or periocular infection suggests that the patient 15:11:.00
21 infection would refer to something that was marked 21 was evauated and diagnosed with that condition at
22 by long duration, by frequent recurrence over along 22 that prior time.
23 time. 23 Q And"that prior time" hereiswithin the
24 Q Youjust read from paragraph 149 again, 24 last 30 days; isthat correct?
25 right? 15:07:30 25 A If youarereferring to that sentence on 15:11:23
Page 190 Page 192
1 A Yes 15:07:31 page 62, which uses the word "past 30 days" in the 15:11:27
2 Q That'sthe same paragraph that you just MacTel study, then --
3 admitted that doesn't have the words "ocular” or Q Right.
4 "periocular” iniit, right? A -- you would be discussing that sentence.
5 MS. STRUTHERS: Objection. Argumentative.  15:07:38

6 THE WITNESS: | recognize that the exact

7 words "ocular" and "periocular" are not specifically
8 inthat paragraph, but | was referring to how the

9 POSA would understand the terms “chronic” and

10 "acute" when discussing chronic and acute conditions  15:08:05

11 such asan infection.

12 MR. TRAUPMAN: Great. | understand.
13 Q Butmy question was: What's the meaning
14 of the term "chronic ocular or periocular

15 infection"? Canyou giveit to us here, please, 15:08:22 15 history within 30 days of a chronic periocular -- 15:12:05

16 Doctor? 16 ocular or periocular infection, but please correct

17 MS. STRUTHERS: Asked and answered. 17 meif I'mwrong, if I'm misunderstanding your

18 THE WITNESS: | stated that the POSA would 18 testimony, Doctor.

19 understand that a chronic ocular or periocular 19 A | stated that having adiagnosis would

20 infection would be one that was marked by long 15:08:38 20 fall into the category of having ahistory within 15:12:25

21 duration, by frequent recurrence over along time, 21 the past 30 days of achronic ocular or periocular

22 and often by slowly progressing seriousness. 22 infection.

23 BY MR. TRAUPMAN: 23 Q Wouldyou agree that chronic ocular or

24  Q Okay. Inthe context of an ocular or 24 periocular infections can have periodic flare-ups?

25 periocular infection, what isa"long duration," as  15:08:56 25 A Yes, it'spossiblethat chronicinfections  15:12:42
Page 191

have been about that --
A Yes
Q --sentence. | hope that's been clear.
I'm asking: What does it mean to have a

10 history within the la- -- past 30 days of achronic ~ 15:11:53

11 ocular or periocular infection? And that's what I'm
12 asking about.

13 Now, | believe you said, if you have a

14 diagnosis within the last 30 days, that would be a

1
2
3
4
5 Q That'smy whole-- all of my questions 15:11:45
6
7
8
9

Page 193
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15:12:
2 Q Whenyou say "recurrence," what do you --

1 could have recurrences.

3 what do you mean by "recurrence"?
4 A
5 chronic ocular or periocular infection, a period

"Recurrence" would be, in theterms of a

6 where the disease becomes more active.
7 Q Okay. Andwould the period when the

55

15:13:17

1 your life, right? 15:15:48

2 A Inthecaseof herpes, that istrue.
3  Q Right
4 And so would you understand the MacTel

5 exclusion criteria, that's here on page 62, to 15:16:00
6 exclude every patient that has herpes zoster?

