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April 23rd [sic], 2022.

conversations and cellul ar

deposition audio

record.

500, Five Palo Alto Square

THURSDAY, APRIL 21, 2022,
PALO ALTO, CALI FORNI A;

9:10 A M

THE VI DEOGRAPHER:  Good nor ni ng. 09:10: 25

We're going on the record at 9:10 a.m on

Pl ease note that the m crophones are
sensitive and may pick up whispering, private
interference. Please 09:10: 37
turn off all cell phones or

pl ace them away fromthe

m crophones, as they can interfere with the

Audi o and video recording will continue to
take place unless all parties agree to go off the 09: 10: 46
This is Media Unit 1 of the video-recorded
deposition of Dr. Diana Do taken by the counsel for
petitioner in the matter of Ml an Pharnmaceutical s,
Inc., et al., versus Regeneron Pharnmaceuticals, Inc. 09: 10: 56
filed in the United States Patent and Trademark
O fice. Case No. |PR2021-00880 [sic].
This deposition is being held at Arnold &
Porter LLP located at 3000 El

Palo Alto, California 09:11:17
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94306.

|
action, nor

out cone.

proceedi ng,

appear ance,

petitioner.

the witness.

My nanme is Keigo Painter fromthe firm
Veritext. |'mthe videographer. The court reporter
is Anrae Wnberley fromthe firm Veritext.
related to any party in this 09:11: 28
financially interested in the
Counsel and everyone present in the room
and everyone attending remptely will now state their
appearances and affiliations for the record. 09:11: 37
If there are any objections to the
pl ease state themat the time of your
begi nning with the noticing attorney.
MR. SALMEN:. Heinz Sal men of RMVS on behal f of
Petitioner Ml an
MR. BEALL:
MR. SALMEN: Wth us on the phone is Vinny Lee
of -- in-house counsel at Viatris on behalf of
Petitioner Myl an
MS. FI SHVAN: Deborah Fi shman of Arnold &
Porter on behalf of patent owner and representing
Wth ne today are in-house counse
Petra Scamborova and Eil een Wo.

from Regeneron,

And then one correction to the record. 09:12: 17
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Page 9
This deposition is being taken in | PR2021-00881. 09:12: 20
THE VI DEOGRAPHER:  Okay.
W Il the court reporter please swear in
the witness.
DI ANA V. DO, MD., 09:12: 36
sworn in personally as a witness by the Certified
Short hand Reporter, testified as foll ows:
EXAM NATI ON
BY MR. SALMEN
Q Good norning, Dr. Do. 09:12:51
A Good nor ni ng.
Q I'"'mgoing to hand you what's been marked
Do Exhibit No. 1.
MR. SALMEN:. Actually, can | keep one of thenf
MS. FI SHVAN: OF course. 09:13: 03
(Deposition Exhibit 0001 was marked.)
BY MR. SALMEN
Q Dr. Do, is it your understanding that you
are bei ng deposed today pursuant to this notice and
agreenment of the parties in the IPR 09:13:12
Proceedi ng 2021-00881?
A Yes, it is.
Q You understand that there is a second
proceeding as well; correct?
A Whi ch proceeding is that you're referring 09:13:23

Veritext Legal Solutions
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888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 9

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

to?

Q Thi s proceeding on the face of Do
Exhibit 1 pertains to Patent No. 9, 254,338; is that
correct?

A Yes, it does.

Q Are you famliar with the '069 patent?

A I amfamliar with it.
Q You' ve reviewed the '069 patent?
A. I have not reviewed it recently, but | am

famliar in general with it.

Q Did you review the prosecution history for
the '069 patent?

A No, | did not review that.

Q Did you review Dr. Albini's declaration
with respect to the '069 patent?

A. | read briefly Dr. Albini's deposition.

Q Okay. So nmy question was with regard to
Dr. Albini's declaration for the '069 patent.

Did you review that?

A Yes, | did review that.

Q Did you review Dr. Al bini's deposition
transcript?

A. No. | believe | only reviewed his
decl arati on.

Q Okay. Did you review Regeneron's patent

Page 10
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Page 11
owner response with respect to the '069 patent? 09: 14: 39
A No, | did not.
Q So as far as you know, your testinony
today is only being applied in support of the '338
pat ent proceedings that's Case No. | PR 2021-008817 09: 14: 52
A Yes, that is correct.
Q Do you understand that your declaration --
and 1'mgoing -- strike that.
I'mgoing to refer to the current
proceeding as "the '338 patent proceeding.” 09: 15: 09
Do you understand what I'mreferring to
t hen?
A Yes, | do.
Q Okay. You understand that your
decl aration for the '338 patent is your direct 09: 15: 17
exam nation in this proceedi ng?
A Yes, | do.
Q And do you understand that the questions
' m asking you today constitute your
cross-exanination in that proceedi ng? 09: 15: 29
A Yes, | do.
Q Have you ever been cross-exam ned?
A. No, | have not.
Q Have you ever been deposed before?
A. Yes, | have. 09: 15: 42
Veritext Legal Solutions
www.veritext.com 888-391-3376

Mylan Exhibit 1109
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Q When was your

ago.

mar ked.

| ast deposition? 09: 15: 44
A. I n thinking back,
Q Okay. Dr. Do, |I'mgoing to hand you a
coupl e of documents that have been previously 09: 16: 02
First, your declaration in the '338 patent

proceedi ng. That's Exhibit 2051

MR. SALMEN: | have a copy for you, Counsel
MS. FI SHMAN:  Thank you. 09: 16: 20
MR. SALMEN. And there are extra copies.
(Deposi tion Exhibit 2051 was previously
mar ked. )
BY MR. SALMEN
Q So, Dr. Do, I'malso going to hand you a 09: 16: 27
bi nder that |'ve prepared that has, just for
conveni ence, several of the exhibits that you cite.
(Tel ephonic interruption.)
MR. SALMEN: Sorry for the interruption.
BY MR. SALMEN: 09: 16: 46
Q Thi s bi nder has several of the exhibits
that you cite in there. And I'mgiving this to you
All of the exhibits have been previously nmarked, so
to the extent we address them ['Il call out the
exhi bit nunbers. 09: 16: 57
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MR. SALMEN: There's one for you, Counsel

MS. FI SHMAN:  Thank you.
BY MR. SALMEN

Q Dr. Do, you consider Lucentis to be an
effective treatnment for angi ogenic eye disorders;
correct?

A. May | ask which time frame are you
referring to?

Q Prior to January 2011

A. Yes, as | stated in my declaration
Lucentis was the standard of care prior --

Q So referring to your declaration in

par agraph 17.

MS. FI SHVAN: Counsel, please let the w tness

finish her answer when you're questioning her
Thank you.

BY MR SALMEN

Q I n paragraph 17 of your declaration, you

state, "The clainmed method of treating nust achieve

a high level of efficacy, one that is non-inferior
to the existing standard of care at the time the
'338 patent was filed."
Do you see that?
A. No. Where are you?

Q Par agraph 17.

Page 13
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Page 14
A Ckay. Thank you. 09:18:19
Yes, see paragraph 17
Q The standard of care you're referring to
there includes Lucentis; correct?
A. Yes. In ny declaration, | stated that at 09:18: 30
the time, prior to 2011, Lucentis was the standard
of care.
Q Dr. Do, this is a cross-exan nation. 1'm
going to ask my questions. To the extent you can
answer themyes or no, | ask that you answer them 09: 18: 46
yes or no. | don't need further clarifications.
Okay?
A. (Nods head affirmatively.)
Q So prior to January 2011, you consi dered
Lucentis to be a highly effective treatnent for 09:18: 58
angi ogeni ¢ eye disorders; correct?
A. As stated in ny declaration, prior to
2011, Lucentis was the standard of care.
Q Okay. Lucentis was approved in 2006;
correct? 09:19: 14
A Yes, that is correct.
Q Are you familiar with the VIEW 1/ VI EW 2
trials?
A Yes, I'mfam liar with those two clinica
trials. 09:19: 28

Www.veritext.com
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Q And at the tine of the VIEW 1/ VIEW 2
trials, you agree that the standard of care was,
guote, noved beyond observation and nonitoring or
destructive therapies such as | aser and PDT;
correct?

MS. FI SHVAN: Where are you reading fronf
Cbj ection. Were are you reading fronf
BY MR. SALMEN

Q Can you answer the question?

A. Can you repeat the question

Q At the time of the VIEW1/VIEW2 trials,
you defined the standard of care as having, quote
noved beyond observation and nonitoring or
destructive therapies such as |aser and PDT;
correct?

A. After Lucentis was approved, then the
standard of care had changed. And Lucentis, because
it was effective at inproving vision or nmaintaining
vi si on, had become the new standard of care.

Q So the answer to ny question is "yes";
right?

MS. FI SHMAN:  Obj ection; mscharacterizes
testi nony.

But you can answer his question.

THE W TNESS: The standard of care had evol ved

Page 15
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because Lucentis was effective at inproving vision
or maintaining vision.
BY MR. SALMEN

Q Lucentis was highly effective; correct?
That is the standard of care?

A. Lucentis was very effective and it was the
standard of care, highly effective.

Q I"I'l direct your attention to paragraph 65
of your declaration. The header for this section
bef ore paragraph 65 is "Lucentis Approval and the
New Standard of Care."

Do you see that?

A Yes, | see that.

Q The standard of care that you are
referring to is the adm nistration of Lucentis or
Avastin; is that correct?

A. As stated in ny declaration, at that tinme
point, prior to 2011, Lucentis or off-label Avastin
had becone the standard of care because they could
i mprove vision or maintain vision.

Q Okay. And in this paragraph, you
specifically refer to "wet AMD' and that Lucentis or
Avastin off |abel were the standard of care for that
particul ar angi ogeni c eye disorder; correct?

A I n paragraph 65, | nentioned wet AMD as

Page 16
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the reference here.

A Correct.

correct?

A. As of January 2011,

However, off-I| abe

angi ogeni ¢ eye di sorders

Q And if we turn to paragraph 54 of your
decl aration, you referred to many other angi ogenic

eye di sorders, including wet AMD;, correct?

Q So Lucentis, or off-label Avastin, were
the standard of care for wet AMD as well as many

ot her angi ogeni c eye disorders as of January 2011;

approved for both wet AMD and retinal vein
occlusion. Sinmultaneously at that time, off-I|abe
Avastin was used in the ophthal nol ogy community to
treat other angiogenic eye disorders.
Q So you agree that Lucentis was also the 09: 23: 40
standard of care for other angi ogenic eye disorders
at that time, prior to January 2011; correct?
A As | stated, Lucentis was FDA approved for
wet AMD and retinal vein occlusion by January of
2011 and was the standard of care for those two 09: 24: 05
i ndi cati ons because of its FDA approval
Avastin had al so
energed as a standard of care option because it was

hi ghly efficacious in both --
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answer ny question.

Q So is it your testinony that Lucentis was 09: 24: 28
not used off |abel prior to January 2011 to treat
angi ogeni ¢ eye di sorders ot her
A | did not provide an opinion on that in ny
declaration. But in nmy experience as an 09: 24: 46
opht hal nol ogi st, at that tine,
approved for wet AMD and retinal vein occlusion.

Q That's not ny question, Dr. Do. You can

MS. FISHVAN:  Obj ection; argumentative. 09: 25: 03
BY MR. SALMEN
Q Was Lucentis used off label prior to

January 2011 to treat angi ogenic eye disorders other

than AMD and RVO, the indications that it was

approved for? 09: 25: 15
MS. FI SHVAN: Agai n obj ection; argunentative.
But you can answer.
THE WTNESS: | did not offer an opinion on
that specific question in my declaration. But in ny
experience, because it was not yet approved in other 09: 25: 29
angi ogeni ¢ eye disorders, Lucentis was only
avail able to investigators in clinical trials at
that tine if the indications were not wet AMD or
retinal vein occlusion.
BY MR. SALMEN: 09: 25: 49

Page 18
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Q So prior to January 2007 -- strike that.
Prior to January 2011, Avastin was being

used of f | abel to treat angi ogenic eye disorders;

correct?
A. That is correct.
Q And Lucentis was available to |licensed

opht hal nol ogi sts prior to January 2011; correct?

A At that time period, as | stated, Lucentis
was FDA approved for the treatnent of wet AM or
retinal vein occlusion, and it was avail able for
t hose indications.

Q Were you treating patients prior to
January 2011 that were suffering from angi ogenic eye
di sorders other than AVD and RVO?

A In ny declaration, | did not provide an
opinion on my clinical practice at that tine.

Q I'mnot asking for an opinion. |'m asking
for factual information regarding your practice.

"Il say it again.

Prior to January 2011, were you treating
patients suffering from angi ogeni c eye di sorders
ot her than AVD and RVO?

MS. FISHVMAN: Obj ection; argunentative.

You can answer.

THE WTNESS: |In nmy experience as an

Page 19
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opht hal nol ogi st, at that tinme period, before 2011,
was treating patients with angi ogenic eye disorders.
BY MR. SALMEN

Q Okay. And did you treat those patients
suffering from angi ogeni c eye di sorders other than
AMD and RVO prior to January 2011 with Lucentis?

A. Prior to 2011 for many of these
indications in clinic, I was using off-Iabe
Avastin. However, | was also an investigator on
many Genent ech-sponsored clinical trials where
used Lucentis in the setting of a clinical trial

Q And that was off-label Lucentis that you
wer e using; correct?

MS. FI SHVMAN:  Obj ection; |acks foundation and
m scharacterizes testinony.

You can answer.

THE W TNESS: At that tine period, for
i ndi cations other than wet AMD or retinal vein
occlusion, | was only using Lucentis as a clinical
i nvestigator using an IRB protocol to test Lucentis
in different angi ogenic eye disorders.
BY MR. SALMEN

Q Okay. How about in your current practice?
So prior to today, in the years between January 2011

and today, do you use Lucentis off label to treat
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angi ogeni ¢ eye disorders other than the ones that
are approved indications in the Lucentis |abel?

A. In ny clinical practice, | use Lucentis in
patients where Lucentis is FDA approved for their
specific eye condition

Q So is the answer then you do not use

Lucentis off label in your current practice?

A Can you give me nore clarification on your
guesti on.

Q I"'mreferring back to ny origina
questi on.

In your current practice, post
January 2011 up until today, do you use Lucentis off
| abel to treat angi ogenic eye disorders other than

in accordance with the approved indications in the

| abel ?
A Post 2011, | do not use Lucentis off
| abel .
Q So you understand that "off |abel" refers

to using Lucentis for angiogenic eye disorders that
are not approved in the |abel; correct?

A. Correct.

Q And you understand that using Lucentis
"off label" also refers to adm nistering Lucentis in

a regimen that is not in the approved indication of
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Page 22
the Lucentis |abel; correct? 09: 30: 12
MS. FISHVMAN: Obj ection; |acks foundation.
You can answer.
THE W TNESS: Currently | do not use Lucentis
of f | abel. 09: 30: 25
BY MR. SALMEN
Q I's that how you' re answering my question
regardi ng the regi nen?
A. Can you repeat your question on the
regi men. 09: 30: 35
Q What indications currently are Lucentis
approved for?
A. Which tinme frame are you referring to?
Q Currently.
A. Currently, Lucentis is FDA approved for 09: 31: 07
the treatnment of wet age-rel ated macul ar
degeneration, diabetic nacular edema, retinal vein
occl usi on, diabetic retinopathy, myopic choroidal
neovascul ari zati on.
Q What is the approved dosing reginen in the 09: 31: 30
current Lucentis |abel for age-rel ated nacul ar
degenerati on?
A. Do you have a copy of the |abel?
Q Can you tell nme -- you're a licensed
opht hal nol ogi st . 09: 31: 45
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Page 23
In your experience -- in your current 09: 31: 45
practice, do you have an understandi ng of what the
approved dosing reginen is for age-rel ated macul ar
degeneration in the Lucentis |abel?
MS. FI SHVAN: Obj ection; argunentative. This 09: 31: 56
isn't a menory test and the witness has asked for a
copy of the docunent.
BY MR. SALMEN
Q Can you answer the question?
A. In ny recollection, Lucentis is FDA 09: 32: 08
approved for the treatnment of wet age-rel ated
macul ar degeneration as often as every four weeks.
Q So nmont hly dosing; correct?
A. Mont hl'y dosing can be enpl oyed, yes.
Q Is it approved for other dosing reginmens? 09: 32: 26
A. | believe in the label, it may suggest
ot her dosing reginens, but I don't recall at this
time. | would have to see the | abel
Q I'm going to hand you what's previously
been marked Exhibit 2185. 09: 32: 56
(Deposition Exhibit 2185 was previously
mar ked. )
BY MR. SALMEN
Q This is a 2011 version of the Lucentis
| abel . 09: 33: 09
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the EYLEA | abel .
Q Oh. Yeah, you do.

t hat aside for now

prior to 2011?

A What | have in front of me is a copy of 09: 33: 09

VWhat was the FDA-approved dosing regi nen 09: 33: 33

for treating angiogenic eye disorders with Avastin

MS. FI SHMAN:  Cbj ecti on;

THE W TNESS: Can you repeat your question

BY MR. SALMEN: 09: 33: 47
Q VWhat was the FDA-approved dosing regi nen
for treating angi ogenic eye disorders with Avastin
prior to January 2011?
MS. FISHVAN:  Obj ection; |acks foundation
You can answer. 09: 33: 58
THE W TNESS: Avastin for use in angi ogenic eye
di sorders was off | abel
BY MR. SALMEN
Q There was no dosing regi nen for Avastin
that was approved by FDA to treat wet AMD, for 09: 34: 09
exanpl e; correct?
A That is correct.
Q So in other words, all uses of Avastin to
treat wet AMD were off-Ilabel dosing reginens;
correct? 09: 34: 26
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Page 25

A That is correct. 09: 34: 28
Q So skilled ophthal nol ogists |ike yourself

prior to January 2011 were able to adm nister

Avastin to treat angi ogenic eye disorders like wet

AMD even though there was no FDA-approved dosing 09: 34: 44

regimen; is that correct?
A That is correct.
Q Prior to January 2011, were skilled

opht hal nol ogi sts |ike yourself able to use Lucentis

off label to treat angi ogenic eye disorders? 09: 35: 04
A I believe I answered that question

al ready.
Q You answered it with respect to your own

practice. 1'm asking for the general comunity of

skil | ed opht hal nol ogi sts. 09:35:18
A. In ny declaration, did not provide an

opinion on that. However, in my experience as an

opht hal mol ogi st, | do not recall ophthal nol ogi sts

using Lucentis off |abel outside of its FDA-approved

condi ti ons. 09: 35: 43
Q So with respect to Avastin, still today

I i censed ophthal nol ogi sts |ike yourself stil

adm ni ster Avastin to treat angi ogenic eye disorders

of f | abel; correct?
A Yes, ophthal mol ogi sts and reti nal 09: 36: 04
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specialists currently stil

testi nony.

You can answer.

is that correct?

A. Yes, | do.

di sorders?

vague.

BY MR SALMEN

Q Sure.

use Avastin off |abel to 09: 36: 10
treat angi ogenic eye disorders.
Q So is it your testinony that prior to
January 2011, Lucentis was never used off |abel to
treat angi ogenic eye disorders |ike wet AM? 09: 36: 25

MS. FI SHVAN:  Obj ecti on;

THE WTNESS: As | stated before, prior to

2011, | don't recall ophthal nol ogists or retinal 09: 36: 36
speci alists using Lucentis off | abel
BY MR. SALMEN

Q Now, in your declaration, you extensively

refer to the standard of care prior to January 2011;

Q Does your standard of care as of

January 2011 include adm nistering Lucentis off

| abel to treat wet AMD and ot her angi ogenic eye

MS. FI SHVAN:  Obj ection

THE W TNESS: Can you repeat the question
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MS. FI SHMAN: Cbj ecti on;

Does your standard of care, which you 09: 37: 18
referred to in your declaration, as of January 2011
i ncl ude adm ni stering Lucentis off |abel to treat

wet AMD and many ot her angi ogenic eye disorders?

THE WTNESS: As | stated in my declaration
prior to 2011, Lucentis had become the standard of
care for its FDA-approved | abel of wet age-rel ated

macul ar degeneration or retinal --

BY MR. SALMEN: 09: 37:55
Q That's not what you say in your

declaration, Dr. Do. You say the standard of care

was Lucentis or off-label Avastin. There's no

mention of Lucentis with respect to its approved

i ndi cation. 09: 38: 05

Can you show nme where you say that in your

decl arati on?
MS. FI SHVAN: Obj ection; argunentative. And

you're cutting off the witness. Let the witness --

BY MR. SALMEN: 09: 38:13
Q Can you show nme where you --
MS. FI SHMAN: Let the -- Heinz, now you're

cutting me off. I'mstill making ny objection. Let

the witness --
MR. SALMEN:. Your objections are inproper and 09: 38: 18
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out si de --

questi on.

BY MR SALMEN

Q No.

guestion, the |ast question.

BY MR SALMEN

Lucentis | abel ?

A In ny declaration,

par agr aph?

MS. FISHVAN: Let the witness finish answering

her question. Let the witness finish answering her

Q Did you finish answering the question?

A. Can you repeat the question?

MS. FI SHVAN: Coul d you pl ease read back the

MR. SALMEN. 1'll withdraw the | ast question.

Q Can you show nme in your declaration where
you refer to the standard of care being Lucentis

with respect to the approved indications in the 09: 38: 46

(Wtness reviews docunent.)

i n paragraph 54, |

wrote that "The standard of care for treating wet

AMD and nmany ot her angi ogenic eye disorders inproved 09: 39: 46
drastically in the years leading up to the '338

patent filing date driven in |large part by the

testing and approval of Lucentis."

Q What testing are you referring to in that
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A In that paragraph,

BY MR SALMEN

decl arati on.

Are you there?

|
clinical trials that led up to the approval of

Lucentis in wet age-related macul ar degeneration

Q So you agree then that the clinical trial
testing data prior to FDA approval can influence 09: 40: 28
opht hal nol ogi sts |ike yourself in their
adm ni stration of angiogenic -- strike that.

You agree that clinical trial testing data
prior to FDA approval can influence |icensed
opht hal nol ogi sts |i ke yourself

angi ogeni ¢ eye disorders; correct?

MS. FI SHVMAN:  Obj ection; inconplete
hypot heti cal .
You can answer.
THE WTNESS: |n ny experience as an 09:41: 03

opht hal nol ogi st, clinical trials, particularly the
pi votal Phase 3 trials, can provide evidence on the

ef ficacy and safety of a particular drug

Q Let's | ook at paragraph 20 and 21 of your 09:41: 35

A. Yes, | am
Q Okay. In paragraph 20, you state, "I have
been infornmed that patent claimterns are construed 09: 42: 02
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fromthe vantage point of a skilled artisan to which
the invention relates at the tinme of the invention
(or as of the effective filing date of the patent
application). The skilled artisan | understand is
presumed to be familiar with what was known in the
art at the tine."

Is that the standard you applied in
form ng the opinions you provide in the '338

decl arati on?

Q And the effective filing date that you
applied was January 13th, 2011 for the '338 patent
in form ng your opinions; is that correct?

A. May | see a copy of the filing date of the
pat ent ?

Q Sur e.

You actually reference it in paragraph 30
of your declaration. And if you need the '338
patent, it's Tab No. 1 in your binder

A Yes, | see that date.

Q That's the date that you applied in

form ng your opinions?

Q You al so provide a definition for a person

of ordinary skill in the art of the '338 patent; is

Page 30
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that correct?

A Yes, | did.

Q Par agraph 28 of your declaration; right?

A Yes, it is.

Q Sitting here today, do you still agree
with that definition?

A. I agree with my definition

Q Don't want to nake any changes to that
definition today?

A That is correct.

Q Okay. In paragraph 20 -- sorry to junp
around so nuch

But paragraph 20, under "Legal Framework, "

you state that "The patent claimterns are construed
fromthe vantage point of a skilled artisan to which

the invention relates at the tine of the invention"

correct?

A. That is correct.

Q And you use the term"skilled artisan"
synonynmous with "a person of ordinary skill in the
art"; correct?

A. Yes.

Q Now, in form ng your opinions that you set

forth in your declaration, you applied the

perspective of that person of ordinary skill in the
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art or skilled artisan; is that correct? 09: 44: 43
A. That is correct.
Q So you construed the claimternms of the

'338 clainms fromthe vantage point of your skilled
artisan at the time of the effective filing date of 09: 44: 57
the ' 338 patent;

A That is correct.

Q You al so reviewed all of the prior art
references that you cite in your declaration from
that sanme vantage point, the skilled artisan as you 09: 45: 15
define themin your declaration; right?
A That is correct.
Q What are the education and training
qualifications for an ophthal nol ogi st under your
definition of skilled artisan? 09: 45: 33

A. As mentioned in my declaration,
believe the skilled artisan was the ophthal nol ogi st
who woul d have firsthand experience of diagnosing
and treating angi ogenic eye disorders to which the
patent is plainly directed.

Q How nmuch experience? Years? Patients?
Can you quantify the anpbunt of experience that is
required for a skilled artisan to qualify as an
definition?

opht hal nol ogi st

A In ny definition,

Page 32
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MS. FI SHVAN

MR. SALMEN

BY MR SALMEN

MS. FI SHVAN

That's also in your

Doesn' t

plainly directed."

you di sagree with that

years in practice that were necessary. | nerely 09: 46: 32
stated it had to be an opht hal nol ogi st who was

di agnosi ng and treating angi ogeni c eye di sorders.

Q But a |icensed ophthal nol ogi st; correct?
definition? 09: 46: 48
Cbj ection; mscharacterizes.

Q It's in your definition; right?
Paragraph 28. You can read it to yourself if you 09: 46: 57
need to.

(Wtness reads docunent.)
A. In ny declaration,
event that Mylan argues that the skilled artisan
need not be a |icensed physician (ophthal nol ogi st), 09:47:15
what ever other qualifications they nust possess,
di sagree because only an opht hal nol ogi st woul d have
firsthand experience of diagnosing and treating

angi ogeni c eye disorders to which the patent is

Q So you agree that your definition requires
t hat the ophthal nol ogi st who's a skilled artisan be

a licensed ophthal nol ogi st because if it doesn't,

Obj ecti on.

m scharacteri ze.

definition; right?

Page 33
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Page 34
for itself, misstates her -- 09:47:50
MR. SALMEN: The docunent is her direct
exam nation testinony. |It's a conpletely
i nappropriate objection. Knock it off.
MS. FISHVAN:  You are -- 09:47:59
BY MR. SALMEN
Q Do you want to answer the question?
MS. FI SHVAN:  You are both being argunentati ve,
rude and you are m sreadi ng her declaration. So why
don't you knock it off. Wbuld you like to put the 09: 48: 04
question to her again, Heinz?
BY MR. SALMEN
Q Is it your opinion that the skilled
artisan, under your definition, nust be a |icensed
opht hal nol ogi st ? 09: 48: 17
A. I believe what | said in ny declaration is
the correct definition of a skilled artisan
Q How meny years of practice as an
opht hal nol ogi st is needed to qualify as a skilled
arti san under your definition? 09: 48: 39
A. In ny declaration, did not provide an
opi nion on the years necessary in practice to be an
ophthal nol ogist. | stated that the ophthal nol ogi st,
as a skilled artisan, would need to have firsthand
experi ence di agnosing and treating angi ogenic eye 09: 49: 04

Veritext Legal Solutions

Www.veritext.com

888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 34

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

di sor ders.

Q How many patients? Can you quantify how
many patients are required under your definition?

MS. FI SHVMAN:  Obj ection; |acks foundation.

THE W TNESS: Can you repeat the question
BY MR. SALMEN

Q Can you quantify how many patients are
required to qualify as a skilled artisan under your
definition?

MS. FI SHVAN:  Sane obj ecti on.

But you can answer.

THE WTNESS: | did not quantify how many
patients are necessary for this skilled artisan,
ot herwi se known as the ophthal nol ogi st. But an
opht hal mol ogi st who was a skilled artisan would need
to have firsthand experience in diagnosing and
treati ng angi ogeni c eye disorders.
BY MR. SALMEN

Q Okay. And a person who just graduated
medi cal school would not have firsthand experience
di agnosi ng and treating angi ogenic eye disorders; is
t hat correct?

A. In ny declaration, | did not provide an
opi ni on on people who just graduated nedical school

However, in my experience, an ophthal nol ogist, in

Page 35
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addition to graduating nmedica
conmpl et e an opht hal nol ogy resi

to becone an opht hal nol ogi st.

not enough to qualify as a ski
your definition; can we agree

A. | agree that it has

woul d not qualify as a person

that right?
A. As | stated, the sk

who has firsthand experience i

Q Okay. So just having a nedical degree is

opht hal nol ogi st who's faniliar with treating and
di agnosi ng angi ogeni ¢ eye di sorders.
Q So any person without firsthand experience 09:51: 18

of di agnosing and treating angi ogenic eye disorders

the art of the '338 patent under your definition; is

treati ng angi ogenic eye disorders --

Q So are you --
A -- to which the patent is plainly
directed. 09:51:53
Q Are you agreeing with ny question?
A | agree with what | wote in ny
decl arati on.
Q Any person without firsthand experience of
di agnosi ng and treating angi ogenic eye disorders 09: 52: 07
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right?

to?

woul d not qualify as a person of ordinary skill in 09:52: 11
the art of the '338 patent under your definition

A As stated in ny declaration, the person
of ordinary skill in the art,
patent, would be an ophthal nol ogi st who woul d have
firsthand experience diagnosing and treating
angi ogeni ¢ eye di sorders.

Q Okay. understand that's your opinion.
want to know if a person without that 09: 52: 40
experience can still qualify as a person of ordinary
skill in the art definition

A. In relation to this patent, the person of
ordinary skill in the art would need to be an
opht hal mol ogi st who had firsthand experience 09:53: 04
di agnosi ng and treating angi ogeni c eye di sorders.

Q Do you consi der yourself a person of
ordinary skill in the art of the '338 patent?
A Yes,
Q Prior i nvol venment in this case for 09:53: 33
Regeneron, you were aware of the clinical trials
that were conducted for EYLEA before it was approved
by FDA; right?

A. VWhich clinical trials are you referring

Page 37
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Q Sur e.

A. Yes, | was.

A. Yes, | was.

CLEAR-IT 2 trials?

A. Yes, | was.

Q No.

January 2011?

January 20117?

Q I'"ll restate it.

Q Al of them You were aware of them 09: 53: 48

A. Can you specify what

The VIEW1/VIEW?2 trials, you were aware

of those prior to EYLEA s approval by FDA; correct? 09: 54: 03

Q And you were aware of the CLEAR-IT 1 and

CLEAR-IT 2 trials prior to January 2011; correct?

Q And prior to January 2011, did you know 09:54: 21

what drug was being tested in the CLEAR-IT 1 and

Q What drug was that?

A Do you have a copy of the manuscripts? 09: 54: 39

Do you know what drug was being tested in

the CLEAR-IT 1 and CLEAR-IT 2 trials prior to

A. I recall it was VEGF-Trap. 09: 54: 54

Q Did you use Clinical Trials.gov prior to

(Reporter seeks clarification.)

Did you use Clinical Trials.gov prior to 09: 55: 17
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' masking for factua

again.

January 2011 to nonitor

CLEAR-IT 2 trials?

BY MR SALMEN

f oundati on.

BY MR SALMEN

January 2011 to nonitor CLEAR-IT 1 and CLEAR-IT 2 09: 55: 20
trials?

A. I didn't provide an opinion on that in ny
clarification.

Q I'"mnot asking for an opinion, Dr. Do. 09: 55: 32

i nformati on regarding your

practice prior to January 2011. So I'Il say it

Did you use Clinical Trials.gov prior to

the CLEAR-1T 1 and 09: 55: 46

MS. FI SHMAN: Cbj ecti on;
You can answer.
THE WTNESS: | may have used
Clinical Trials.gov. But that was a long tinme ago 09: 55: 58

and | would have to refresh ny nenory.

Q In your current clinical practice, do you
nonitor clinical trials on Clinical Trials.gov?

MS. FI SHVAN:. Obj ecti on;

You can answer.
THE WTNESS: In nmy current clinical practice,

| sometines nonitor trials on Clinical Trials. gov.