7 A Could you repeat the question?

8 chronic disease becomes more active -- would that be 8 Q Yes
9 ahistory within the past 30 days of a chronic 9 Does the exclusion criteria that you
10 ocular or periocular infection, in your opinion? 15:13:43 10 quoted from the MacTel study, that's here on page 15:16:33
11 MS. STRUTHERS: Objection to form. 11 62, have every patient that has herpes zoster?
12 THE WITNESS: Could you repeat the 12 A IntheMacTd exclusion criteria, it
13 question? 13 specifically lists excluding any history of ocular
14 MR. TRAUPMAN: Yeah. 14 herpes zoster. So those patients would be excluded
15 Q I believeyou just said -- and please, 15:13:55 15 from that MacTél clinical trial. 15:17:06
16 again, correct meif I'm wrong -- that you said a 16 Q Okay. Soevenif the patient has-- has
17 chronic ocular or periocular infection can have 17 no symptoms from the herpes zoster virus for more
18 periods when the disease is more active. 18 than 30 days before the examination, your
19 Did | get that right? 19 understanding of the MacTel exclusion criteriais
20 A Yes, it could have recurrence of the 15:14:09 20 that it would still exclude the patient becausethe  15:17:33
21 disease. 21 patient has been shown to have ocular herpes zoster?
22  Q Right. 22 A FortheMacTel study, it liststhat, in
23 So, | mean, for instance, we can just take 23 the exclusion criteria, any history of ocular herpes
24 what | hope we all agree, because it's right here 24 zoster would be excluded.
25 written down in -- on the page, an example of a 15:14:20 25 Q Okay. Solet's--in paragraph 152, you 15:18:13
Page 194 Page 196
1 chronic ocular or periocular infection is herpes 15:14:23 1 give asecond example -- many other examples of 15:18:29
2 zoster, correct? 2 chronic -- pathogens that cause chronic ocular or
3 A Yes 3 periocular infection.
4  Q Andthat'sthevirusthat causes shingles; 4 Do you see that?
5 samevirus, right? 15:14:36 5 A Yes | seethat. 15:18:47
6 A Yes 6 Q Again, another exampleyoulistis
7 Q Andsoit'schronic because once you get 7 Epstein-Barr virus, correct?
8 herpes zoster, you have it for the rest of your 8 A Yes
9 life, correct? 9 Q Right.
10 A Yes 15:14:47 10 And, again, that's another condition that, = 15:19:02
11  Q Buttherearetimeswhen the herpes zoster 11 onceyou get the Epstein-Barr virus, you have that
12 condition is dormant, correct? 12 virusfor the rest of your life, correct?
13 A Yes 13 A Yes
14  Q And then there are times when the herpes 14 Q Sosamequestionthat | had before.
15 zoster condition s, | think, to use your word 15:15:07 15 Does the MacTel study, in your opinion, 15:19:18
16 "recurrent” or "active," correct? 16 exclude every patient who has been diagnosed with
17 A Yes, itcould recur. 17 Epstein-Barr virus?
18 Q Andby "recur," you mean become active, 18 MS. STRUTHERS: Objection. Form.
19 correct? 19 THE WITNESS: Could you repeat the
20 A Andwhenit recurs, the patient can have 15:15:27 20 question? 15:19:48
21 more symptoms. There can be signs of, you know, 21 MR. TRAUPMAN: Yes.
22 infection in the eye. 22  Q Doesthe MacTd study exclude every
23 Q Right 23 patient who's been diagnosed with the Epstein-Barr
24 Because, as you said, once you have the 24 virus?
25 herpes zoster virus, you have it for the rest of 15:15:44 25 MS. STRUTHERS: Also beyond the scope. 15:20:13
Page 195 Page 197
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1 THE WITNESS: Could you repeat the 15:20:44 1 Q Okay. Sohow would you assess whether a 15:23:23
2 question? 2 patient has had a history within the past 30 days of
3 MR. TRAUPMAN: Yes. 3 achronic ocular or periocular infection?
4  Q DoestheMacTel -- I'm looking at -- you 4 A Assessing apatient would involve
5 can look at the MacTel exclusion criteriaon 62, but ~ 15:20:52 5 examining the patient, taking ahistory, lookingat ~ 15:23:46
6 I'm also -- on 152, you specificaly list MacTel 6 any prior medical records, synthesizing all that
7 exclusion criteria; and in that same paragraph, you 7 datato come up with adiagnosis.
8 mention the Epstein-Barr virus. 8 Q Right. Butl guessI|'m not asking you
9 So I'm trying to understand whether, in 9 about a diagnosis.
10 your opinion, the MacTel exclusion criteriaexcludes  15:21:09 | 10 How would you determine whether or not a 15:24:10
11 every patient who's been diagnosed with Epstein-Barr 11 patient did or did not meet the MacTel exclusion
12 virus. 12 criteriathat states: "History within the past 30
13 MS. STRUTHERS: Objection. Beyond the 13 days of achronic ocular or periocular infection,
14 scope. 14 including any history of ocular herpes zoster"?
15 THEWITNESS: | would havetotakealook — 15:21:18 |15 MS. STRUTHERS: Asked and answered. 15:24:34
16 at al the exclusion criteriain the MacTel study in 16 THE WITNESS: The ophthalmologist would
17 order to answer your question regarding Epstein-Barr 17 haveto evaluate the patient, look carefully at the
18 virus. 18 examination to seeif there was any active
19 BY MR. TRAUPMAN: 19 infection. Part of the assessment would include
20 Q [I'mtaking about thisexclusion criteria. ~ 15:21:33 20 taking a history, looking at prior medical records.  15:24:56
21 Doesthe exclusion criteriain MacTel, 21 And all of that datawould be important to determine
22 that reads "history within the past 30 days of a 22 what condition the patient has.
23 chronic ocular or periocular infection" -- does that 23 BY MR. TRAUPMAN:
24 exclude all patients who have been diagnosed with 24 Q Todetermine whether or not a patient
25 Epstein-Barr virus? 15:21:45 25 satisfied the MacTel exclusion criteria of history 15:25:12
Page 198 Page 200
1 MS. STRUTHERS: Again, objection. Beyond  15:21:47 | 1 within past 30 days of a chronic ocular or 15:25:16
2 the scope. 2 periocular infection, including any history of
3 THE WITNESS: Again, | don't think | could 3 ocular herpes zoster, would the ophthalmol ogist
4 answer your question at this time because | did not 4 conduct an examination of the eye?
5 gointo the details of the entire clinical courseof — 15:21:57 5 A Part of the assessment would involve 15:25:29
6 Epstein-Barr virus; and to provide, you know, an 6 evaluating the eye, taking amedical history, and
7 accurate answer, | would need time to do more 7 then synthesizing all of that data together.
8 research and gather more information about that 8 Q Right.
9 topic. 9 And it would involve an examination using
10 MR. TRAUPMAN: Understood. 15:22:21 10 thedlit lamp? 15:25:46
11 Q Sowhat--I'mjust trying to understand 11 A Yes
12 what it means to have a part of the MacTel exclusion 12 Q Itwouldinvolve an examination following
13 criteriathat says "history within the past 30 13 dilation to see the back of the eye, correct?
14 days." 14 A Yes
15 What does -- what do the -- what do -- 15:22:34 15 Q Anditwouldinvolve an examination of 15:26:04
16 what doesit mean to have a history within the past 16 taking the intraocular pressure, correct?
17 30 days and a chronic ocular or periocular 17 A Partof the evaluation would include
18 infection, Doctor? 18 assessment of intraocular pressure.
19 A Again, | did not write these exclusion 19 Q Okay. And sothenthe CATT study, right
20 criteriafor the MacTel study, and so | do not know  15:22:53 20 here on page 62 aswell, has an exclusion criteria 15:26:32
21 what the authors were completely thinking about in 21 of: "Active or recent (within four weeks)
22 regards to the meaning, but from the way it's 22 intraocular inflammation (grade trace or above)" --
23 written, it says: "A history within the past 30 23 I'm going to read the correct version that you note
24 days of achronic ocular or periocular infection, 24 in the footnote.
25 including any history of ocular herpes zoster." 15:23:19 25 Do you see that? 15:26:50
Page 199 Page 201
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1 A Yes 15:26:52 1 Q Okay. Inthat situation, has a patient 15:30:43
2 Q How would an ophthalmologist assess 2 had aocular or periocular infection within the last
3 whether a patient has had a recent, within the last 3 two weeks?
4 four weeks, intraocular inflammation? 4 MS. STRUTHERS: Objection to form.
5 A Anophthamologist would need to perform 15:27:16 5 THEWITNESS: If | diagnose apatient with  15:31:04
6 an evaluation of the patient using the dlit lamp 6 an active ocular or periocular infection that day, |
7 biomicroscopy, dilated fundus exam, other imaging, 7 know that they have an active infection at this
8 if necessary, to look for signs of intraocular 8 time, but it may be challenging to determine when it
9 inflammation inside the eye. 9 dtarted.
10 Q Wouldthat exam inform the ophthalmologist ~ 15:27:41 | 10 MR. TRAUPMAN: Right. 15:31:32
11 whether or not the patient's had inflammation -- 11  Q Butif you make adetermination that a
12 intraocular inflammation within the last four weeks? 12 patient has an active ocular or periocular infection
13 A Theexamwould be helpful in identifying 13 at the day of the examination, you would agree that
14 activeintraocular inflammation at the time of the 14 that iswithin the last two weeks of the day of the
15 exam, and with the assistance of any prior medical 15:28:07 15 examination, correct? 15:31:43
16 records and patient history, additional time course 16 MS. STRUTHERS: Objection. Form.
17 of the disease could be elicited. 17 THE WITNESS: No, | don't agree because |
18 Q Right. 18 would only know that the patient has an active
19 And for instance, the CATT study, four 19 ocular or periocular infection at that time, that
20 weeks was the space between the -- the doses of the  15:28:36 | 20 day. 15:32:05
21 administration of the VEGF agent, correct? 21 BY MR. TRAUPMAN:
22 A Withinthe CATT study, one of the 22 Q Okay. Well, let's-- |et's -- so you've
23 treatment intervals was four weeks. 23 said you've diagnosed a patient with an active
24  Q Yeah. Oneof thearmswasfour. The 24 ocular or periocular infection; that's happened
25 other onewas 12, right? 15:29:00 25 before in your high-volume career over the last 18 15:32:17
Page 202 Page 204
1 A Wasas-needed treatment. 15:29:02 1 years, right, Doctor? 15:32:20
2 Q Okay. Sol just want to understand. If a 2 A Yes
3 patient presents with an active ongoing infection, 3 Q Okay. And haveyou ever then told the
4 based upon an examination, you'd agree with me that 4 patient to come back in two or three daysfor a
5 that patient has had an ocular or periocular 15:29:45 5 follow-up visit based on that diagnosis? 15:32:28
6 infection within the last two weeks, correct? 6 A Yes, that has happened in the past.
7 MS. STRUTHERS: Objection to form. 7  Q That'shappened in the past, great.
8 THE WITNESS: Could you repeat the 8 And when that patient comes back in two or
9 question? 9 three days and is still presenting with symptoms of
10 MR. TRAUPMAN: Sure. 15:29:55 10 theinfection -- hasthat ever happened? 15:32:42
11  Q If apatient comesto your office; you 11 A Yes, that may happen.
12 have examined them; based upon your evaluation, both 12 Q Right.
13 theclinical evaluation of the eye, the prior review 13 So on that -- the day of that second exam,
14 of the medical records, the interview with the 14 the follow-up exam, can you say that the patient has
15 patient, anything else you want to do to conclude 15:30:10 15 had aocular or periocular infection withinthelast  15:32:54
16 that the patient has a current ocular or periocular 16 two weeks?
17 infection -- you understand? 17 MS. STRUTHERS: Objection. Incomplete
18 A No. Could you repesat the question again? 18 hypothetical.
19 Q You'vediagnosed apatient -- you've -- 19 THE WITNESS: Again, | stated if | examine
20 you've -- you've examined a patient and concluded 15:30:32 | 20 apatient that day and | diagnose an ocular or 15:33:09
21 that the patient | just examined has a ocular or a 21 periocular infection that day, | can say that the
22 periocular infection. 22 patient has an active ocular or periocular infection
23 That's happened in your career before, 23 that day.
24 right, Doctor? 24 MR. TRAUPMAN: Right.
25 A Yes 15:30:42 25 Q Butlgavealittlebitmorecontexttomy  15:33:29
Page 203 Page 205
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1 hypothetical, where the patient that has a follow-up