Page 39
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Page 40
Q And did you nonitor clinical trials |ike 09: 56: 36
CLEAR- 1T 1 and CLEAR-IT 2 in your practice prior to
January 2011?
A As | stated, that was a long tine ago.
don't recall. [I'd have to look at prior records. 09:56:51
Q You understand that CLEAR-IT 1 and
CLEAR-IT 2 were Phase 2 trials; right?
MS. FI SHVMAN:  Obj ection; |acks foundation.
THE WTNESS: |f you have a copy of those
manuscripts, that will help refresh ny nenory. 09:57: 11
MR. SALMEN:. Let nme strike that. | m sspoke
BY MR. SALMEN
Q You're aware that CLEAR-IT 2 was a Phase 2
clinical trial for VEG--Trap; is that correct?
A Do you have a copy of the publication? 09:57: 29
Q No.
Do you recall that?
A I would need a copy of the manuscript to
refresh my nenory.
Q Sitting here today, you can't recall 09: 57: 42
whet her or not CLEAR-IT 2 was a Phase 2 clinica
trial for VEGF-Trap?
A. Again, | would like to have a copy of the
manuscript to refresh ny nenory.
Q Dr. Do, are you a nol ecul ar biol ogi st? 09: 58: 23
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A I am a physician, ophthal mol ogi st.

Q So you are not an expert in nolecular
bi ol ogy?

A I have an understandi ng of nol ecul ar

bi ol ogy as a physi ci an.

Q That wasn't my question.

You are not an expert in nolecul ar

bi ol ogy; correct?

A. What is your definition of an expert in
nol ecul ar bi ol ogy?

Q Do you consider yourself an expert in
nol ecul ar bi ol ogy?

A. In ny declaration, | did not offer an
opi ni on on whether or not | was an expert in
nmol ecul ar bi ol ogy.

Q Have you ever consulted as an expert in
nol ecul ar bi ol ogy?

A I have not consulted as an expert in
nol ecul ar bi ol ogy.

Q You nmentioned that you' d been deposed
recently.

In that case, were you testifying as an

expert in mol ecul ar biol ogy?

A. I was not testifying as an expert in

nol ecul ar biology in the prior case.
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Page 42

Q In your declaration, you state that you 10: 00: 04
have published over 140 peer-revi ewed publications.
Of those 140, how many of them would you
descri be as having a focus on mol ecul ar biol ogy of a
protein therapeutic? 10: 00: 24
A. Do you have a copy of ny CV?
Q It's in your binder.
I"Il strike the question. You don't need
to.
You' ve been practicing as a licensed 10: 00: 47
opht hal mol ogi st since 2000; is that correct?
MS. FISHVAN: Objection; |acks foundation.
You can answer.
BY MR. SALMEN
Q I"msorry if | got it wong. 10: 00: 56
A. I conpleted ny residency in ophthal nol ogy
training in 2003
Q So you' ve been practicing as a licensed
opht hal nol ogi st since 2003?
MS. FI SHVAN: Sane obj ecti on. 10: 01: 16
You can answer.
THE W TNESS: Subsequently, | also conpleted a
retinal fellowship from 2003 to 2005. And then
joined the faculty at Johns Hopkins University

School of Medicine in 2005. 10: 01: 30
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Page 43
BY MR. SALMEN: 10: 01: 33
Q So when did you start practicing as a
i censed opht hal nol ogi st ?
MS. FI SHVAN: Sanme obj ecti on.
You can answer. 10: 01: 38
THE WTNESS: | started practicing in 2003.
BY MR. SALMEN
Q 2003. Ckay.
And in -- strike that.
In your practice as a |licensed 10: 01: 49
opht hal mol ogi st, have you ever sequenced a
t herapeutic protein?
A. In ny clinical practice, | have not
sequenced a therapeutic protein.
Q As a |licensed ophthal nol ogi st, have you 10: 02: 07
ever anal yzed the glycosylation pattern of a
t herapeutic protein?
A In ny clinical practice, | don't recal
doi ng that.
Q So as part of the treatnent of your 10: 02: 28
patients suffering from angi ogeni c eye di sorders, do
you routinely ask about glycosylation patterns of
the therapeutic proteins you are adm ni stering?
A. In ny experience, | typically do not ask
about those topics. 10: 02: 49
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nmet hod of treating nust

of vi sion.

Q Sur e.

patent clai ns?

i nconpl et e hypot hetical .

Q Okay. | asked this before, but 1'lIl state 10: 02: 50
it again just for context.
I'n your declaration,
it's your opinion that the '338 patent clained
achi eve a high |level of 10: 03: 04
efficacy; is that correct?
A. | agree that it

of efficacy in terms of vision gains or maintenance

Q It's in paragraph 17 of your decl aration 10: 03: 21
if you need it for context.
But ny question is,
opht hal nol ogi st who adm ni sters EYLEA, can you tel
me how many sialic acid residues are necessary to
achi eve the high level of efficacy that you argue is 10: 03: 39
required by the '338 patent clains?

A. Can you repeat your

As a |licensed ophthal nol ogi st who
adm ni sters EYLEA, can you tell me how many sialic 10: 03: 54
acid residues are necessary to achieve the high

| evel of efficacy you argue is required by the '338

MS. FI SHVAN.  Obj ection

Page 44
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You can answer.

THE WTNESS: | don't recall how many are
necessary.

BY MR. SALMEN

Q As a |licensed ophthal nol ogi st, are you
fam liar with how the degree of glycosylation anong
VEGF- Tr ap- Eye gl ycof orns can affect the potency and
durability of the nol ecul e?

A I don't know.

Q Bef ore you adm ni ster VEGF-Trap-Eye to
your patients, do you deternmine the level of sialic
acid residues on the molecule in that specific batch
that you're using?

MS. FISHVAN: Obj ection; inconplete
hypot heti cal, | acks foundati on.

You can answer.

THE W TNESS: Can you repeat the question
BY MR. SALMEN

Q Sur e.

Before you adm ni ster VEGF-Trap-Eye to
your patients suffering froman angi ogenic eye
di sorder, do you deternmine the level of sialic acid
resi dues per nolecule in that specific batch?

A I do not determ ne the |evel of the acid.

Q Have you ever synthesized a receptor-based
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chimeric nol ecul e?

pepti de.

MS. FI SHVAN

THE W TNESS:
BY MR SALMEN

Q Sur e.

MS. FI SHVAN

THE W TNESS:

BY MR SALMEN

A Sur e.

A. I've not personally synthesized that

Q Have you ever sensitized a receptor-based
nol ecule with nultinmerization conponents? 10: 05: 52
A. I have not synthesized that either
Q Do you consider yourself qualified to give
a definition of a receptor-based chineric nolecule
with nmultimerization conponents?
Cbj ecti on;
hypot heti cal, | acks foundati on.

You can answer.

Can you repeat the question

Do you consider yourself qualified to
provide a definition for a receptor-based chineric
nmol ecul e with nultimerization conponents?

Same objection. Vague.
You can answer.

Can you show nme whi ch nmol ecul e

you're referring to?

Q I can show you the | anguage of the clains.
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Q Sur e.

VEGF ant agoni st

BY MR SALMEN

correct?

you need it for

nol ecul e conpri sing, "

MS. FI SHVAN

Q You do offer

Turn to Claim1 of the '338 patent.
A | see Claim 1.
Q The third wherein cl ause

Do you see where it states, "wherein the 10: 07: 19

is a VEGF receptor-based chineric

is "a nultinerization conponent"?
Do you see that?
A. I see that wording.
Q So nmy question is,
yourself qualified to provide a definition for a
receptor-based chinmeric nolecule conprising

mul timerization conmponents?

i nconmpl et e hypot heti cal

You can answer.

THE W TNESS: As |

synt hesi zed any receptor-based chinmeric nolecul e

t he sequence elenments of Claim1; isn't that

It's paragraph 102 of your declaration, if

cont ext .

and then the third conmponent

do you consi der

Obj ecti on;

stated, | haven't personally

an opinion that EYLEA neets

Page 47
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MS. FI SHMAN: Cbj ecti on;

BY MR SALMEN

Q Sur e.

Exhi bit 1024; right?
MS. FI SHVAN:  Obj ection
docunent speaks for itself.

You can answer.

Counsel

But you can answer.

Did you conduct the side-by-side 10: 09: 01
conmpari son of the am no acid sequence set forth in
Claim 1l against the ami no acid sequence for the

VEGF- Trap- Eye that is used in EYLEA?

THE W TNESS: Can you repeat the question

Did you conduct a side-by-side conparison
of the ami no acid sequence set forth in Claim1 10: 09: 21
agai nst the am no acid sequence for the
VEGF- Trap- Eye that is used in EYLEA?
A. I did not perform a side-by-side
conparison of the am no acid sequence.
Q Your opinion in paragraph 102 is based 10: 09: 39

entirely on the information contained in

MR. SALMEN:. It's an inappropriate objection,
Counsel. This is her testinony.

MS. FISHVAN: |It's an inappropriate question,
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THE W TNESS: Can you show ne Exhibit 1024.
BY MR. SALMEN

Q That's not nmy question, Dr. Do. |I'm
aski ng you about the opinion that you set forth in
Exhi bit 1024.

And my question is, your opinion in
paragraph 102 is based entirely on the information
contained in Exhibit 1024; is that correct?

A. As | stated in my declaration
"Exhi bit 1024 explains that EYLEA includes a
nmul timerization conponent al so discussed in
Exanpl e 20 of the '758 patent, with an am no acid
sequence disclosed in Figures 24A to 24C."

Q You di d not conduct any independent
i nvestigation to confirmthe accuracy of that
i nformati on from Exhi bit 1024 that you just quoted,
did you?

MS. FI SHVAN:  Obj ection; vague.

You can answer.

THE WTNESS: | don't recall conducting an
i ndependent investigation.
BY MR. SALMEN

Q I n paragraph 102, the only docunment that
you cite is Exhibit 1024; is that correct?

A In that paragraph 102, | do cite

Page 49
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Exhi bit 1024.
Q

Exhi bit 102; is that correct?

MS. FI SHVAN:  Obj ecti on;
vague question. Look at your
THE WTNESS: | al so nent
MR. SALMEN: 1'I1
| m sspoke.
BY MR. SALMEN
Q Exhi bit 1024 is the
cite in paragraph 102 of your
correct?
A. I n paragraph 102,
and the ' 758 patent.
To be cl ear, Exhibit

Q
history of U. S. Patent No.
Decenber 22nd,
application that's in your
correct?

MS. FI SHVAN:. Obj ecti on;
document,
is what is.

document it

BY MR SALMEN:
Q Dr. Do,

mar ked - -

That's the only docunment that you cite in

restate the question.

7,374, 758,
2011 patent term extension

Foot note 20;

you m scharacterized the document.

I'm going to hand you what's been

Page 50
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| acks foundati on,

question, Counsel. 10: 11: 58
ion --

Maybe

only docunent that you 10: 12: 14

decl aration; is that

mention Exhibit 1024

1024 is the file 10: 12: 54

t he

is that
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Page 51
MR. SALMEN: Do you have a copy of it in your 10: 13: 47
bi nder ?
MS5. FISHVAN: It is in the binder
(Deposition Exhibit 1024 was previously
mar ked. ) 10: 13: 49
BY MR. SALMEN
Q Exhi bit 1024 is in your binder?
A Yes, it is.
Q Do you recogni ze Exhibit 1024 as the
Decenmber 22nd, 2011 patent term extension 10: 14: 10
application as it appears in the file history of
U S. Patent No. 7,374, 7587
A. Yes, | recognize this.
MS. FI SHVAN: Counsel, when you're at a
conveni ent stopping point, we've been going just 10:14: 31
over an hour.
MR. SALMEN: 1'll need another five, ten
m nut es.

BY MR SALMEN

Q I's that okay? 10: 14: 39
A Sure.
MS. FI SHVAN: He means for this segnent.
MR. SALMEN: not for the day.
THE W TNESS: was about to make plans for the
af t ernoon. 10: 14: 47
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Page 52
BY MR. SALMEN: 10: 14: 48
Q Prior to preparing your declaration in
this proceeding, did you know what an application
for extension of a patent term was?
A. No, | did not. 10: 15: 02
Q Do you understand that Regeneron was
petitioning the Patent Office to extend the term of
the ' 758 patent beyond its statutory expiration for
this application?
MS. FISHVAN: Objection; calls for a |egal 10: 15: 20
concl usi on.
But you can answer.
THE W TNESS: | do now.
BY MR. SALMEN
Q You agree that Regeneron was not an 10: 15: 30
unbi ased party in the application that you relied on
to form your opinion regarding whet her EYLEA neets
the sequence elenment of Claim 1l of the '338 patent;
is that correct?
MS. FISHVAN: Obj ection; |acks foundation. 10: 15: 47
THE W TNESS: Can you repeat the question
BY MR. SALMEN
Q Sur e.
Regeneron was not an unbi ased party in
this patent term extension application that you 10: 15: 57
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Page 53

relied on to formyour opinion regarding whet her 10:16: 01
EYLEA neets the sequence elenent of Claim 1 of the
' 338 patent; correct?
MS. FI SHMAN: Lacks foundation, calls for
specul ati on. 10: 16: 11
You can answer.
THE WTNESS: | don't understand your question
BY MR. SALMEN
Q What part of it do you not understand?
A. I guess the entirety. 10: 16: 19
Q Okay. You understand that Regeneron
submitted this application to extend the term of the
' 758 patent beyond its statutory expiration
You agreed to that; correct?
A | agree. 10: 16: 35
Q You already testified that you consider
yourself a person of ordinary skill in the art,
under your definition, for the '338 patent; correct?
A That is correct.
Q Can you turn to the '338 patent, the cover 10: 16: 56
page. |It's Exhibit 1001
(Deposition Exhibit 1001 was previously
mar ked. )
BY MR. SALMEN

Q Are you there? 10:17:08
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Page 54
A. Yes, | am 10: 17: 08
Q Who is the naned inventor of the '338
pat ent ?
A Yancopoul os.
Q George D. Yancopoul os; is that correct? 10:17: 16
A Correct.
Q There's only one inventor; right?
A That is what is |listed.
Q Have you ever net George Yancopoul 0s?
A No, | have not. 10:17: 28
Q You didn't talk to himbefore submtting
your decl aration?
A No, | did not.
Q Do you know whet her George Yancopoul os was
an opht hal mol ogi st with experience in treating 10: 17: 39
angi ogeni ¢ eye disorders prior to January 20117
A I don't know that information.
Q You didn't inquire to your attorneys to
answer that question?
MS. FI SHMAN:  CObj ecti on. 10: 17: 54
To the extent this calls for privileged
communi cation, | instruct you not to answer.
BY MR. SALMEN
Q Did you ask whether George Yancopoul os was
a licensed physician as of January 20117 10: 18: 04
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MS. FI SHVAN
wi tness not to get
comruni cati ons.

BY MR SALMEN

A. Agai n,

information and | can't

A. | did not ask

A. | don't recall

Q Did you ever

January 2011?

A In ny declaration,

i nf ormati on.
Q el |
But the answer is,
whet her

physi ci an as of January 2011;

You can answer,

into any privil eged

Q Did you ask that question?

this mght be privileged

answer

Q She just said you can answer it.
Did you ask whet her

a licensed physician as of January 20117?

Q So do you know whet her

was a practicing physician as of January 2011?

know whet her

Yancopoul os was a practicing physician as of

opi ni on on George Yancopoul os,

you answered "I
t hat suggests that you did know at
no,

CGeorge Yancopoul os was a practicing

Page 55

but | caution the 10: 18: 10

10: 18: 16

t hat .

CGeorge Yancopoul os was

10:18:31

Geor ge Yancopoul os

Ceor ge 10: 18: 55

did not provide an

and | don't know that

10: 19: 12
don't recall,” and
it some point.
you do not know

correct? 10: 19: 25
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A I do not know if George Yancopoul os was a
practicing physician.

Q And you do not know whet her Ceorge
Yancopoul os had ever treated an angi ogenic eye
di sorder in a patient prior to January 2011; right?

A. I do not know if George Yancopoul os has
treated patients with angi ogenic eye disorders.

Q So sitting here today, you cannot say
whet her the sole naned i nventor of the '338 patent
is a person of ordinary skill in the art, applying
your definition; correct?

A. I don't know if George Yancopoulos is a
practicing ophthal nol ogi st.

Q Okay.

MR. SALMEN. Can | get 2.

MS. FISHVAN: Are you about to start with a new

exhi bit?

MR. SALMEN: |'mjust ending this |ine of
gquestioning. |If it's okay to go five nore m nutes,
we can take a break after this. It's all related to
this.

M5. FISHVAN: [It's up to you.
(Deposition Exhibit 0002 was marked.)
BY MR. SALMEN

Q I"mgoing to hand you what's been marked
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Do Exhibit 2.

BY MR SALMEN

(Deposi tion Exhibit

Page 57

10: 20: 53

0003 was marked.)