2 visit three days later and you continue to see

3 symptoms and -- and diagnose that the infection

4 dtill has not resolved. And in that situation,

5 where you've seen a patient for the second time --

6 so0 you've seen a patient once on Monday and once on
7 Thursday. On Thursday, can you say, then, based

8 upon your two exams, that the patient has had an

9 ocular or periocular infection within the last two

15:33:33

15:33:43

1 four times now.

2

3 diagnose a patient with ocular or periocular
4 infection, at this particular visit, | would say
5 that patient has an active ocular or periocular
6 infection that visit.

7
8

9 has had an ocular or periocular infection within the

15:36:36

THE WITNESS: | reiterate that if |

15:37:06

MR. TRAUPMAN: Right.
Q But my question was whether the patient

10 weeks? 15:34:04 10 last two weeks. 15:37:32
11 MS. STRUTHERS: Asked and answered. Same 11 MS. STRUTHERS: Asked and answered.
12 objection. 12 THE WITNESS: And my reply would be: That
13 THE WITNESS: As| stated earlier, if | 13 patient has an active ocular or periocular infection
14 diagnose a patient on this day with an ocular or a 14 today.
15 periocular infection, that patient has an active 15:34:20 15 MR. TRAUPMAN: Right. 15:37:44
16 ocular or periocular infection that day. 16 Q Andisapatient who hasan active ocular
17 BY MR. TRAUPMAN: 17 or periocular infection today a patient who has had
18 Q Right, butif you know he -- if you know 18 an ocular or periocular infection within the last
19 the patient also had an infection three days 19 two weeks?
20 earlier, based upon your examination, right, canyou  15:34:33 | 20 MS. STRUTHERS: Objection to form. 15:37:54
21 say that the patient has had an ocular or periocular 21 THE WITNESS: My reply would be the same;
22 infection within the last two weeks? 22 that the patient has an ocular or periocular
23 MS. STRUTHERS: Asked and answered. 23 infection that is active today.
24 THE WITNESS: Again, | stated that if | 24 MR. TRAUPMAN: Right. | understand.
25 wereto diagnose a patient on this particular day 15:34:57 25  Q If --I'mhappy to use your terminology, 15:38:10
Page 206 Page 208
1 with an ocular or periocular infection, that patient ~ 15:34:59 1 but | want to understand: Doesapatient who hasan  15:38:11
2 would have an active ocular or active periocular 2 active or periocular infection [sic] today -- does
3 infection this day. 3 that patient fit within the words "a ocular or
4 MR. TRAUPMAN: Right. 4 periocular infection within the last two weeks,"
5 Q Andif they had that -- also had that 15:35:12 5 "yes' or "no"? 15:38:25
6 infection three days earlier, would they have had an 6 MS. STRUTHERS: Matt, she's answered about
7 infection within the last two weeks? 7 six times now.
8 MS. STRUTHERS: Asked and answered. 8 MR. TRAUPMAN: She hasn't.
9 THE WITNESS: Again, if | diagnosed them 9 MS. STRUTHERS: She has.
10 with an infection that day that affects the ocular 15:35:42 10 MR. TRAUPMAN: She'srefused to answer, 15:38:29
11 or periocular surface, | would diagnose that as an 11 and I'm happy to keep going because | think thisis
12 active periocular or active ocular infection. That 12 going to be informative of her credibility, but |
13 would not be a history. That would be an active 13 haven't gotten an answer to my question.
14 infection. 14 MS. STRUTHERS: Asked and answered.
15 MR. TRAUPMAN: Y eah, there was no -- my 15:36:05 | 15 Y ou can answer again. 15:38:42
16 question didn't say anything about a history. 16 THE WITNESS: | believe | have answered
17 Q My question just said: Did that 17 it, because if | were to diagnose an ocular or
18 patient -- again, you had examined a patient on 18 periocular infection that day, | would classify it
19 Monday. Y ou diagnosed the patient with an active 19 asbeing active that day.
20 ocular or periocular infection. The patient comes 15:36:19 20 MR. TRAUPMAN: Right. 15:39:14
21 back on Thursday. You make the same diagnosis. 21 Q Andmy questionis: Isyour viewing
22 Does that patient have -- would you be 22 that -- is: If you clari- -- characterize or
23 ableto say that patient had an ocular or periocular 23 classify infection as being active that day, is
24 infection within the last two weeks? 24 that -- can that also fit within the definition of
25 MS. STRUTHERS: Asked and answered about 15:36:35| 25 an infection within the last two weeks, or do you 15:39:32
Page 207 Page 209

53 (Pages 206 - 209)

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

Samsung Bioepis Exhibit 1070
Page 53



1 view those two concepts as mutually exclusive? 15:39:35 1 Would you also -- would you be able to 15:42:48
2 A Couldyou repeat that last part? 2 describe that patient that you just diagnosed with
3  Q Right 3 an active ocular or periocular infection asfalling
4 So I'm happy to use your words, Doctor. 4 within the category of an ocular or periocular
5 You say, "l classify that asa-- asa 15:39:51 5 infection within the last two weeks? 15:42:58
6 active infection that day." 6 MS. STRUTHERS: Asked and answered.
7 I'm willing to accept that, but I'm 7 THE WITNESS: And | think | have been
8 separately going to ask you whether or not you could 8 clear by stating that | would classify that patient
9 aso, a the sametime, call that an -- an ocular or 9 ashaving an active ocular or periocular infection
10 periocular infection within the last two weeks. 15:40:06 10 that day because that iswhat | diagnose that day. 15:43:17
11 MS. STRUTHERS: Asked and answered. 11 BY MR. TRAUPMAN:
12 THE WITNESS: | think, in my 12 Q Butthat'snot answering my question. I'm
13 understanding, | would diagnose that as an ocular or 13 asking about a different classification, a
14 periocular infection that day because of the 14 characterization of the patient as having an ocular
15 clinical findings | would have seen that day to help  15:40:40 15 or periocular infection within the last two weeks. 15:43:34
16 me make that diagnosis. 16 Do you understand what those words mean?
17 MR. TRAUPMAN: Yeah, | guessI'mjust 17 MS. STRUTHERS: Objection. Argumentative.
18 really just asking you -- I'm still -- I'm trying to 18 BY MR. TRAUPMAN:
19 get an answer. 19 Q Do you understand what the words "any
20 Q Wouldyou -- could you also call that an 15:41:02 20 ocular or periocular infection within the last two 15:43:44
21 ocular or periocular infection within the last two 21 weeks' mean as a person of skill inthe art?
22 weeks? 22 A Yes |do.
23 MS. STRUTHERS: Asked and answered. 23 Q What dothey mean?
24 THE WITNESS: Given the knowledge | have 24 A Any periocular or oracular infection
25 of that particular case, | would say it'sanactive  15:41:40 25 within the past two weeks. 15:43:59
Page 210 Page 212
1 infection. 15:41:46 1 Q Okay. And doesapatient who you examine  15:44:01
2 BY MR. TRAUPMAN: 2 today and you conclude that they have an active --
3 Q Soisit, no, youwouldn't call it an 3 to use your words, active ocular or periocular
4 ocular or periocular infection within the last two 4 infection, does that patient fall within the group
5 weeks? You wouldn't call it that? 15:41:51 5 of patients who have any ocular or periocular 15:44:15
6 A | wouldcal it an active ocular or active 6 infection within the last two weeks?
7 periocular infection. 7 MS. STRUTHERS: Asked and answered.
8 Q Wouldyou not cal it an ocular or 8 THE WITNESS: | stated that if a patient
9 periocular infection within the last two weeks? 9 were to have, on examination today, active infection
10 A | wouldsimply call it an activeinfection ~ 15:42:05 10 or active -- or have an infection on the ocular 15:44:34
11 or aperiocular infection because that's what | saw 11 surface or in the periocular region, | would
12 that day. 12 classify them as having an active ocular or active
13 Q Would apatient that you see that day and 13 periocular infection. That would be their
14 you diagnose with an active infection -- would that 14 classification.
15 patient fit within a description of an ocular or 15:42:22 15 MR. TRAUPMAN: Right. 15:44:51
16 periocular infection within the last two weeks? Put 16 Q Andisthat classification mutually
17 that patient in that -- would you be able to 17 exclusive with patients -- with patients who have
18 describe that patient using those words or not? 18 had any ocular or periocular infection within the
19 MS. STRUTHERS: Asked and answered. 19 last two weeks?
20 THE WITNESS: | would describe that 15:42:36 20 MS. STRUTHERS: Asked and answered. 15:45:03
21 patient as having an active ocular or periocular 21 THE WITNESS: As| mentioned, in that
22 infection that day. 22 clinical case, that patient who has an infection at
23 BY MR. TRAUPMAN: 23 thistime point of examination would have an active
24  Q That, very respectfully, doesn't answer my 24 ocular or periocular infection, and that is
25 question, though. 15:42:46 25 different than having a history. 15:45:51
Page 211 Page 213
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1 MR. TRAUPMAN: Okay. Let mejust -- let 15:45:56 1 THE WITNESS: | do not seethe actual word ~ 15:48:46
2 mejust maybe ask a dlightly different question. 2 "resolved."
3 Q Category one, group one of patients are 3 BY MR. TRAUPMAN:
4 those with active ocular or intraocular infections, 4  Q Inexclusion criteria3, right?
5 okay? 15:46:10 5 A Yes | donot seethat exact word in 15:48:55
6 A Yes 6 exclusion criteria
7 Q Category two are patients with any ocular 7 Q Right
8 or periocular infection within the last two weeks, 8 Do you see any words to the effect that
9 okay? 9 the ocular or periocular infection isresolved in
10 Are categories one and two mutually 15:46:23 10 exclusion criteria 3? 15:49:10
11 exclusivein your opinion? 11 MS. STRUTHERS: Objection to form.
12 MS. STRUTHERS: Asked and answered. 12 THE WITNESS: Can you repeat the question?
13 THE WITNESS: | stated that a person who 13 MR. TRAUPMAN: Yes.
14 presents with an infection in the ocular or 14  Q Isthereany -- you say you don't see the
15 periocular region today has an active ocular or 15:46:44 15 exact word "resolved." | agreeit's not there. 15:49:16
16 active periocular infection, and that is different 16 Do you see any -- any words to the same
17 from an ocular or periocular infection within the 17 effect, that the ocular or periocular infection must
18 past two weeks. 18 be resolved in the context of exclusion criteria
19 MR. TRAUPMAN: I'mjust going to note this 19 number 3in claim 1 of the '681 patent, Doctor?
20 for the record regarding the refusal to answer. 15:47:22 20 MS. STRUTHERS: Objection to form. 15:49:31
21 MS. STRUTHERS: Counsdl, I'd object to 21 THE WITNESS: Could you repeat the
22 that characterization. The witness has answered 22 question?
23 your question many times. 23 BY MR. TRAUPMAN:
24 MR. TRAUPMAN: Yeah, | would just -- we're 24  Q Do -- doyou see any words to the effect
25 going to move on. I'm not going to engageonthat, ~ 15:47:33 25 that the ocular or periocular infection must be 15:49:42
Page 214 Page 216
1 but | just don't agree. 15:47:36 1 resolved in the context of exclusion criteriaNo. 3 15:49:44
2 Q | sawyoulook at the patent just a second 2 inclaim 1 of the'681 patent?
3 ago, Dr. Do. 3 A | donot seeaspecific word such as
4 MS. STRUTHERS: I'm sorry. My redltime 4 "resolved" in this exclusion criteriaor claim, but
5 just stopped working. 15:47:48 5 the POSA would not read this passage in isolation 15:50:06
6 THE REPORTER: It'sslow. 6 and would take into account the entirety of the
7 MS. STRUTHERS: Sorry, Matt. Go ahead. 7 document.
8 BY MR. TRAUPMAN: 8 Q Sowhat-- what else would the POSA take
9 Q Youwould agree with me that exclusion 9 into account when reading exclusion criteria 3?
10 criteria 3 doesn't say anything about the -- any 15:48:11 10 A Asl wrotein my declaration, the POSA 15:51:00
11 ocular or periocular infection being resolved, 11 would understand, based on the plain language of the
12 correct? 12 challenged claims, that excluding active ocular or
13 A Which page are you referring to? 13 periocular infection is not the same as excluding
14  Q | --theonerightin front of you, the 14 any ocular or periocular infection within the last
15 claim 1. You canread thethird exclusion criteria. ~ 15:48:21 15 two weeks prior to the treatment, particularly when  15:51:23
16 | assume you're familiar with that 16 these two conditions are listed as separate and
17 criteria, aren't you, Dr. Do? 17 distinct exclusion criteria.
18 A Yes, theexclusion criteria? 18 Q Areyoudone?
19 Q Yeah, number 3. 19 A Yes
20 A Yes 15:48:37 20 Q Okay. Great. 15:51:48
21  Q Right. It doesn't say anything about the 21 So you just read a portion of paragraph
22 ocular or periocular infection being resolved, does 22 121 of your expert report; isthat right?
23 it? 23 A Yes
24 MS. STRUTHERS: Objection. The document 24  Q Okay. Soyour -- your basisfor informing
25 speaksfor itself. 15:48:44 25 your understanding of what you allege to be the 15:52:00
Page 215 Page 217
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1 plain meaning of exclusion criteriaNo. 3issimply ~ 15:52:03 1 Dr. DianaDo. We're back on the record. Thetime 16:05:09
2 reading it in conjunction with exclusion criteria 2 is4:05.
3 No.2-- 3 MR. TRAUPMAN: Welcome back, Dr. Do. I'd
4 MS. STRUTHERS: Object- -- 4 like to switch topics one moretime. We'rein the
5 BY MR. TRAUPMAN: 15:52:13 5 home stretch here. 16:05:19
6 Q --isthatright? 6 Q If youturnto page 17, paragraph 51 of
7 MS. STRUTHERS: Objection. 7 your declaration, please. And, actually, just to
8 Mischaracterizes the testimony. 8 maybe orient yourself, go one paragraph earlier,
9 THE WITNESS: | tried to explain that 9 paragraph 50. Here you're talking about the Dixon
10 exclusion criteria 2 and exclusion criteria 3 are 15:52:28 10 prior art reference. 16:05:44
11 separate and distinct. 11 A Yes
12 MR. TRAUPMAN: Right. 12 Q Right?
13 Q Isthereany overlap between exclusion 13 A | seethat reference.
14 criteria2 and exclusion criteria 3? 14 Q Andasyou state, Dixon describes the
15 A It'smy opinion that the POSA would 15:52:53 15 VIEW 1/2 study design, correct? 16:05:50
16 understand that they are separate and distinct. 16 A Yes
17 Q Right. 17 Q Andthenin paragraph 51, you note that
18 And my under- -- and what I'm trying to 18 Dixon does not disclose an exclusion criteria for
19 understand is, when you say "separate and distinct,” 19 the treatment of wet AMD or any angiogenic eye
20 doesthat allow for any overlap between exclusion 15:53:03 | 20 disorder with intravitreal injection of anti-VEGF 16:06:09
21 criteria2 and 3 or not? 21 agents.
22 A Asl mentioned, they are separate and 22 Do you see that?
23 distinct, so there would not be overlap to suggest 23 A Yes, | seethat sentence.
24 that they were alike. 24  Q Would aperson of ordinary skill in the
25 Q Right. 15:53:28 25 art who read Dixon have understood that the VIEW 1/2  16:06:20
Page 218 Page 220
1 Soif apatient -- a patient who -- there  15:53:29 1 trial that's described in Dixon had exclusion 16:06:24
2 is--it'snot possible for apatient to fall within 2 criteriaassociated with it?
3 the exclusion criteria 2 and exclusion criteria 3; 3 A Doyou have the Dixon reference?
4 jsthat correct? 4 MR. TRAUPMAN: Suredo. Hereyou go.
5 A Exclusion criteria 2 refersto an active 15:53:52 5 (Exhibit 1006 was introduced.) 16:06:44
6 ocular or periocular infection; whereas exclusion 6 THE WITNESS: Thank you.
7 criteria 3 refersto any ocular or periocular 7 MS. STRUTHERS: Thank you.
8 infection within the last two weeks prior to the 8 MR. TRAUPMAN: | put before the witness
9 treatment, and | believe that the criterion 2 and 3 9 what's been marked previously as Exhibit 1006. It's
10 have different and distinct meanings to the POSA. 15:54:20 10 the Dixon reference. 16:06:51
11 Q Right 11  Q So, again, my question, Dr. Do, is: Would
12 And my questionis: Can a patient fit 12 aPOSA skilled in the art [sic] who reads Dixon sees
13 within the definition of -- I'm sorry -- the 13 the study design for VIEW 1 -- 1/2 but sees that no
14 exclusion criteria2 and 3? 14 information is provided about exclusion criteria--
15 MS. STRUTHERS: Asked and answered. 15:54:33 | 15 would the person of skill in the art have understood ~ 16:07:08
16 THE WITNESS: And my reply is that 16 that, even though not given in Dixon, there were
17 criterion 2 and 3 are different and, therefore, 17 exclusion criteria associated with the VIEW 1/2
18 thereis not overlap. 18 study?
19 MR. TRAUPMAN: All right. We've been 19 A Inmy declaration, | stated that the Dixon
20 going an hour. Why don't we take a break. 15:55:06 20 published article does not disclose the exclusion 16:07:39
21 THE VIDEOGRAPHER: This marksthe end of 21 criteriafor the VIEW 1 or VIEW 2 clinical trials of
22 MediaNo. 5. Off therecord. Thetimeis 3:55. 22 wet age-related macular degeneration.
23 (Recess.) 23 And what was your question related to
24 THE VIDEOGRAPHER: This marksthe 24 that?
25 beginning of MediaNo. 6 in the deposition of 16:05:07 25 Q My question wasn't related to anything 16:08:09
Page 219 Page 221
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1 what you answered. So let'stry again, and -- and