Q And |'m going to hand you what's been
mar ked Do Exhibit 3.
In Do Exhibit 2, this is a Regeneron press
rel ease dated Novenber 22nd, 2019
Do you see the section heading there that
states "Bi ography and Career Acconplishments"?
A Yes, | do.
Q And about hal fway down in that first
par agraph, there's a statenent that reads, quote,
"Yancopoul os then received his MD. from Col unbi a
University's Coll ege of Physicians and Surgeons and
his Ph.D in biochem stry and nol ecul ar bi ophysics
from Col unbia University's Graduate School of Arts
and Sci ences where he was chosen to represent his
doctoral class as conmencenent speaker. He |aunched
his career as an academ c scientist with
Frederick W Alt at Col unmbi a publishing sentine
papers in nol ecul ar i munol ogy."
Do you see that?
A | see that sentence.
Q The next sentence states, "In 1989,

Yancopoul os |l eft academia to join Leonard Schleifer

10: 21: 19

10: 21: 46

10: 22: 04

10: 22: 25

10: 22: 39
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M D., Ph.D., as co-founder, president and chi ef
executive officer of Regeneron."
Do you see that?
A I see that sentence.
Q Now, if we | ook at Do Exhibit 3, page 2 of
4, about two-thirds of the way down, there's a
paragraph that starts "Yancopoul os earned an M D
and Ph.D. at Col umbia University in biochem stry and
nol ecul ar bi ophysics, finishing in 1987. He then
accepted a junior faculty position studying the
i mmune system  Shortly thereafter, he won an
ei ght-year grant worth well over $1 mllion in
today's nmoney from Lucille P. Markey Charitable
Trust, a foundation that's specialized in pronoting
young bi omedi cal researchers.™
Do you see that?
A | see that sentence.
Q Okay. So according to these publications,
Geor ge Yancopoul os graduated Col unbia University in
1987; correct?
MS. FI SHVMAN:  Objection. The docunent speaks
for itself, calls for specul ation.
You can answer.
THE W TNESS: According to this sentence in the

docurment of Exhibit 3, it states, "Yancopoul os
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earned an M D. and Ph.D. at Colunbia University in
bi ochem stry and nol ecul ar bi ophysics, finishing in
1987."
BY MR. SALMEN

Q And according to these docunents, after
graduating in 1987, Yancopoul os | aunched his career
as an academ c scientist with Frederick W Alt at
Col umbi a; is that correct?

MS. FI SHVMAN: Obj ection; docunment speaks for
itself.

THE W TNESS: According to Exhibit 2, the
sentence does state that fact.
BY MR. SALMEN

Q And then in 1989, Yancopoul os |eft
academ a to join Regeneron; is that correct?

MS. FISHVAN: Are you asking the witness if she
knows or if the docunent says it?

MR. SALMEN: 1'Il rephrase it.
BY MR. SALMEN

Q According to these docunents, in 1989,
Yancopoul os | eft academi a to join Regeneron;
correct?

MS. FI SHVMAN: Obj ection; docunent speaks for
itself.

You can answer.
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at -- et cetera.

BY MR SALMEN

di sorders; right?

MS. FI SHVAN:  Obj ection

t hemsel ves.

You can answer.

with Frederick Alt. | don't

BY MR SALMEN

di sorders; right?

THE W TNESS: According to the document, 10: 25: 33
Exhibit 2, the sentence states that "In 1989,

Yancopoul os | eft academia to join Leonard Schleifer

Q According to the docunents, Yancopoul os
was never a licensed ophthal nol ogist with firsthand

experience of diagnosing and treating angi ogenic eye

calls for specul ation and docunents speak for

THE W TNESS: These docunents only nention his
graduation from Col unbi a Medi cal School and his work 10: 26: 14
know any additiona

i nformati on about the question you ask

Q And you never inquired whether Yancopoul os
was a |icensed ophthal nol ogist with firsthand 10: 26: 32

experience of diagnosing and treating angi ogenic eye

A. Can you repeat the question.
Q You never inquired whether CGeorge

Yancopoul os was a |icensed ophthal nol ogist with 10: 26: 49
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Page 61
firsthand experience of diagnosing and treating 10: 26: 52
angi ogeni ¢ eye disorders; right?
A. I never inquired about that topic.
MR. SALMEN: Okay. We can take a break.
THE VI DEOGRAPHER: We're going off the record. 10: 27: 03
The time is 10: 27.
(Recess taken.)
THE VI DEOGRAPHER: We're back on the record
The time is 10:43.
MR. SALMEN:. Counsel, we're going to ask on the 10: 43: 36
record for a copy of George Yancopoulos' CV, if we
can get that produced inmediately.
MS. FI SHVAN: Why don't you put your request in
writing and I'lI1 take it under advisenment.
MR. SALMEN: Okay. 10: 43: 52
BY MR. SALMEN
Q Dr. Do, let's | ook back at your
decl arati on, paragraph 87, please.
I n paragraph 87, you state, "It is ny
opinion that 'tertiary doses' nean doses 10: 44: 14
adm ni stered after the initial and secondary doses,
that maintain the efficacy gain achieved after the
initial and secondary doses."
Do you see that?
A Yes, | see that sentence. 10: 44: 32
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Q Sitting here today, this is how you define
the claimterm®"tertiary dose" in the context of the
' 338 patent; correct?

A Yes, that's correct.

Q You're not going to make any changes to
this definition; correct?

A. I m not making any changes.

Q And this is the definition that you
applied in form ng your opinions regarding the '338
patent clains; correct?

A. That is correct.

Q You understand that Dr. Albini presented a
definition for the claimterm"tertiary dose"?

A Yes, | am aware of that.

Q And you disagree with Dr. Albini's
proposed definition for the claimterm"tertiary
dose" as it appears in the '338 patent clainms; is
that correct?

A. Can you rem nd me of what Dr. Al bini
stated in his deposition?

Q I"l'l direct your attention to -- that's an
i nteresting question, Dr. Do.

You do not cite Dr. Albini's deposition
transcript anywhere in your declaration, do you?

A Wi ch statenment are you referring to?
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Page 63
Q I"mreferring to the entire docunment, your 10: 46: 14
decl arati on.
You asked me for where does Dr. Al Dbini
testify about "tertiary dose" in his deposition
You do not cite his deposition transcript 10: 46: 26
anywhere in your declaration, do you?
A. In ny declaration, do refer -- for
exanpl e, in paragraph 89, | state, "Dr. Albini
states that a skilled artisan woul d understand the
term'tertiary doses' as used in the claims of the 10:47:02
' 338 patent.”
Q But | want to nake sure we're clear on
what we're tal king about here.
You reviewed Dr. Al bini's declaration in
this proceeding, a witten docunent that he 10:47: 16
prepared; correct?
A | believe I did, but I would need the
docurment to refresh my menory.
Q You cite to it here, Exhibit -- what you
read, Exhibit 1002, "Al bini declaration."” 10:47: 32
That's the docunent you reviewed; correct?
A Yes, | cite that in paragraph 88
Q Okay. You understand that Dr. Albini was
deposed in this proceeding; correct?
A. Correct. 10: 47: 51

Veritext Legal Solutions

Www.veritext.com

888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 63

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Q And | asked you earlier whether or not you

reviewed the transcript of that deposition.
Do you recall that?

A I do recall.

Q So did you review the deposition
transcript fromDr. Albini's deposition?

A I reviewed his declaration

Q So you did not review the deposition
transcript.

A Correct.

Q So in paragraph 89 is where you state,
"Dr. Albini states that a skilled artisan would
understand the term'tertiary dose' as used in the
clainms of the '338 patent based solely on the
foll owi ng passage fromthe ' 338 patent
specification."

Do you see that?

A | see that sentence.

Q And then you provide the passage, which is
Colum 3, lines 31 to 45, of the '338 patent;
correct?

A That is correct.

Q And you di sagree with how Dr. Al bini
defines the claimterm"tertiary dose"; correct?

(Wtness reviews docunent.)
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A | stated in ny declaration that "I
understand that 'tertiary doses' require that the
efficacy gain achieved fromthe initial and
secondary doses are mmintained after the initial and
secondary doses."

Q So you disagree with Dr. Albini's
definition; correct?

A Can you remind me of Dr. Albini's
definition?

Q It's stated right in the part of the
specification that you reference in your
declaration. "The tertiary doses are the doses
whi ch are adm ni stered after the secondary doses."

A. VWi ch paragraph are you referring to?

Q Dr. Do, I"'mreferring to your declaration
paragraph 89. You provide an insert there, which is
a callout from Colum 3, lines 31 to 45, of the '338
pat ent specification.

Are you there?

A Yes, | am

Q In the mddle of that section, it states,
"The '"tertiary doses' are the doses which are
adm ni stered after the secondary doses."

Do you see that?

A Yes.
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Q Do you agree with that definition for the
clainmed term"tertiary doses"?

A. As | stated in my declaration, | believe
the tertiary dose requires that it maintains the
ef ficacy achieved fromthe initial and secondary
doses.

Q And your definition is set forth in 87
paragraph. And that is not the sane as what | just
read fromthe patent specification; correct?

A. In ny declaration, "It is my opinion that
the "tertiary dose(s)' neans 'dose(s)' adm nistered
after the initial and secondary doses, that
mai ntai n(s) the efficacy gain achieved after the
initial and secondary doses.”

Q Okay. This paragraph from Colum 3 of the
' 338 patent specification refers to the terms
"initial dose" and "secondary doses"; is that
correct?

A The paragraph uses the ternms "initial
dose" and "secondary doses."

Q And you see that the paragraph provides a
definition for the claimterm"initial dose"
correct?

MS. FISHVMAN. Objection; calls for a |lega

concl usi on.
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decl arati on.

t he passage

"initial dose'

dose. However,

do comment on

BY MR SALMEN

BY MR SALMEN

BY MR SALMEN

Page 67
But you can answer. 10: 52: 42
THE W TNESS: The document states, "The
is the dose which is adm nistered at
t he begi nning of the treatment reginmen.”
10: 52: 53
Q Okay. You agree with that definition for
the claimterm"initial dose"?
MS. FI SHVAN: Obj ection; outside the scope.
But you can answer.
THE WTNESS: In ny declaration, | did not 10: 53: 07
provide an opinion on the definition of the initial
inmy --
Q Can | address that? Because you actually
"initial dose" in paragraph 92 of your 10:53: 21
You state, "I agree with Dr. Albini that
at Colum 3, lines 31 to 45 (quoted
above) inforns the tenporal sequence of initial
dose, second dose and tertiary dose." 10: 53: 38
MS. FISHVAN: Is there a question, Counsel?
Q Do you see that?
A | see that statenent.
Q Sitting here today, do you disagree wth 10:53:51
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tertiary dose.

achi eved after the initial

dose"; correct?

how the term"initial dose" is used in the '338 10:53: 54
patent specification?
A. As | stated in my declaration, | did not

provide a definition or opinion on the definition of
an initial dose. Where you referenced paragraph 92, 10: 54: 12
| sinply stated that it informs the tenporal

sequence of initial dose, secondary dose and

Q But you use the terns "initial dose" and
"secondary dose" in your definition of "tertiary 10: 54: 33
dose"; correct? |In paragraph 87
A I n paragraph 87 in my declaration, | state
that "It is my opinion that the 'tertiary dose(s)
nmeans 'dose(s)', administered after the initial and
secondary doses, that mmintain(s) the efficacy gain 10: 55: 00
and secondary doses."
Q So you use the term"initial" and
"secondary doses" in your definition of "tertiary
A | do use the ternms "initial" and 10: 55: 15
"secondary doses" in relation to maintaining the
ef fi cacy gains achieved after those initial and
secondary doses in relation to the tertiary dose
Q Sitting here today,

initial dose in the nethod of treating covered by 10: 55: 38
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Page 69

the '338 patent clainms is the dose which is 10: 55: 45
adm ni stered at the beginning of the treatnent
reginmen, also referred to as the baseline dose?

A In ny experience, in relation to this '338
patent, the initial dose is the dose which is 10: 56: 10
adm ni stered at the beginning of the treatnent
regi men that begins to provide efficacy for the
met hod of treatnent.

Q Where do you state that opinion in your
decl arati on? 10: 56: 40

MS. FI SHVMAN:  Obj ection; |acks foundation.

But you can answer.

THE WTNESS: In ny declaration, in
paragraph 87, | state that "It is my opinion that
the "tertiary dose(s)' neans 'dose(s)', adm nistered 10: 56: 56
after the initial and secondary doses, that
mai ntain(s) the efficacy gain achieved after the
initial and secondary doses."
BY MR. SALMEN

Q Where do you provide the definition of 10:57: 12
"initial dose" that you just gave ne?

MS. FI SHMAN:  Obj ection; mscharacterizes
testinony and | acks foundation.

But you can answer.

MR. SALMEN: |'Il strike the question. 10:57: 30
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BY MR SALMEN

Q Let

dose. "

i ne 46.

referring to?

A. Yes,

dose"; correct?

A. What

A. Agai n,

A. Agai n,

patent specification,

par agraph directly under

me address your
Are you providing a definition for the
claimterm"initial dose"
in my declaration, | did not 10: 57: 41
provide a definition on "initial dose."
Q And sitting here today, you're not

providing a definition for the claimterm "secondary

in my declaration, | did not 10:57: 53

provi de an opinion on the definition of "secondary

Q Let's | ook where this appears in the '338

I"mgoing to direct your attention to the 10: 58: 34

Do you see that?

are the words of the paragraph you're

Q The paragraph begins "In one exenplary

enmbodi ment of the present

Do you see that?

see that

Q And about hal fway down that paragraph, the 10:59: 02

sitting here today?

Col um 3.

begi nning at lines -- at

invention."

Page 70
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i nventor states, "The phrase 'the imediately
precedi ng dose', as used herein nmeans, in a sequence
of multiple admi nistrations, the dose of VEGF
antagoni st which is adnm nistered to a patient prior
to the administration of the very next dose in the
sequence with no intervening doses."”

Do you see that?

A | see that statement.

Q Do you recognize the term"immedi ately
precedi ng dose" as a termthat appears in the clains
of the '338 patent?

A. Can you repeat the question.

Q Do you recognize the term"imedi ately
precedi ng dose" as a termthat appears in the clains
of the '338 patent?

A. I don't recall that exact wording that was
used in the clains.

Q Let's look at Claim 1, first wherein
cl ause, "wherein each secondary dose is adm ni stered
2 to 4 weeks after the i mmediately precedi ng dose."

Do you see that?

A | see that phrase.

Q Do you recognize the term"immedi ately
precedi ng dose" as a termthat appears in the clains

of the '338 patent?
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Page 72
A I see those three words, yes. 11:01: 02
Q It is aclaimtermof the '338 patent
clainms; right?
MS. FI SHVAN: Objection; calls for a | ega
concl usi on. 11:01: 12
But you can answer.
THE WTNESS: | see the words "immedi ately
precedi ng dose."
BY MR. SALMEN
Q Sitting here today, you're not proposing 11:01: 18
your own definition for the claimterm"imedi ately
precedi ng dose"; correct?
A. In ny declaration, did not provide an
opinion or definition on "immedi ately precedi ng
dose. " 11:01: 34
Q But you recognize in Colum 3, beginning
at line 51, the inventor presented a definition for
the claimterm"innmedi ately precedi ng dose"
correct?
MS. FISHVAN: Objection; calls for a |egal 11:01: 48
concl usi on.
But you can answer.
THE WTNESS: | see in that paragraph the words
"i mredi ately precedi ng dose."
BY MR. SALMEN: 11:01:58
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Q It's nore than that,

precedi ng dose', as used here

A. | see that sentence.

i nventor provides for the clai
precedi ng dose"; correct?
MS. FI SHMAN: Cbj ecti on;
concl usi on.
You can answer.
THE W TNESS: | see that
t here.

BY MR SALMEN

providing for that claimterm
MS. FI SHVAN:. Obj ecti on;
calls for a |l egal conclusion.
BY MR. SALMEN
Q If you disagree, it'

But nmy question is,

It says, "The phrase

sequence of multiple adm nistrations, the dose of

VEGF ant agoni st which is adnministered to a patient 11: 02: 14

prior to the adm nistration of the very next dose in

the sequence, with no intervening doses"; correct?