2 I'm asking whether or not a person of skill in the

3 art who reads the Dixon reference would understand
4 that, even though not given in the Dixon reference
5 itself, that the VIEW 1/2 clinical trials had

6 exclusion criteria associated with them.

7 A
8 whether or not the POSA would know these exclusion

In my declaration, | did not discuss

9 criteriaif they were not reported, and so |

16:08:11

16:08:24

1 referring to theinitial and secondary dosesof the  16:12:27

2 anti-VEGF agent.

3 Q Right.

4 Why do you -- why, in the administration

5 of anti-VEGF agent, do you have loading doses and 16:12:43

6 maintenance doses?

7 A | stated in my declaration that the

8 purpose and the expected effect of loading doses was
9 to achieve visual acuity gains and retina drying.

10 couldn't answer that question because those 16:09:10 10 Q Okay. Let mejusttry to understand -- 16:13:09
11 exclusion criteriawere not reported in the Dixon 11 so -- and then you go onto say: "Thegoa of the
12 study. 12 maintenance doses was to maintain the efficacy
13 Q Right. My questionisalittle different. 13 achieved with loading doses once dosing became less
14 I'm not trying to ask whether or not the 14 frequent,” correct?
15 person of skill inthe art would have known what the  16:09:21 |15 A Yes. 16:13:27
16 specific exclusion criteriaare that -- al those 16 Q Sol understand from that sentence
17 oneslisted in Appendix 2 that we looked at earlier 17 the --you -- you achieve the efficacy improvements
18 today. 18 through the loading doses and then maintain that
19 I'm just wondering whether or not a person 19 efficacy improvement through the maintenance doses;
20 of skill in the art who reads Dixon, hears about a 16:09:32 20 isthat correct? 16:13:41
21 phase 3 clinical trial with aflibercept, the 21 A | did state that, you know, the purpose of
22 VIEW 1/2 study design -- would that person of skill 22 theloading doses was to achieve visual acuity gains
23 inthe art know that there are some exclusion 23 and retinadrying and the goal of the maintenance
24 criteriathat were being applied for that phase 3 24 doses was to maintain the efficacy achieved with the
25 clinical tria, even if that person of skill inthe  16:09:44 25 loading doses once dosing became less frequent. 16:14.05
Page 222 Page 224
1 art doesn't know what the precise exclusion criteria  16:09:48 1 Q Right 16:14:07
2 were? 2 And when you were referring to “"the
3 A ThePOSA would have understood that 3 efficacy achieved with the loading doses," that's
4 clinical trials have inclusion and exclusion 4 referring back to visual acuity gains and retina
5 criteria, but they would not know what they werefor  16:10:25 5 drying, correct? 16:14:15
6 the VIEW 1 and VIEW 2 studies. 6 A Those are some of the parameters, yes.
7 Q Guotit. 7 Q Wiall, let mejust ask maybe a broader
8 All right. If we can go on to paragraph 8 question.
9 66 of your declaration, and here you're talking 9 When you say "maintain the efficacy
10 about the different doses of aflibercept, correct? 16:11:14 10 achieved with the loading doses," what are you 16:14:37
11 A Yes 11 referring to in that sentence?
12 Q Right. 12 A Wearereferring to, you know, in --
13 And so I'm just trying to, hopefully in 13 retinadrying; reducing any swelling in the reting;
14 the interest of time, move things along. 14 improving vision, if possible; you know, controlling
15 At the bottom of -- third or so of the 16:11:34 15 the disease. 16:15:07
16 page here, page 24, you state (as read): 16 Q Inyour experience, doesthe
17 "Specificaly by 2011, the POSA would have 17 maintenance -- do the maintenance doses continue to
18 understood, quote, initial and, quote, secondary 18 generate efficacy improvements?
19 dosesto correspond to loading doses and, quote, 19 MS. STRUTHERS: Objection to form.
20 tertiary doses to correspond to maintenance doses.” 16:11:51 20 THE WITNESS: Can you repesat the question?  16:15:28
21 Do you see that? 21 MR. TRAUPMAN: Right.
22 A Yes, | seethat sentence. 22  Q Do maintenance doses-- do -- do
23 Q Okay. What -- what do you mean by 23 maintenance doses continue to achieve additional
24 "loading doses'? 24 efficacy beyond what's achieved through the loading
25 A Inthiscontext, "loading doses' was 16:12:17 25 doses? 16:15:39
Page 223 Page 225
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1 MS. STRUTHERS: Objection. Vague. 16:15:45 1 Q [I'mjusttrying to understand what you 16:18:56
2 THE WITNESS: Could you rephrase the 2 wrote here at the bottom of paragraph 66.
3 question? | don't understand it. 3 A Inthat paragraph, | wrote that, you know,
4 BY MR. TRAUPMAN: 4 the purpose and the expected effect of loading doses
5 Q Whatdon'tyou understand? 16:15:53 5 wasto achieve visual acuity gainsand retinadrying  16:19:15
6 A Perhapsyou could re-ask the question 6 and the goal of the maintenance doses was to
7 again? 7 maintain the efficacy achieved with loading doses
8 Q Sure 8 once the dosing became less frequent.
9 Can -- do the loading doses -- strike 9 Q Okay. Youre--
10 that. 16:16:08 10 A Thedosestill require abeneficial 16:19:32
11 Can the loading doses cause additional 11 therapeutic effect.
12 efficacy improvements beyond what's achieved through 12 Q Youreference"retinadrying” in that
13 theloading doses? 13 sentence.
14 MS. STRUTHERS: Objection to form. 14 What does that refer to?
15 Y ou might want to check your question, 16:16:22 15 A Whenl state "retinadrying,” | refer to 16:19:50
16 Counsel. 16 reducing any edema or swelling in the macularegion.
17 THE WITNESS: Could you repest the 17 The macula being the center of the retina.
18 question? 18 Q Right.
19 MR. TRAUPMAN: Oh. Thank you. Yes, | 19 And the swelling of the maculais caused
20 appreciatethat. Let me withdraw the question 16:16:46 20 by excess blood vessel growth; isthat correct? 16:20:16
21 because it was poorly worded. 21 A Inwet agerelated macular degeneration,
22 Q Can the maintenance doses cause additional 22 abnormal blood vessel growth, known as choroidal
23 efficacy improvements beyond what's achieved through 23 neovascularization, causes swelling within the
24 theloading doses? 24 macula
25 MS. STRUTHERS: I'll object asan 16:17:06 25 Q Right. 16:20:38
Page 226 Page 228
1 incom- -- excuse me -- incomplete hypothetical, but ~ 16:17:07 1 And so theretinadrying you'rereferring  16:20:39
2 you can answer. 2 toisreversing or stopping the excess blood vessel
3 THE WITNESS: | mentioned in my 3 growth in the maculg; isthat correct?
4 declaration that treating requires efficacy and 4 A Yes, part of retinal drying involves
5 that -- that treatment still has a therapeutic 16:17:32 5 stopping the blood vessel -- abnormal blood vessel 16:21:01
6 effect -- abeneficial therapeutic effect for that 6 growth in wet age-related macular degeneration.
7 patient. The maintenance doses still have a 7 Q Right
8 beneficial effect. 8 You said part of retinal drying involves
9 BY MR. TRAUPMAN: 9 stopping that excess blood vessel growth.
10 Q Do the maintenance doses cause additional 16:18:24 10 We're all talking about wet AMD here -- 16:21:16
11 visua acuity gains beyond what's seen in the 11 A Yes
12 loading doses? 12 Q --justtobeclear.
13 MS. STRUTHERS: Objection. Incomplete 13 Isthere any -- what -- what other aspects
14 hypothetical. 14 of retina drying are involved, other than stopping
15 THE WITNESS: Areyoutalking aboutinthe 16:18:39 | 15 the excessblood vessel growth, again, in the 16:21:27
16 VIEW UVIEW 2 studies? Areyou -- which -- 16 context of wet AMD?
17 MR. TRAUPMAN: Well, this-- this-- 17 A Inthecontext of wet AMD, in addition to
18 THE WITNESS: -- scenario are you 18 stopping the growth of choroidal neovascularization,
19 referring to? 19 onegoad isto stop leakage of those abnormal blood
20 BY MR. TRAUPMAN: 16:18:50 20 vessels. 16:21:52
21  Q Thisparagraph istalking about the 21 Q Okay. Andso-- andit'sthen -- sothe
22 claimed invention, correct? 22 purpose of the loading dosesisto stop the ab- --
23 A Yes 23 the abnormal blood vessel growth and the leakage of
24  Q Sothat'swhat I'm talking about. 24 those blood vesselsin awet AMD patient; is that
25 A Yes 16:18:55 25 correct? 16:22:19
Page 227 Page 229
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1 A |It's--the purpose of the loading doses 16:22:26 | 1 inmy declaration; and so to giveyou, you know, a  16:26:14
2 isto provide, you know, a beneficial therapeutic 2 complete answer, | would have to have more time to
3 effect, which could result in drying of the retina 3 prepareit.
4 and could lead to, you know, visual acuity gains. 4 Q Okay. Soyou'resaying -- go ahead.
5 Q Right. 16:22:53 5 A Yeah. But,ingenera, one aspect would 16:26:30
6 Well, let's maybe -- the beneficial 6 be easier for patientsto not have to come back so
7 therapeutic effect is -- isvisual acuity gains, 7 frequently.
8 correct? 8 Q Andyoud aso agreethat less frequent
9 A That'sone of the beneficia effects. 9 dosing while still maintaining a therapeutic benefit
10 Q What aretheother beneficia therapeutic  16:23:0910 could -- would decrease the risks of side effects 16:27:00
11 effects achieved by the loading doses? 11 from theintravitreal injection, correct?
12 A Other beneficia effectswould be 12 MS. STRUTHERS: Objection to form.
13 decreasing swelling within the macula. It could 13 THE WITNESS: Could you re- -- rephrase
14 also be decreasing hemorrhage or bleeding in the 14 the question again?
15 macula. 16:23:27 15 MR. TRAUPMAN: Sure. 16:27:22
16 Q Okay. And sothegoal of theloading 16 Q Oneof the benefits of less frequent
17 dosesisto reduce or eliminate the swelling in the 17 dosing is less chance of a side effect occurring
18 macula, the bleeding in the macula, and the leaking 18 from the intravitreal injection, correct?
19 blood vessels, and the excess blood vessel growth, 19 A Again, | would haveto look at what
20 correct? 16:23:50 20 intravitreal injection you're talking about, 16:27:47
21 A Yes, those are al reasonable goals. 21 evaluate the safety datato answer your question
22  Q Right. 22 completely.
23 And so then, once those goals have been 23 Q Okay. One-- one other point, just on the
24 achieved, the maintenance doses prevent relapse; is 24 therapeutic benefits of the loading doses, one
25 that correct? 16:24:05 25 additional effect of those loading dosesisto 16:28:07
Page 230 Page 232
1 A Themaintenance doses still provide 16:24:13 1 reduce the central retinal thickness, correct? 16:28:10
2 beneficial therapeutic effect in stopping leakage, 2 A Theloading doses can help reduce swelling
3 reducing blood vessel growth, while offering fewer 3 within the macula, and the central retinal thickness
4 injections over time. 4 isameasurement that could be done.
5 Q Andl takeit, fewer injectionsover time,  16:24:40 5 Q Of --thecentra retina thicknessis -- 16:28:34
6 dl else being equal, isagood thing; isthat 6 measures how much swelling there is of the macula;
7 right? 7 isthat correct?
8 A Yes Inthisparticular disease of wet 8 A Yes
9 age-related macular degeneration, the standard of 9 THE VIDEOGRAPHER: Doctor, can | ask you

10 carein 2000 -- prior to 2011 was monthly Lucentis,  16:25:04
11 and developing something novel that could be

12 beneficial but dosed less frequently could be very
13 beneficial.

14  Q | guess!I'mjust trying to understand:

15 Why isless frequent dosing beneficial ?

16 A Itwould only be beneficid if it provided
17 atherapeutic benefit.

18

19 timesthat the loading -- the intent or the purpose

16:25:32

Q Okay. Andyou're-- you've said many
20 of the loading doses is to continue to provide 16:25:51
21 therapeutic benefit, but why, while still providing

22 atherapeutic benefit, are less -- is less frequent

23 dosing beneficial?