Q Okay. That's the definition that the

Q That's the definition that the inventor is

that the inventor is providing for the claimterm 11: 02: 57

Page 73

t hough; right? 11:01: 58

i mredi ately

n, neans, in a

mterm "inmedi ately 11:02: 27

calls for a lega

sentence witten 11: 02: 37

correct?

asked and answer ed, 11:02: 46

s fine.

is that the definition

Veritext Legal Solutions

Www.veritext.com

888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 73

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

"imedi ately precedi ng dose"?
MS. FI SHVAN: Sane obj ecti ons.
You can answer.

THE WTNESS: As | read it, the sentence
states, "The phrase 'the i mediately precedi ng
dose', as used herein, neans, in a sequence of
mul tiple adm nistrations, the dose of VEGF
ant agoni st which is adm nistered to a patient prior
to the administration of the very next dose in the
sequence, with no intervening doses."

BY MR. SALMEN

Q Okay. Dr. Do, | asked you earlier if you
construed the claimterns of the '338 patent from
the vantage point of your skilled artisan at the

time of the effective filing date of the '338

pat ent .
Do you recall that?
A Yes, | recall that.
Q And your answer was, "Yes."
Do you recall that?
A Yes, | recall that.
Q So you construed these clains fromthe

vant age point of the skilled artisan, as you have
defined her; correct?

A. Yes, | have.
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dose" ?

BY MR SALMEN

Q Claim 1.

in Columm 3, lines 51 to 56

“i mredi ately precedi ng dose"

vague.

don't understand

BY MR SALMEN

Q Sur e.

appears in Claim1; correct?

Q Now, with respect to Claim 1, how did you 11: 04: 26

construe the claimterm "i nmedi ately preceding

MS. FI SHVAN:  Obj ecti on;
But you can answer.

THE W TNESS: Can you repeat the question

Q How di d you construe the claimterm
“i mmedi ately precedi ng dose"?

A. Which line sentence are you referring to? 11: 05: 14

(Wtness reviews docunent.)
Q Let me ask a different question, Dr. Do.
Did you apply the definition that appears
for the claimterm 11: 05: 52
in your construction of
the -- of Claim1l for the '338 patent?

MS. FI SHVAN:  Obj ection

THE W TNESS: Can you rephrase the question. | 11:06: 14

The term "i mmedi ately precedi ng dose"
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A. Correct.

Q And you've already testified that you are
not proposing your own definition for the claimterm
"imedi ately preceding dose"; is that correct?

A. Correct.

Q Okay. Now, ny question is, did you apply
the definition that George Yancopoul os presents in
Colum 3, lines 51 to 56, with regard to the
“imredi ately preceding dose" as that claimterm
appears in Claim1?

MS. FI SHVAN: Objection; calls for a |ega
concl usi on, | acks foundation and inconplete
guesti on.

You can answer.
THE WTNESS: |In ny declaration, | did not

provide an opinion on the definition of "immediately

precedi ng dose." However, as an ophthal nol ogi st and
thinking as a skilled artisan, | would say that, in
the context of the '338 patent, "It is my opinion

that a "tertiary dose' neans doses adni nistered
after the initial and secondary doses and it
mai ntai ns the efficacy gain achieved after the
initial and secondary doses."

MR. SALMEN. Okay. |'mgoing to nove to strike

t hat as nonresponsive.
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Page 77

BY MR. SALMEN: 11: 07: 58

Q Dr. Do, that does not answer mny question.
I was not asking you about the "tertiary dose"
definition.

There is a claimterm"imedi ately 11: 08: 07

precedi ng dose"; correct?

A Correct.

Q And the inventors of the '338 patent
address the term "i medi ately precedi ng dose" in
lines 51 to 56 of the '338 patent specification; 11:08: 21
correct?

A | see that.

Q And you agreed earlier today that you
construed the claimterns of the '338 patent from
t he vantage point of your skilled artisan at the 11:08: 35
time of the effective filing date of the '338
patent; correct?

MS. FI SHVMAN: Cbj ection; msstates testinony.

MR. SALMEN: It doesn't.

THE W TNESS: Can you repeat the question. 11:08: 48
BY MR. SALMEN

Q Yes.

Earlier today you confirmed that you

construed the claimterns of the '338 patent from

the vantage point of your skilled artisan at the 11: 08: 55
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time of the effective filing date of the '338
patent; correct?
MS. FI SHVAN:  Sane obj ecti on.
You can answer.
THE WTNESS: | amviewing this in the eyes of
a skilled artisan.
BY MR. SALMEN
Q Okay. So how did you construe the claim
term"inmedi ately precedi ng dose" as it appears in
Claim1l of the '338 patent?
MS. FI SHVMAN:  Obj ection; |acks foundation,
beyond the scope and asked and answer ed.
THE WTNESS: | think | already answered that
guesti on.
BY MR. SALMEN
Q No, you didn't.
Let me ask a new question.
You're not proposing a definition for the
claimterm"immedi ately precedi ng dose"; correct?
A. As | stated in my declaration, | did not
provide an opinion on the definition of "imrediately
precedi ng dose."
Q Let's l ook at Colum 3, lines 19 to 30
Begi nning at line 20, the sentence reads

"The nethods of the invention conprise sequentially
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administering to a patient multiple doses of a VEGF
ant agoni st . "
Do you see that?

A | see that sentence.

Q You recognize the term "sequentially
adm nistering" as a claimtermof the '338 patent
claims; correct?

A | do see those words.

Q Speci fication goes on to state, "As used
herein, 'sequentially adm nistering’ means that each
dose of VEGF antagonist is adm nistered to the
patient at a different point in time, e.g., on
di fferent days separated by predetermned -- a
predeterm ned interval (e.g., hours, days, weeks or
nont hs) . "

Do you see that?

A | see those words.

Q Sitting here today, you are not proposing
a definition for the claimterm "sequentially
adm ni stering"; correct?

A. In ny declaration, | did not provide an
opi ni on on the definition.

Q You did form an opinion regarding the
meani ng and scope of the nethod of treating that's

covered by the '338 patent clains; correct?
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A. That is correct.

Q And in form ng that opinion

this definition for the claimterm "sequentially

adm ni stering" that appears in the specification at

Colum 3, lines 22 to 267
MS. FISHVMAN: Obj ection; |acks foundation, al
calls for a |l egal conclusion.
But you can answer.
THE W TNESS: Can you repeat the question

BY MR, SALMEN

Q You agreed that you forned an opinion
regardi ng the neani ng and scope of the nethod of
treating that's covered by the '338 patent clains;
correct?

A Can you rephrase the question. | don't

understand it.

MR. SALMEN: No.

Can you read the question and answer
begi nning at line 5.
(Record read by reporter as foll ows:

"Question: You did form an opinion

regardi ng the neani ng and scope of the

met hod of treating that's covered by the

' 338 patent clainms; correct?

"Answer: That is correct.

did you apply
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"Question: And in forming that opinion,
did you apply this definition for the
claimterm ' sequentially adm nistering
that appears in the specification at
Colum 3, lines 22 to 26?.")

MS. FI SHVAN: Sane obj ecti on.
You can answer.

THE WTNESS: |In ny declaration, | did state
that "The POSA woul d consider the clinical method of
treatment as one that achieves a high | evel of
efficacy that is non-inferior to the standard of
care at the tinme of the patent filing."

BY MR. SALMEN

Q What paragraph are you reading fromfrom
your decl aration?

A. Par agraph 84, page 32.

MR. SALMEN. |'m going to again nove to have
that testinony stricken as bei ng nonresponsive.

BY MR. SALMEN

Q Dr. Do, nmy question was specific to the

claimterm"sequentially adm nistering."

You recogni ze the term "sequentially
adm nistering" as a claimtermthat appears in the
' 338 patent clainms; correct?

A. That is correct.
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Q And you fornmed an opinion regarding the 11:15:03
meani ng and scope of the nethod of treating that is

covered by Claim 1l of the '338 patent; correct?

A Can you repeat the question.
Q It's the same question that | asked 11:15: 22
bef ore.

You formed an opinion regarding the
nmeani ng and scope of the nmethod of treating that is

covered by Claim 1l of the '338 patent; correct?

A That is correct. 11:15:33
Q In form ng that opinion, did you apply the
definition for the claimterm "sequentially
adm ni stering" that appears in Colum 3, lines 22 to
2672
MS. FI SHMAN: Cbjection; calls for a | egal 11:15:52
concl usi on, | acks foundation
You can answer.
THE WTNESS: |In ny experience, the claimdeals
with initial, secondary and tertiary doses, which
are given sequentially to maintain a high |evel of 11:16: 12
efficacy.
BY MR. SALMEN
Q You do not provide your own definition of
the claimterm "sequentially adm nistering” in
form ng your opinions regarding the scope and 11:16: 28
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Claim1; correct?

Q And your

to 267

MS. FI SHVAN

THE W TNESS:
BY MR SALMEN

Q  Colum 3,

neani ng of the nmethod of treating that's covered by 11:16: 30

A. I did not provide my own definition.
sinmply understood it in the eyes of a POSA.
understanding in the eyes of a 11:16: 59
POSA regarding the claimterm "sequentially

adm nistering,"” is that the same or different as the

definition that's provided in Colum 3 at |ines 22

A. In ny experience and thinking as a PGCSA, 11:17: 21
the sequentially adm nistered initial, secondary and
tertiary doses at the time of the patent filing
woul d, in the eyes of the PCSA, require a high |evel
of efficacy in this context.

Q OCkay. So the claimterm here, 11:17: 48
"sequentially adm nistering,"
defined it in Colum 3, lines 22 to 26, make no
mention of efficacy;
Cbj ecti on;
itself and calls for concl usi on. 11:18: 07

You can answer.

Can you remnd me which lines --

lines 22 to 26.

(Wtness reviews docunent.) 11:18: 34
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in the context of the patent

hi gh I evel of efficacy.

opinion, require a high leve
correct?

MS. FI SHMAN: Cbj ecti on;
and outside the scope.

You can answer.

BY MR SALMEN

' 338 patent clains?
MS. FI SHMVAN: Cbj ecti on;

You can answer.

A | agree that the word "efficacy" is not 11:18: 36
explicitly wwitten in this line. However, the POSA
and the standard of
care, woul d understand that sequentially
adm ni stered doses, referring to initial, secondary 11:18: 57

and tertiary doses, would at that time require a

Q Okay. So let nme recap

Sequentially adm ni stering doses, in your

THE WTNESS: As | stated in ny declaration, in 11:19: 28
the context of this patent, the doses, particularly
the tertiary dose and the initial and secondary

doses, require a high Ievel of efficacy.

Q Okay. So the initial dose requires a high 11:19: 50

| evel of efficacy, as that claimtermis used in the

MR. SALMEN. It's not beyond the scope, 11:20: 01
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BY MR SALMEN

of efficacy. |In addition

BY MR SALMEN

correct?

scope.

You can answer.

Counsel. This all goes down to -- it's fundanental 11: 20: 03
to her opinions. 1'll ask it
Q The initial dose, in your opinion
requires a high level of efficacy as that claimterm 11:20: 11
is used in the '338 patent clains?
MS. FI SHVAN:  Sane obj ecti on.
But you can answer.
THE W TNESS: Al t hough
opinion -- an opinion on initial dose in ny 11:20: 29
decl aration, in ny experience in the context of this
patent claimfiling in the time period and taking
into account the standard of care in 2011, the
tertiary dose would require to maintain a high |eve
the initial and secondary 11: 20: 56

doses shoul d al so provide a high level of efficacy.

Q Okay. So it's your

initial dose requires a high level of efficacy;

MS. FISHVAN. M sstates her testinony.
But you can answer.

Let me clarify nmy objection. Beyond the

Page 85
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THE WTNESS: |In ny exper

| evel of efficacy and therefor

| evel of efficacy.
BY MR. SALMEN

Q So all of the doses

and the tertiary dose, in your

MS. FI SHVAN:  Agai n outsi

But you can answer.

hi gh I evel of efficacy.

BY MR SALMEN

counsel ' s obj ection.

Do you believe that
and secondary dose require eff
scope of your opinions in your

MS. FI SHVAN.  Obj ection

concl usi on.

period, the standard of care was requiring a high

secondary and tertiary doses should al so have a high

patent clainms, the initial dose, the secondary dose

hi gh 1 evel of efficacy; correct? 11:21:58

THE WTNESS: In ny declaration, | provide an

opi nion specifically on the tertiary dose. But in

ny experience, as you're asking, one would al so 11:22:19

expect the initial and secondary doses to provide a

Q Let me ask a question regarding your

Page 86
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e initial and

11: 21: 43

listed in the '338

opinion, require a

de the scope.
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whet her initial dose
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calls for a lega
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Page 87
But you can answer. 11:22: 49
THE W TNESS: Again, in ny declaration,
specifically provide an opinion on tertiary doses.
BY MR. SALMEN
Q And in that definition, in your opinion, 11:22: 59
of "tertiary dose,"” you include the initial and
secondary doses; correct? You make reference to
t hose?
A. In paragraph 87 in ny declaration, | state
that "It is my opinion that the 'tertiary dose(s)' 11:23:13
neans 'dose(s)', administered after the initial and
secondary doses, that mmintain(s) the efficacy gain
achi eved after the initial and secondary doses."
Q You read that perfectly.
A Thank you. 11:23:32
Q The initial dose that you use in your
definition of "tertiary dose," does that require
highly effective treatnment?
A. Based on what | stated in paragraph 87
the initial and secondary doses would require 11:23:52
efficacy.
Q Okay. And you don't provide that opinion
anywhere in your declaration, though; is that
correct?
A | stated what | wrote here. 11:24: 06
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Page 88
Q Let's look at the term"efficacy." 11:24:09
Now, you reviewed all the clains of the
' 338 patent prior to conming to the deposition today;
correct?
A. Correct. 11: 24: 34
Q Do you agree that the term"efficacy" does
not expressly appear in any of those clains?
A. VWi ch lines are you referring to?
Q Al | We can start at Claim 1l of
the ' 338 patent. 11:24:59
Does the word "efficacy" appear anywhere
expressly in Claim1?
A. Al t hough the word "efficacy” is not
literally written in Claim1l, at this time period of
2011, a method for treating an angi ogenic eye 11:25: 21
di sorder does require a high level of efficacy
because the standard of care had changed and
required treating angi ogenic eye disorders with
nmedi ci nes that provided a high I evel of efficacy in
regards to visual acuity gained or mmintenance. 11: 25: 47
Q Does the patent itself describe the
standard of care that you just stated prior to
January 2011?
A. Let nme review the patent.
Q I"I'l withdraw the question. Let me ask 11: 26: 16
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you a different question.

Woul d you be surprised that the phrase
"standard of care" appears nowhere in the '338
pat ent ?

A. I could be surprised.

Q Okay. Let's look at your paragraph 69 of
your decl arati on.

I n paragraph 69, you refer to "treatnent
popul ation and efficacy" as it appears in the '338
patent specification at Colum 7, line 15

Do you see that?

A I see that sentence.

Q If we | ook at that section of the patent,
Exhi bit 1001, Columm 7, starting at line 15 -- and
you specifically quote and cite Colum 7, lines 24
to 26, | believe

Do you see that?

A Yes, | see that.

Q You state, "The passage refers to nethods
for treating angi ogenic eye disorders such as AMD
CRVO and DVE"; correct?

A Yes, that is correct.

Q Now, the passage in the patent reads, "In
the context of nmethods for treating angi ogenic eye

di sorders such as AMD, CRVO and DME, 'efficacy

Page 89
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(ETDRS) visual acuity chart";

initiation of treatnent."

Do you see that?

"efficacy" here?
MS. FI SHVAN:  Obj ecti on;
Pardon nme. Calls for a |lega

You can answer.

BY MR SALMEN

"efficacy" here?
MS. FI SHVAN.  Obj ection

calls for a |l egal conclusion.

neans that, fromthe initiation of treatment, the 11:28: 15
patient exhibits a loss of 15 or fewer letters on

the Early Treatnent Diabetic Retinopathy Study

A That is what that sentence states. 11:28: 34
Q The next sentence reads, "ln certain

enbodi ments, 'efficacy' nmeans a gain of one or nore

(e.qg., 1, 2, 3, 4, 5, 6, 7, 8,

letters on the ETDRS chart fromthe tine of

A I see that sentence.
Q You agree that the inventor of the '338

patent is providing a definition for the term

THE W TNESS: Can you repeat the question

Q You agree that the inventor of the '338

patent is providing a definition for the term

Page 90
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You can answer.

of certain nedicine.

BY MR SALMEN

BY MR SALMEN

THE WTNESS: At the time of the patent filing,
t he POSA woul d understand that
treat ment of angi ogenic eye disorders referred to a

gai n or mmi ntenance of visua

Q That was not ny question, Dr. Do.
MR. SALMEN: |'m going to again nove to have it
stricken as nonresponsive
Q My question was, referring to the section
of the '338 patent which you cite in your
declaration, lines 15 to 32 of Colum 7, do you
agree that the inventor is providing a definition 11:30: 20
for the term"efficacy" here?
A. In that paragraph, the skilled artisan
reviewi ng those words woul d understand that those
lines refer to clinical trial
| oss of 15 or fewer ETDRS letters. 11: 30: 47
Q So do you disagree with my question that
this is where the inventor provides a definition for
the term-- the claimterm "efficacy"?

MS. FI SHVAN.  Obj ection

THE WTNESS: |In ny experience, | interpret 11:31:10

Page 91
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this statement as referring to clinical trial
endpoints. And | believe the person of ordinary
skill in the art would also interpret it the sane
way.
BY MR. SALMEN

Q Okay. So, again, in your definition of

"tertiary dose,"” which you provide as "doses
adm ni stered after the initial and secondary doses
that maintain the efficacy gain achieved after the

initial and secondary doses,” are you using the
inventor's definition of "efficacy”" as it's set
forth in Colum 7, lines 15 to 32?
MS. FI SHVMAN: Obj ection; |acks foundation.
You can answer.

THE WTNESS: |In ny declaration, when | talk
about tertiary doses maintaining the high | evel of
ef fi cacy achieved after the initial and secondary
doses, I'mreferring to "efficacy" as how the POSA
woul d understand it at that time period, which is

gain of vision or maintenance of vision.

BY MR SALMEN
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11: 31: 29

11:31: 48

11: 32: 15

11:32: 34

Q So the answer to my question is, no, you
are not using the definition of "efficacy" as it
appears in Colum 7, lines 15 to 32, in your

construction of the claimterm"tertiary dose" where 11: 32: 51
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you use "efficacy"?

MS. FISHVAN: Objection; mscharacterizes the
patent, calls for a |egal conclusion, |acks
foundati on.

But you can answer.

THE WTNESS: In nmy opinion, | aml ooking at
this through the eyes of a POSA and under st andi ng
that "efficacy" would nean at that time sonething
that is non-inferior to the standard of care. And
the standard of care at that time required a high
| evel of efficacy in terms of gaining vision or
mai nt ai ni ng vi si on.

BY MR. SALMEN

Q Are you suggesting that George Yancopoul os
didn't know what the standard of care was as of
January 2011?

MS. FISHVMAN: Objection; msstates testinony
and calls for specul ation.

You can answer.

THE WTNESS: In ny declaration, | did not give
an opi nion on what George Yancopoul os knew.
BY MR. SALMEN

Q Because he states, at Columm 7, begi nning
at line 24, that "In the context of nethods of

treating angi ogenic eye disorders such as AMD, CRVO
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of treatnent

apply it in

right?

under st and t

Q But your

either vision gain or

and DVE, 'efficacy' neans that, fromthe initiation 11: 34: 15
, the patient exhibits a | oss of 15 or

fewer letters on the ETDRS visual acuity chart”;

right?
MS. FI SHVAN:  Obj ection; docunent speaks for 11: 34: 30
itself, inconplete.
You can answer.
BY MR. SALMEN
Q That's what it says?
A | see what is witten there. 11: 34: 35

-- with respect to "tertiary doses"

further requires a gain of visual acuity; is that

A. A skilled artisan at that tinme would 11: 34: 52

hat "efficacy" required a high |evel of

definition of "efficacy" as you

mai nt enance of vision based on

Page 94

the standard of care at that tine.

Q You see here, in Colum 7, GCeorge
Yancopoul os refers to "In certain enmbodi nents,
"efficacy' means a gain of one or nore letters on
the ETDRS chart fromthe tinme of initiation of
treatnment."

Do you see that?

A. | see those words.

11:35:30

11: 35: 45
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Q So you understand that your definition for
the term"tertiary dose" then is only applicable to
those certain enbodiments that he is referring to in
Colum 7, lines 29 to 32, of the '338 patent?

MS. FI SHMAN: Obj ection; lacks foundation,
calls for a | egal concl usion.

THE WTNESS: | nention that the POSA woul d
understand that the lines 25 through 32 in Colum 7
refer to clinical trial endpoints.

BY MR. SALMEN

Q Is it your opinion then that clinica
trial nmethods of treating are not covered by the
clainms of the '338 patent?

MS. FI SHVAN: Obj ection; vague, | acks
foundati on.

THE WTNESS: | don't understand that question
Can you rephrase that.

BY MR. SALMEN

Q I''m having troubl e understandi ng your
testi nony.

MS. FISHVAN. |Is there a question?

BY MR. SALMEN

Q Are clinical trials -- here. Let's |ook

at Exanple 4 of the '338 patent.

That reports the Phase 3 clinical tria

Page 95
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Page 96
results; correct? 11:37:12
A That is correct.
Q And if we |ook at Table 1, one of the arns
of this clinical was VEG--Trap 2 mlligranms
every ei ght weeks, otherw se known as "2@" dosing. 11:37: 36
Do you see that?
A | see Table 1.
Q Okay. This reports the clinical trial
endpoints for that of the arnms of this
particular trial; 11:38: 11
MS. FI SHVAN:  Obj ection; vague.
(Wtness reviews docunent.)
THE W TNESS: Table 1 lists certain outcones of
the clinical trials.
BY MR. SALMEN: 11: 38: 37
Q Al right. Let's conme back to that.
I want to go back to Colum 3, lines 31 to
45. This is where the inventor discusses the terns
"initial dose," "secondary doses" and "tertiary
doses. " 11:39:18
Do you see that?
A Yes, | see that.
Q And, again, it's your opinion that in
order for a dose to qualify as a tertiary dose, it
nust nmaintain the efficacy gain achieved after the 11:39: 30
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MS. FI SHVAN
testi nony.
THE W TNESS:

BY MR SALMEN

adm ni stered after

doses" and "tertiary doses,"

It's your

initial and secondary doses;
A. That is correct.
Q In that

paragraph where the inventor is

describing the terns "initial

specification provides no paraneters to a person of
ordinary skill in the art to understand what the

efficacy gains of the initial

with that?
A. Can you repeat the question. 11:40: 13
Q Sure.

opinion that the tertiary dose
nmust meintain the efficacy gained after the initial

dose; is that right?

Obj ecti on;

Let me --

Q Par agraph 87.
A. Thank you.
In ny declaration, |

opinion that the "tertiary dose(s)' neans 'dose(s)'

the initial

that maintain(s) the efficacy gain achieved after

the initial and secondary doses." 11:41: 04

the ' 338 patent 11: 39: 52

Page 97

s that correct? 11:39: 34

dose," "secondary

dose is; do you agree

m sst at es her 11: 40: 36

11: 40: 46

state that "It is ny

and secondary doses,
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achi eved after the initial

secondary doses, does it?

written in that paragraph,

care.

A. Which |ine?

A. Yes, | see that.

Q Okay. So that suggests that there are 11:41: 06
efficacy gains after the initial dose; correct?

A. It states that there are efficacy gains
and secondary doses.

Q Okay. The '338 patent specification 11:41: 21
describes the ternms "initial dose
and "tertiary dose" in Colum 3.

Nowhere in that section does it informa

person of ordinary skill in the art what -- howto

identify the efficacy gains of the initial and 11:41: 45

A The word "efficacy"
but the skilled artisan

woul d understand, in the context of the standard of

care at that time, that nethod of treatnent using 11:42: 09
initial, secondary and tertiary doses would require

a high level of efficacy based on the standard of

Q Okay. Let's |ook at
Colum 9, about two-thirds of the way down, there's 11:42: 30
a reference to the "Study Design."

Do you see that?

Q Col um 9, beginning around |ine 45.

Page 98

"secondary dose"

is not explicitly

Exanpl e 4 again.

11:42: 47
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clinical trial; right?

Q That describes the various arms of the 11:42: 48

A. Yes.
Q And | believe what's described here as Arm
No. 3 was, quote, "2 mlligrams VEG-- Trap 11: 43: 00

adm ni stered every 4 weeks to week 8 and then every
8 weeks (with shaminjection at the interim4-week

visits when study drug was not adm nistered (2Q@8)

[sic]."
Do you see that? 11:43: 25
A | see those words.
Q Do you consider the 2@ arm of Exanple 4
to be a method of treating within the scope of
Claim1l of the '338 patent?
MS. FI SHVAN: Obj ection; vague as to tine. 11: 43: 46
BY MR. SALMEN:
Q Prior to January 2011, when this trial was
conduct ed.
MS. FI SHVMAN: Objection; calls for a |egal
concl usi on. 11: 43: 56
But you can answer.
THE W TNESS: Can you repeat the question.
BY MR. SALMEN:
Q Sur e.
Can | refer to this as "the 2@ arnf for 11: 44: 00
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short hand?

A Yes.
Q You' Il understand what |I'mreferring to?
A. Yes.

Q Okay. Do you consider the 2Q8 arm of the
Phase 3 clinical trial that's described in Exanple 4
as a "nmethod for treating” within the scope of Claim
1 of the '338 patent?

MS. FI SHVAN: Sane obj ecti ons.

THE W TNESS: And which time period are you
referring to?

BY MR. SALMEN

Q Any tinme period.

A You mean 2022, 2000 --

Q Woul d your answer be different for
different tine periods?

A. I think it depends on what the standard of
care was at that tine.

Q I"'mreferring to the specific Exanple 4 as
it's witten in the '338 patent. OCkay. So we'l
start with January 2011. Okay?

A Ckay.

Q So as of January 2011, do you consider the
2B arm of the Phase 3 clinical trial that's set

forth in Exanple 4 to be a nethod of treating within
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because it's quite | ong.

be highly efficacious.

the scope of Claim1l of the '338 patent? 11:45: 20

A. I'mnot sure | understand your question

opht hal mol ogi st, prior to 2011, the standard of care
for angi ogenic eye disorders was either Lucentis or 11: 45: 49
Avastin -- off-Iabel Avastin.

needed to be adm nistered nearly every four weeks to

Q Okay. Let's look at the 2Q8 armas it's
descri bed here in the study design. 11:46: 12
Again, "2 mlligrams VEGF Trap
adm ni stered every 4 weeks to week 8 and then every
8 weeks (with shaminjection at the interim4-week

visits when study drug was not

[sic]." 11: 46: 33
Do you see that?
A | see that.
Q And if we |look at Table 1, the right-hand
columm, you see the "2@"; correct?
A Yes, | see that. 11: 46: 45
Q So you agree that the right-hand col um of
Table 1 is referring to the same armthat | just
read in the study design; right?
A Yes.
Q Okay. Now, with respect to Claim1l of the 11: 46: 58
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speaki ng as an

And t hose medi ci nes

adm ni stered (2Q8)
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Page 102

'338 patent, it requires "a nethod for treating an 11:47:03
angi ogeni c eye disorder in a patient."”

A Yes.

Q So did the 2@ arm of Exanple 4 provide a
"method for treating an angi ogenic eye disorder in a 11:47:19
patient"?

MS. FI SHVAN: Obj ection; vague as to tine.

THE W TNESS: Are you referring to -- which
time period again?
BY MR. SALMEN: 11: 47: 36

Q When this trial was conducted.

A So prior to the approval of EYLEA?

Q When was this trial conducted?

A. Do you have the manuscript so | could | ook
at what time it was conducted? | don't recall the 11:47:53
exact dates.

Q Well, the data is all here.

So prior to January 2011, was the 2@ arm

that's set forth in Exanple 4 of the '338 patent "a
nmet hod for treating an angi ogeni c eye disorder in a 11:48: 15

patient," as that phrase is used in Claim 1?
MS. FI SHVMAN: Objection; calls for a |ega
concl usi on and vague as to tine.

You can answer.

THE WTNESS: |In nmy experience as an 11:48: 31
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angi ogeni ¢ eye di sorders.

BY MR SALMEN

opht hal mol ogi st, prior to January 2011, in clinical 11: 48: 34
practice, the standard of care was using either

Lucentis or off-label Avastin for the treatment of

And t hose medi ci nes,

Lucentis or Avastin, needed to be adni ni stered cl ose 11:48: 53

to every four weeks to be efficacious.

Q Um hum
A. Ther ef ore, ophthal nol ogi sts were not using
Lucentis or Avastin 2Q8 weeks. 11:49: 09
Q This is VEG--Trap-Eye that I"'mreferring
toin the 2Q8 arm right?
A Yes.
Q Okay. So the 2Q@8 arm of Exanple 4 which
adm ni stered VEGF-Trap -- 11:49: 23
A Um hum
Q -- at an eight-week dosing reginen after
three initial doses --
Ri ght ?
A Yes. 11: 49: 35
Q -- is that a nethod of treating an
angi ogeni ¢ eye disorder in a patient as set forth in
Claim1?
MS. FI SHVMAN: Obj ection; vague as to tine.
THE WTNESS: |In ny experience, in the clinical 11:49:53
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trials of VIEW1 and VIEW 2, they were evaluating
VEGF- Trap using the 2 mlligrams every ei ght weeks
as a dosing reginmen in the clinical trials.
BY MR. SALMEN

Q Is the answer then,

yes, the 2Q8 arm of

Exanple 4 is a nethod of treating an angi ogenic eye

di sorder in a patient as set forth in Claim 1?

MS. FI SHVMAN:  Obj ection; |acks foundation,
m sstates witness' testinmony and it's still vague as
to tine.

THE W TNESS: Prior to January 2011, the
clinical trials -- one of the arns in the VIEW1 and

VI EW 2 studies involved using VEG--Trap 2 milligrams
given every eight weeks after a certain nunber of
initial, secondary and tertiary doses.
BY MR. SALMEN

Q So the -- strike that.

The 2@ arm of Exanple 4 included initial

doses; right -- or an initial dose; right?
A Yes.
Q It's in the study design.
A Yes, that's correct.
Q Okay. And the 2@ arm of Exanple 4

i ncl uded secondary doses; is that correct?

A Yes.
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Q And the 2@ arm of Exanple 4 in the '338
patent included tertiary doses; is that correct?

A. The sentence states that the "2 mIligram
VEGF- Trap adm nistered every 4 weeks to week 8 and
then every 8 weeks (with shaminjections at the
interim4-week visits [sic]."

Q So my question was, the 2Q@8 arm of
Exanple 4 in the '338 patent included tertiary
doses; is that correct?

A. I believe that the 2Q8-week dosing, as
described in this study design, do have tertiary
doses.

Q How did you determine that? Let ne
rephrase it.

How did you determ ne that the 2@ dosing
armin Exanple 4 of the '338 patent includes
tertiary doses?

A In ooking at the study results and the
study design, | understood that the initial
secondary and tertiary doses resulted in the high
| evel of efficacy in terms of vision inprovenent or
mai nt enance of vision. And, thus, | understood that
inthis clinical trial, Phase 3 clinical trial, they
were evaluating --

Q Ckay.
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Page 106
A -- this drug. 11:54:10
Q So you were notioning towards Table 1 of
Exanpl e 4.
That reports 52-week results; right?
A | believe it 11:54: 21
Q And only results at 52 weeks; is that
correct?
A I would have to | ook at the manuscript to
refresh my nenory.
Q I"'mreferring to Table 1 of the ' 338 11:54: 34
patent. The first row of results is "Mintenance of
vi sion (percent patients losing |less than 15
letters) at week 52 versus baseline.”
Do you see that?
A | see that. 11:54: 56
Q Okay. Table 1 does not provide any data
at, for exanple, Wek 8; is that correct?
A I do not see the Week 8 data in Table 1.
Q Okay. And it doesn't provide any data for
mai nt enance of vision at Week 4; is that correct? 11:55: 29
In Table 1.
A I do not see data on Week 4 in Table 1
Q There's nothing in Table 1 that reports
the efficacy gains that may have been achieved after
the initial and secondary doses of the 2@ dosing 11:55:55
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arm isn't that cor
MS. FI SHVAN

docunent speaks for

THE W TNESS:
52-week results.
BY MR. SALMEN

Q Yeah.

Doesn't r

or secondary doses;

MS. FI SHVAN

THE W TNESS:

BY MR SALMEN:
Q Al that

to about the high |

MS. FI SHVAN

ef fi cacy gains seen in,

of care, that a high leve

rect?
Cbj ecti on;

itsel f.

You can answer.

In Table 1,

eport any results of the efficacy

gains that may have been achieved after the initial 11: 56: 26

right?

Cbj ecti on;

You can answer.