24 A Again, | didn't go into the details of,

25 you know, al the benefits of less frequent dosing 16:26:09

10 to move that way alittle bit? 16:28:50
11 THE WITNESS: Oh, sorry.

12 THE VIDEOGRAPHER: The computer isin the
13 way. Thank you. Her computer. Thank you.
14 MR. TRAUPMAN: Okay. At thistime, |
15 don't have any further questions for Dr. Do, 16:29:01
16 athough | am going to note -- and we'll have to

17 takethisup -- shetestified that she relied on

18 certain datain forming her opinions on the 1 and 2

19 percent of her patients that she treats that has not

Page 231

20 been produced in this proceeding, and we certainly 16:29:19

21 would have expected, considering she said it was

22 part of the bases of her opinions, that they would

23 have been provided to us.

24 So I'm just noting that, and we'll have

25 to -- we plan to follow up next week regarding that,  16:29:33
Page 233
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1 but | don't believe that was proper, to not have 16:29:36 1 topics. And, again, it's the full bases for her 16:31:33
2 produced the materialsthat -- all of the materials 2 opinionsthat are reflected which she said she --
3 that she relied upon. 3 sherelied upon patient recordsin forming. So |
4 MS. STRUTHERS: And | would just state for 4 think that's-- | don't --
5 therecord that | would disagree that individual 16:29:46 5 L ook, you can disagree with me, but | 16:31:45
6 patient medical records should typically be produced 6 think it's pretty -- pretty standard practice that
7 inaPTAB proceeding, but if you'd like to follow 7 an expert should produce, before her deposition, all
8 up, that's, of course, your prerogative. 8 the materials relied upon in forming the opinions of
9 MR. TRAUPMAN: Right. 9 the declaration of which the deposition is the
10 Well, | could understand the sensitivities ~ 16:29:57 10 subject, it being, you know, the subject matter. 16:32:01
11 of that -- of that data, but | also don't think it's 11 So, again, I'm not asking for your
12 proper for her to form her opinions based on that 12 agreement. | -- you know, we can take this up
13 dataand not have -- give us access to it, so... 13 otherwise, but | do think proper procedure has not
14 MS. STRUTHERS: We can agree to disagree, 14 been followed here.
15 but I'll noteit for the record. 16:30:15 15 MS. STRUTHERS: And| disagree, and | also  16:32:15
16 MR. TRAUPMAN: Yeah. Sowe're going to be 16 disagree with keeping this deposition open. |
17 holding the deposition open -- 17 believe this deposition isclosed. If you'd liketo
18 MS. STRUTHERS: No. | do not agree with 18 ask for afollow-up deposition, then that's, again,
19 holding the deposition open. 19 your prerogative.
20 MR. TRAUPMAN: -- pending resolution. 16:30:24 20 MR. TRAUPMAN: Okay. Well, | appreciate 16:32:24
21 Well, | -- 21 it.
22 MS. STRUTHERS: | do not agree with 22 | appreciate everyone's time today, and
23 holding the deposition open, so that's -- that's not 23 have agreat weekend, everybody.
24 up for debate. If you would like to follow up in 24 MS. STRUTHERS: All right. | have no
25 writing requesting additional discovery,youmay do  16:30:30 | 25 questionsfor the witness. Thank you. 16:32:31
Page 234 Page 236
1 that, but we are not going to hold the deposition 16:30:32 1 THE VIDEOGRAPHER: We are off the record 16:32:34
2 open. 2 at 4:32 p.m., and this concludes today's testimony
3 MR. TRAUPMAN: Well, I'mjust -- again, 3 given by Dr. DianaV. Do. Thetotal number of media
4 you know, you can say it's not up for debate. | 4 used was six, and it will be retained by Veritext
5 don't agree that it's not up for debate, andwecan  16:30:38 5 Lega Solutions. 16:32:44
6 deal with it -- we -- just -- we're going to ask for 6 (TIME NOTED: 4:32 p.m.)
7 additional discovery; and if we get the additional 7
8 discovery, one of the things we're going to ask for 8
9 isafollow-up deposition so that we can depose 9
10 Dr. Do on the, you know, full bases of her opinion.  16:30:52 10
11 So I'm not expecting you to agree with me. 11
12 We can agree to disagree with me, but I'm just 12
13 noting that that's our position, and | don't believe 13
14 this deposition is properly concluded because we 14
15 haven't been properly provided with al of the 16:31:05 15
16 materials that she relied upon in forming her 16
17 opinionsin her declaration. 17
18 MS. STRUTHERS: And to be clear, Counsel, 18
19 thetopic that you would want to redepose her onis 19
20 simply the percentage of patientsin which she has 16:31:17 20
21 withheld an injection? 21
22 MR. TRAUPMAN: No, it's-- it'sthe bases 22
23 of the opinions primarily in paragraph 184 of her 23
24 report about what -- instances when she does or does 24
25 not follow the exclusion criteriaand other related  16:31:29 25
Page 235 Page 237
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1 I, DIANA V. DO, M.D., do hereby declare
2 under penalty of perjury that | have read the

3 foregoing transcript; that | have made any

4 corrections as appear noted, in ink, initialed by

5 me, or attached hereto; that my testimony as

6 contained herein, as corrected, istrue and correct.

7 EXECUTED this day of )
8 2023, at ,
9 (City) (State)
10
11
12
13
14 DIANA V.DO, M.D.
15 VOLUMEI
16
17
18
19
20
21
22
23
24
25
Page 238
1 I, the undersigned, a Certified Shorthand
2 Reporter of the State of California, do hereby
3 certify:
4 That the foregoing proceedings were taken
5 before me at the time and place herein set forth;
6 that any witnessesin the foregoing proceedings,
7 prior to testifying, were administered an oath; that
8 arecord of the proceedings was made by me using
9 machine shorthand which was thereafter transcribed

10 under my direction; that the foregoing is atrue
11 record of the testimony given.
12 Further, that if the foregoing pertains to the
13 original transcript of a deposition in a Federal
14 Case, before completion of the proceedings, review
15 of thetranscript [ X ] was[ ] was not requested.
16 | further certify that | am neither
17 financialy interested in the action nor arelative
18 or employee of any attorney or any party to this
19 action.
20 IN WITNESS WHEREOF, | have this date
21 subscribed my name this 11th day of December, 2023.
22
23

fbanc A /‘} foase 5
24 Catherine A. Nolasco, RMR, CRR, B.S.
25 CSR No. 8239
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