Table 1 did not include the

the POSA at that time would take all the data that

was avail abl e and under st and,

the initial, secondary and tertiary doses.

information that you're referring
evel of efficacy that was needed
after the initial and secondary doses would cone

from docunments outside of this '338 patent; correct?

Obj ecti on;

let's say, Week 4 or 8, but 11:56: 44

of efficacy was needed in

Page 107

11:56: 02

| acks foundati on,

it only reports the 11: 56: 14

| acks foundati on.

based on the standard

11:57:13

| acks foundation and 11:57: 30
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Page 108
document speaks for itself. 11:57: 32
You can answer.
THE W TNESS: Table 1 al so includes nean
i mprovenments in visual acuity at Week 52
demonstrating that the study arnms -- all the study 11: 57: 57
arms were efficacious in inmproving vision.
BY MR. SALMEN
Q At Week 52; right?
A At Week 52
But the POSA woul d understand, based on 11:58: 11
the scientific literature to date, that the vision
i nprovenents seen at Week 52 al so started before
Week 52.
Q How can you say that based on the data
that's presented in Table 17 11:58: 42
(Wtness reviews docunent.)
A I think Table 1 does not include that
data. It only reports the data at Week 52
Q And the entirety of Exanple 4 does not
provi de any data regarding any visual acuity gains 11:59: 29
that may have been achieved after the initial and
secondary doses; isn't that right?
MS. FI SHMVAN: Cbj ection; lacks foundation,
docunent speaks for itself.
You can answer. 11:59: 48
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Page 109
BY MR. SALMEN: 11:59: 48
Q Do you agree that the docunment woul d speak
for itself with regard to whether any data was
presented regardi ng actual efficacy gains after the
initial and secondary doses? 12: 00: 02
A. The Table 1 is just a summary of the
pri mary endpoint at Week 52. It does not provide
the entire data fromthe clinical trial
MS. FI SHVAN: When you're at a good stopping
poi nt, we've been going well over an hour, we need 12:00: 31
to take a break.
BY MR. SALMEN
Q Can | ask a few nore questions, Dr. Do
before we take a break? It's on the sane line.
MS. FISHVAN: | count we've been going al npost 12:01: 06
an hour 20, just so you know.
THE W TNESS: Yeah, maybe we should take a
break now.
MR. SALMEN: Okay.
THE VI DEOGRAPHER: We're going off the record. 12:01: 16
The tinme is 12:01.
(Recess taken.)
THE VI DEOGRAPHER: We're back on the record
The tinme is 12:12.
BY MR. SALMEN: 12:12:12
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Q Dr. Do, let's | ook back at Exanple 4 where
we | eft off, please. And for context, let's start
at the study design, again in Colum 9, beginning at
line 45.

Direct your attention back to what's
| abel ed here as the third arm the 2@ arm of the
Phase 3 clinical trial for VEGF-Trap that's
descri bed in Exanple 4.

A Yes.

Q You agree that 2 ngs of VEGF-Trap under
the 2@ arm were adm ni stered at baseline; correct?

A. According to this paragraph, that was the
dosi ng regi men bei ng eval uat ed.

Q So the first dose would be the initia
dose in that 2@ arm correct?

A. Yes.

Q And then there were secondary doses that
were admi ni stered through Week 8

Do you agree with that?

MS. FISHVMAN. Objection; calls for a |lega
concl usi on.

You can answer.

THE WTNESS: |t appears fromthe docunent that
in that study arm 2 mlligrams VEG- Trap

adm ni stered every four weeks to Week 8 and then
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every ei ght weeks.
BY MR. SALMEN

Q So there were secondary doses adm ni stered

at every four weeks in the 2Q8 arm through Week 8.
Do you agree with that?

MS. FISHVMAN: Objection; calls for a |lega
concl usi on.

You can answer.

THE W TNESS: |t appears that in that study
arm 2 mlligrans VEGF-Trap was adm ni stered every
four weeks to Week 8 and then every ei ght weeks,
yes.

BY MR. SALMEN

Q Okay. So through Week 8, you agree that
there was an initial dose and at |east two secondary
doses; correct?

MS. FISHVAN. Objection; calls for a |lega
concl usi on.

You can answer.

THE WTNESS: | believe there was initial dose,
secondary dose and tertiary doses.
BY MR. SALMEN

Q And the tertiary doses you refer to in the
28 arm of Exanple 4, those are the eight-week doses

that are described there in Colum 9, lines 50 to
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53; correct?

MS. FI SHVAN:  Obj ecti on;

concl usi on.

You can answer.

BY MR SALMEN

arnt correct?

A. Correct.

Exanple 4 in the '338 patent;

weeks.

arn? |s that right?

THE W TNESS: | agree that in this clinical 12:15: 28

trial, this dosing reginen was being eval uat ed.

Q And there are eight-week doses in this 2@8

Q Now, directing your
Table 1 -- let ne first ask this question: There

were nultiple eight-week doses in the 28 arm of

A Yes, | believe they were given every eight 12:16:13

Q Can we agree that the first eight-week

dose was given at Week 16 of the study for the 2@8

A I think that is correct. 12:16: 39
Q So now | ooki ng at Exanple 4 and the data

presented in Table 1, you cannot tell me if the

first eight-week dose under the 2@ arm nmi ntai ned

the efficacy gains that may have been achieved after

the initial and secondary doses; is that correct? 12:16:58
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MS. FI SHVAN

THE W TNESS:

the data to date,

tertiary doses.

BY MR SALMEN

MS. FI SHVAN

THE W TNESS:

BY MR SALMEN

effective result after

Q Looki ng at

presented in Table 1,

the efficacy gains that

Q Looki ng at

presented in Table 1,

Obj ecti on;

You can answer.
Table 1 lists only the 52-week

outcones. But the POSA woul d understand, based on

scientific presentations, that the 12:17: 37
standard of care in the context of this patent would

require a medicine being tested to have a highly

study; is that correct?

second ei ght-week dose under

12:18: 09
Q The second ei ght-week dose under the 2@8
arm that would have occurred in Week 24 of the
A That is correct.
Exanpl e 4 and the data 12:18: 33
you cannot tell me if the
the 2Q8 arm mmi nt ai ned
may have been achi eved after
the initial and secondary doses; is that correct?
Cbj ection; lacks foundation. 12:18: 55
You can answer.
Can you repeat the question
Exanpl e 4 and the data
you cannot tell nme if the 12:19:19

the initial, secondary and
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Page 114

second ei ght-week dose under the 2@ arm mai ntai ned 12:19: 25
the efficacy that may have been achi eved after the
initial and secondary doses; correct?
MS. FI SHVAN: Sanme obj ecti on.
You can answer. 12:19: 38
THE WTNESS: |In Table 1, it lists both
mai nt enance of vision at Week 52 and al so nean
i mprovenment in vision at Wek 52 conpared to
baseline. And both of those colunms show highly
ef ficacious results in the study arns. 12:20: 14
The POSA would | ook at this data in the
context of all other publicly avail able data and
informa decision that this nedicine would need to
be highly efficacious after the initial, secondary
and tertiary doses in the context of standard of 12:20: 54
care in relation to the patent at this tine.
BY MR. SALMEN
Q Again -- this time let's ook at Exanple 4
and the data presented in Table 1.
The | ast ei ght-week dose woul d have 12:21: 26
occurred at Week 52; correct?
That's not correct. I'll strike that. MW
mat h was of f.
Week 48.

A Yes. 12:21: 53
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Week 48; is that correct?

A. That is correct.

You can answer.

di scussi ng.

Q The | ast eight-week dose under the 2@8 12:21:54

regimen in Exanple 4 would have occurred around

Q So | ooking at the data available in the 12: 22: 05
' 338 patent, Exanple 4, including Table 1, you
cannot tell ne whether that |ast eight-week dose
actually maintained the efficacy that was achi eved

in the initial and secondary doses; is that correct?

MS. FI SHVAN:  Obj ection

THE WTNESS: |In ny declaration, | did not

of fer an opinion on that specific topic you are

BY MR. SALMEN: 12:22: 39
Q I don't agree with that, Dr. Do.
Your definition of "tertiary dose" is that
each tertiary dose maintains the efficacy gained in
the initial and secondary dose; correct?
MS. FISHVAN. |'m going to object that you cut 12: 22: 55
the witness off on her answer. |'mnot sure she was
done. And also you're just arguing with the
witness. Do you want to read --
BY MR. SALMEN
Q Do you offer that opinion about "tertiary 12:23: 06
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Page 116
dose"? 12:23:08
A. Can you restate what you had just
ment i oned
Q You offered an opinion that a tertiary
dose nust mmintain the efficacy gains achieved in 12: 23: 14
the initial and secondary doses; correct?
A That is correct.
Q Okay. And the last eight-week dose in
Exanple 4 is a tertiary dose; correct?
A That is correct. 12:23: 28
Q Okay. So applying your definition, that
| ast ei ght-week dose in the 28 arm of Exanple 4
nmust meintain the efficacy gains achieved in the
initial and secondary doses; is that your opinion?
A As | stated in ny declaration, ny opinion 12:23: 49
is that "the '"tertiary dose' neans doses
adm ni stered after the initial and secondary doses
and that the tertiary dose namintains the efficacy
achi eved after the initial and secondary doses."
Q But none of the data in Exanple 4 of the 12: 24: 05
' 338 patent, including Table 1, actually denonstrate
that the | ast eight-week dose, which you just agreed
is atertiary dose, maintains the efficacy that was
achieved in the those initial and secondary doses;
correct? 12: 24: 28
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MS. FI SHVAN:  Obj ection; |acks foundation.
You can answer.
THE WTNESS: Table 1 nerely lists the endpoint
at Week 52. However, the POSA, in his or her
experi ence, woul d understand, based on the standard
of care in relation to this patent, that visual
acuity gains after adm nistration of a VEGF bl ocker
usual Iy occur over time and occur after the initial
secondary and tertiary doses.
BY MR. SALMEN
Q Do those visual acuity gains occur
t hroughout the entire 52-week period of the
Exanpl e 4 Phase 3 clinical trial for the 2Q8 arnf
MS. FI SHVMAN:  Obj ection; |acks foundation and
calls for specul ation.
You can answer.
THE W TNESS: Do you have the manuscript from
the VIEW1 and VIEW 2 studies we can refer to?
BY MR. SALMEN
Q I want to know the answer to that question
based on the information that's provided in the '338
patent, Exanple 4.
Can you answer that question based on
what's provided there?

A I would need to see the manuscript to give
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you a conpl ete answer.

BY MR SALMEN

in the patent.

nm sstates testinony.

Q So you cannot
based on the information that's provided in
Exanpl e 4, including Table 17

A I would say that Table 1 shows that the 12: 26: 20
dosing of VEGF-Trap in this clinical trial appears
to be highly efficacious conpared to Lucentis, which
was the standard of care at that tine for wet AMD

Q I"'mreferring to the | ast eight-week dose
of the 2@ armin Exanple 4.

You cannot tell ne whether that eight-week

dose qualifies as a tertiary dose, applying your
definition for that term

right?

MS. FI SHVAN: Obj ection --

Q Based on the information that's avail abl e

MS. FI SHVAN:  Obj ection

You can answer.

THE WTNESS: In ny experience as an

opht hal mol ogi st, the visual acuity gains or
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my question just

Okay. 12: 26: 55

12:27: 13

| acks foundati on,

12:27: 20

mai nt enance seen at Week 52 suggest that the
VEGF-Trap 2 mlligrams given every eight weeks

appears to be highly efficacious given the visua
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acuity results are non-inferior to Lucentis, which
was the standard of care at that tine.
BY MR. SALMEN

Q Let's turn to your declaration. 1'm going
to focus on your paragraph 93.

Are you there?

A Yes, | am

Q You provide a hypothetical patient in your
paragraph 93. [|'Ill read it for the record.

"If a patient achieved a letter gain after
the initial and secondary doses and then declined
after the tertiary dose(s) began, but nonethel ess
exhibited a | oss of fewer than 15 letters during the
tertiary dosing, | would not consider this |evel of
efficacy to be sufficient for the dosing reginen
clainmed in the '338 patent."

Do you still agree with that opinion?

A. | agree.

Q Not maki ng any changes to it; correct?

A. Not maki ng any changes.

Q Thi s hypot hetical patient of yours is
receiving the VEGF antagonist that is set forth in
the '338 patent clains; right?

A. I didn't state which VEGF antagonist it
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Q Okay. I|I'mreading this within the context

of the entire paragraph.

Page 120

12:29: 52

speci fication,
sufficient for
' 338 patent.”

Q " For

hypot heti cal ;

BY MR SALMEN

MS. FI SHVAN

MR. SALMEN

ant agoni st t hat

claims; is that

And you are specifically referring to the

I evel of efficacy sufficient for the dosing reginmen
claimed in the '338 patent;
A. | state in paragraph 93 that "As | read

the clainms of the '338 patent,
this leve

the dosing reginens clainmed in the

exanmpl e, "

correct?
A | state that

requires that the patient exhibit a | oss of 15 or

fewer letters on the ETDRS visual acuity chart. 12:30: 58
Q Is there a reason why you don't want to

apply this hypothetical

that's set forth in Claim1 of the '338 patent?

Q Just to be clear,
of yours in paragraph 93 is receiving the VEGF
is set forth in the '338 patent

correct?

ri ght? 12:30: 10

of efficacy would not be

and then you provide your

di sagree that efficacy only

to the VEGF antagoni st

Cbj ecti on;

Stri ke that.

the hypothetical patient

in view of the

12: 30: 36

| acki ng foundation

12:31: 22

12:31: 33
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MS. FI SHMAN: Are you asking her to assune
t hat ?

MR. SALMEN: It's her hypotheti cal

THE WTNESS: It was nerely a hypothetical, but
I was not suggesting it was receiving a particul ar
VEGF ant agoni st .

BY MR. SALMEN

Q You state, "I would not consider this
| evel of efficacy to be sufficient for the dosing
regimen claimed in the '338 patent”; right?

A I further state that "I understand
"tertiary dose(s)' to require that the efficacy gain
achieved fromthe initial and secondary doses are
mai nt ai ned after the initial and secondary doses.™

Q So to be -- your paragraph 93 hypothetica
patient received an initial dose foll owed by one or
nore secondary doses followed by one or nore
tertiary doses; correct?

A. I mentioned that in this hypothetica
exanpl e.

Q But it is your opinion that this
hypot hetical patient did not receive the dosing
regi men of the '338 patent; is that correct?

MS. FISHVMAN: Objection; msstates testinony.

THE WTNESS: |In this hypothetical patient, |
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secondary doses and then decl
doses began.

BY MR SALMEN

MS. FI SHVAN:  Obj ection

You can answer.

BY MR SALMEN

Q So in this hypotheti

A If they were in a cl

time.

hypot hetical in paragraph 93,

hypot heti cal patient was recei

A In this hypothetical

nerely stated that they received initial and 12:33: 03

Q Wat VEGF ant agoni st were you envi sioning 12:33: 21

in presenting this hypothetical?

THE WTNESS: | did not specify which VEGF
ant agoni st this hypothetical patient was receiving. 12: 33: 37
I was just nmerely stating that, in this hypothetica
scenario, a patient could receive sone nedicine and
after the initial and secondary doses, they began to

decline after receiving tertiary doses.

option woul d have been the VEGF- Trap-Eye that's set

forth in the '338 patent clainms; right?

Q Okay. So let's assune that -- in your

inaclinical trial. Okay? Can we assune that?

Page 122

ned after the tertiary

| acks foundati on.

12: 34: 00

cal, at |east one

inical trial at that

12: 34: 17

let's assune that your

ving the VEG- Trap-Eye

case, | wasn't 12: 34: 41

Veritext Legal Solutions

Www.veritext.com

888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 122

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Page 123

suggesting the patient was in a clinical trial. 12: 34: 45
Q You just told nme that that was an option.
A. If I had used the hypothetical case that

they were in a clinical trial. But in this case,

did not specify they were in a clinical trial. 12: 34: 56

Q Okay. Let's look at Exanple 4. Keep this
open and | ook at Exanple 4. And then Colum 10,
lines 18 to 19. It says, "Approximtely 1200
subjects were enrolled, with a target enroll ment of
300 subjects per treatnment arm"
Do you see that?
A | see that.
Q Now, if we take that information and | ook
at Table 1, and again focusing on the right-hand
colum for the VEG--Trap 2 milligrams every eight 12:35: 49
weeks, or the 2@ arm you understand that
approxi mately 300 patients were in that colum -- in
that arm correct?
A. Correct.
Q And we | ooked at this earlier, but the 12: 36: 08
first row of data presented there, the "M ntenance
of vision (percent patients losing |ess than 15
letters) at 52 weeks -- at Week 52 versus baseline."
Do you see that?

A. Yes, | do see that. 12:36: 29
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Page 124
Q So you'd agree that not every single 12: 36: 33
patient in the 2@ arm of the Exanple 4 clinica
trial experienced a loss of less than 15 letters at
52 weeks versus baseline; correct?
A | agree with that. 12: 36: 49
Q That's because over 4 percent of the
patients in that armlost nmore than 15 letters; is
t hat correct?
A. | agree with that.
Q So now if we apply your conclusion in the 12:37:05
paragraph 93 hypothetical, that 4 percent of
patients in the 2Q8 arm of Exanple 4 did not receive
a dosing reginmen that falls within the scope of the
' 338 patent clainms; right?
MS. FI SHMAN: Cbjection; calls for a | egal 12:37:33
concl usi on.
But you can answer.
THE W TNESS: Can you rephrase the question
BY MR. SALMEN
Q I can"t. 1'll state it again. 12:37: 39
A Yes.
Q So applying the conclusion that you drew
in your paragraph 93 hypothetical. Okay?
A Um hum
Q The 4 percent of patients in the 2@ arm 12:37:52
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Page 125
of Exanmple 4 did not receive a nmethod of treating 12:37: 58
that falls within the scope of the '338 patent
claims; is that correct?
A I don't understand the legal termyou're
usi ng. 12:38: 20
Q Wi ch | egal tern?
A. The ones that you just used.
Q I wasn't suggesting any |legal terns.
So in paragraph 93, you set forth a
hypot heti cal of a patient that exhibited a | oss of 12: 38: 37
fewer than 15 letters during the tertiary dosing
And you state that you would not consider that
patient -- strike that.
I n paragraph 93 of your hypothetical, you
state, "if a patient achieved a letter gain after 12:39: 04
the initial and secondary doses and then declined
after the tertiary dose(s) began, but nonethel ess
exhibited a | oss of fewer than 15 letters during the
tertiary dosing, | would not consider this |evel of
efficacy to be sufficient for the dosing reginen 12: 39: 23
clainmed in the '338 patent."”
Do you see that?
A | see the statement | wote.
Q And the reason for your conclusion that
this dosing regi nen would not have the |evel of 12: 39: 38
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efficacy of the nethod of treating in the '338
patent is because, in your hypothetical patient, you
didn't see those visual acuity gains that you are
requiring for that method of treatment; correct?

A In my experience as an ophthal nol ogi st,
there are some specific patients who have very
chal | engi ng angi ogeni c eye di sorders, such as wet
age-rel ated macul ar degeneration. And a few of
those patients do not denonstrate the vision gains
that the mpjority of the popul ati on achi eves.

Q And for those patients, applying your
hypot hetical in paragraph 93, you would not consider
the level of efficacy that they experienced to be
sufficient for the dosing reginmen clainmed in the
' 338 patent; correct?

MS. FI SHVAN: Obj ection; vague.

You can answer.

THE WTNESS: |In nmy experience, there are a
mnority of patients who may not gain vision or
mai ntain vision with certain nmedicines, but that
doesn't mean that that nedicine mght not be highly
efficacious in the vast mpjority of other patients.
BY MR. SALMEN

Q And the 4 percent of patients in the 2@Q8

armthat did not have a nmi ntenance of vision of
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descri bi ng?

mai ntain vision at Week 52, |

mai ntain the vision.

t he mai nt enance of vision.

' 338 patent; correct?

don't recall.

patent; is that right?

MS. FI SHVAN:  Obj ection

losing less than 15 letters at Week 52, those 12:41: 43

patients would be in that mnority that you're

A Those patients, that 4 percent who did not

the manuscript and see why they |ost or did not

Q Woul d you consi der those patients as not

receiving the level of efficacy that was sufficient

for the dosing reginmen of the '338 patent clains? 12:42: 20
A Again, | would have to review their

specific cases to understand why they did not have

Q That information is not available in the

A. | don't see that information in Colum 13,

but it may be available in published manuscri pts.

Q So sitting here today, you cannot tell ne
whet her the 4 percent, roughly, of the patients that 12:43: 20
did not achieve the mai ntenance-of-vision endpoint
in the 2@ armreceived a |level of efficacy that's

required in the dosing reginmen claimed in the '338
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But you can answer.

THE WTNESS: In looking at this Table 1, | can
see that the clinical trial's results at Wek 52
showed that the vast mpjority of patients did
mai ntai n vision or have an inproverment in vision and
a small mnority did not.

BY MR. SALMEN

Q And that small mnority received the sane
sequence of doses as the mpjority of patients;
correct?

A Again, | would have to read and review the
manuscri pt to understand those individual cases that
did not have the mai ntenance or inprovenent in
vision to understand if they mssed visits or if
they had sone other conplications.

Q I's that your experience in clinica
trials, that if a patient mssed a visit, they would
still be included in the final data?

A I did not offer an opinion on that in ny
decl aration, but as an experienced ophthal nol ogi st
who has participated in clinical trials, patients
who have missed visits are included in the fina
dat a.

Q Let's | ook at paragraph 101 of your

decl aration, please.
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Are you there?

A Yes, | am

Q I n paragraph 101 of your declaration, you
state your opinion that the EYLEA prescribing
information satisfies the tertiary dose el ement of
Claiml to the '338 patent; is that correct?

A. | state that "The dosing and
adm ni stration for each of the wet AMD, DME and DR
i ncludes tertiary dosing where each tertiary dose is
adm ni stered 'once every 8 weeks' after the
i medi ately precedi ng dose."

Q And is it those eight-week doses, that you
just quoted, what you refer to as the "tertiary
doses" of the EYLEA prescribing informtion?

A Yes, | state that "where each tertiary
dose is adm nistered 'once every 8 weeks'."

Q And i n paragraph 101, you do not explain
how, in your opinion, the EYLEA prescribing
i nformation confirnms that those ei ght-week doses
actually mai ntained the efficacy gains achieved by
the initial and secondary doses of those regi nens;
is that correct?

MS. FI SHVMAN: Obj ection; docunent speaks for
itself.

You can answer.
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THE W TNESS: |

secondary doses.
BY MR. SALMEN

Q Okay. But

Q Correct.

itself.

THE W TNESS: |

secondary doses, that

mention earlier in ny 12:47: 26
declaration that tertiary dose nmmintains the high

| evel of efficacy achieved after the initial and

opi nion here set forth
i n paragraph 101, you are describing how, in your
view, the eight-week doses in that dosing reginmen in
the EYLEA | abel qualify as "tertiary doses,"
define that claimterm correct? 12:48: 02
A | state that

"tertiary dose is

admi ni stered 'once every 8 weeks'."

You don't say anything in here about how
t he ei ght-week doses that are recommended under the 12:48: 20
EYLEA reginmen actually maintain the initial and
secondary doses or the efficacy that was achieved in
those initial and secondary doses; is that correct?

MS. FI SHMAN: Cbj ecti on;

You can answer.

mention in paragraph 87 that
"It is ny opinion that the "tertiary dose(s)' neans
the initial and

dose(s), adm nistered after

mai ntai n(s) the efficacy gain 12: 48: 49
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achi eved after each -- the initial and secondary
doses. "
BY MR. SALMEN

Q But to reach your conclusion in
paragraph 101, you're only relying on the tenpora
sequence of the eight-week dose that's in the EYLEA
| abel ; right?

MS. FI SHVMAN:  Obj ection; |acks foundation.

You can answer.

THE W TNESS: When | refer to "tertiary doses,”
I"'mreferring to tertiary doses that maintain the
hi gh level of efficacy achieved after the initia
and secondary doses.

MR. SALMEN. How do we want to handle |unch?
Because I'm noving on to a conpletely new section.

MS. FISHVAN: We could take a break now if you
want -- whatever you want, but | thought we would go
until like 1:00 or something. But if you wanted to
break earlier or --

MR. SALMEN: | nmean, |'m happy to continue, but
it my take nmore than 15 m nutes.

MS. FISHVAN: Do you think it will take nore
than 30 m nutes?

MR. SALMEN: No. No.

MS. FI SHVAN:  Well, do you want to keep going
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Page 132

t hen? 12:50: 16
(Di scussion off the record.)
THE VI DEOGRAPHER: We're going off the record.
The tinme is 12:50.
(Lunch recess was taken at 12:50 p.m)

(Nothing omtted or deleted. See next

page.)

Www.veritext.com

Veritext Legal Solutions
888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 132

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

AFTERNOON SESSI ON 1:52 P.M

THE VI DEOGRAPHER: We're back on the record
The tinme is 1:52.

EXAM NATI ON RESUMED
BY MR. SALMEN

Q Dr. Do, let's turn back to your
decl aration, please. | want to focus on
paragraphs 22 to 26 for a nonent.

Dr. Do, in paragraphs 22 to 26, you set
forth some of your |egal standards that you applied
in form ng your opinions; is that correct?

A Yes, that is correct.

Q Now, | ooking specifically at paragraph 23,
you state, "I have been inforned that absent an
explicit statement to the contrary by the patent
applicant, a patent claimterm should have its
ordinary and custonmary neaning and not be limted to
a specific exanple that nay appear in the patent
specification as referring to a preferred
enbodi ment . "

Do you see that?

A. Yes, | see that.

Q Did you apply that legal standard in

form ng your opinions that are set forth in your

Page 133

13:52: 26

13:52: 50

13:53: 07

13:53: 26

13:53: 37

Veritext Legal Solutions

Www.veritext.com

888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 133

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Page 134
decl arati on? 13:53: 40
A Yes, | did.
Q And specifically with regard to the
"met hod of treating" claimterm did you apply that
standard in form ng your opinion regarding the 13: 53: 54
understanding of that termas it appears in the '338
patent clains?
A Yes, | did.
Q Looki ng at paragraph 24 of your |ega
framework section, you state, "I have been inforned 13:54:08
that where a term has no ordinary and customary
nmeani ng to those of ordinary skill in the prior art,
one | ooks to the specification in the patent."”
Do you see that?
A Yes, | see that. 13:54: 25
Q You applied that |egal standard from
paragraph 24 of your declaration in form ng your
opinions in this proceeding; correct?
A Yes, | have.
Q And specifically with regard to the 13:54: 42
"method of treating” claimterm you applied that
| egal standard that appears in paragraph 24 of your
declaration in form ng your opinion regarding the
construction of that terny correct?
A Can you rephrase the question. 13: 54: 59
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Q Yeah.

I'"mjust asking if you applied the |egal
standard that you set forth in paragraph 24 in
form ng your opinion regarding the construction of
the "nmethod of treating" claimtermthat appears in
the ' 338 patent clains.

A | do.

Q Okay. Now, if we turn to paragraph 44 of
your declaration. And this section begins at
paragraph 43, titled "A Method for Treating an
Angi ogeni ¢ Eye Disorder in a Patient."

Do you see that?

A Yes.

Q And the heading for this entire section
appears on the previous page under "Claim
Construction.”

Do you see that?

A. Yes.

Q Okay. So now in paragraph 44 of your
decl aration, Exhibit 2051, you state, "a skilled
artisan woul d understand the | anguage 'a nethod for
treating an angi ogenic eye disorder in a patient' in
the context of the '338 patent to require actually
treating a patient's angi ogenic eye condition."

Do you see that?
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A Whi ch paragraph are you referring to? 13:56: 32
Q 44.
A. 44,

(Wtness reviews docunent.)
A. And you're tal king about the | ast 13:56: 43
sentence, "a skilled artisan would understand the
| anguage 'a nmethod for treating an angi ogenic eye
di sorder in a patient' in the context of the '338

patent to require actually treating a patient's

angi ogeni c eye condition." 13:57:01
Yes, | wrote that.
Q You still agree with that statenent;
correct?
A Yes.
Q And in that statenent in paragraph 44, you 13:57: 09
enphasi ze that a skilled artisan woul d understand
this claimterm”"in the context of the '338 patent";
correct?
A Yes.
Q And do you enphasi ze the context of the 13:57: 24
' 338 patent here because you are not applying the
ordinary and customary nmeaning this claimterm has
out si de the context of the '338 patent?
MS. FISHVAN: Obj ection; |acks foundation
You can answer. 13:57: 39
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BY MR SALMEN

Q Sur e.

standard on paragraph 24,

my question in mnd.

di sorder in a patient"?

angi ogeni ¢ eye di sorder”

THE W TNESS: Can you repeat the question. 13:57: 42

I"I'l first direct you to your |ega

so you have the context of 13:57: 46

In there you state,

that where a term has no ordinary and customary

meaning to those of ordinary skill in the prior art,
one | ooks to the specification of the patent.” 13:58: 06
Ckay?
A Yes.

Q So with that context
identify an ordinary and customary meani ng for the

claimterm"a nmethod for treating an angi ogenic eye 13:58: 19

A. In interpreting this "nethod for treating
an angi ogeni c eye disorder in a patient," the
skilled artisan would in the context -- | ook at the
standard of care in the context of the '338 patent 13:58: 45
and understand that "a nethod for treating an
requi red using sonething
that was highly efficacious.

Q Okay. So ny question is trying to

differentiate between an ordinary and customary 13:59: 12
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nmeaning within the context of the '338 patent, as
you state in your declaration, versus an ordinary
and customary meani ng outside the context of the
' 338 patent.

So did you identify an ordinary and
customary meaning of the claimterm"a nethod for
treating an angi ogeni c eye disorder in a patient”
out side the context of the '338 patent?

MS. FI SHVAN: Obj ection; vague.

You can answer.

THE W TNESS: | believe the POSA woul d
understand that "a method for treating an angi ogenic
eye disorder in a patient"” in the context of the
'338 patent to be a therapy that is -- requires
efficacy.

BY MR. SALMEN

Q And that definition is within the context
of the '338 patent; correct?

MS. FI SHMAN: Obj ection; misstates testinony.

You can answer.

THE W TNESS: "A nethod for treating an
angi ogeni ¢ di sorder -- eye disorder" requires not
only intent to treat, but also that the treatnent be
effective based on the POSA' s understandi ng of the

standard of care at the tine in the context of the
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' 338 patent.

BY MR SALMEN

Q Okay.

MS. FISHVAN: Can | interrupt. I'msorry to do
this. M LiveNote stopped working. |Is yours
wor ki ng?

MR. SALMEN: No, it stopped worKking

MS. FI SHVAN: Can we go off the record.

THE VI DEOGRAPHER: We're going off the record.
The time is 2:01.

(Recess taken.)

THE VI DEOGRAPHER: We're back on the record
The time is 2:17.

BY MR. SALMEN

Q Okay. Dr. Do, I'mgoing to go back a
little bit since we had that interruption.

Looki ng back at your |egal franmework
section in your declaration, paragraph 24.

A. Yes.

Q You state, "I have been infornmed that
where a term has no ordinary and customary meani ng
to those of ordinary skill in the prior art, one
| ooks to the specification in the patent."

Okay?

A Yes.
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Q Now, with that

MR. SALMEN: Okay.

BY MR SALMEN

A. Yes.

A. Um hum yes.

the claimterm "net hod for

strike that answer as not

| egal

did you provide an ordinary and customary neani ng of

eye disorder in a patient"?
(Wtness reviews docunent.) 14:18: 37
MS. FI SHVAN:  Obj ecti on;
Sorry. Go ahead.
THE WTNESS: |In the patent as of January 13th,
2011, the POSA woul d consi der
treatment as one that achieves a high | evel of 14:19:01
efficacy and that is non-inferior to the standard of
care at the time of the patent filing.
I'"m going to again nmove to

responsive to my question.

Q The | egal framework that you --

Q -- you applied in paragraph 24 states,
"where a termhas no ordinary and custonmary neani ng
to those of ordinary skill in
| ooks to the patent -- one looks to the

specification in the patent”;

Q So I'mjust trying to gain an

under st andi ng of how you came to your construction 14:19: 47

treating an angi ogenic
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guestion, but at that

beli eve the person of

referred to at that t

efficacious in treati

A. Excuse ne.

Q The definit
not the ordinary and
term"a nmethod for tr

di sorder in a patient

THE W TNESS: |
patent filing, that t

the ordinary termfor

for the claimterm"method of treating.” 14:19: 52
Did you provide or identify an ordinary

and customary meaning for that termto persons of

ordinary skill in the art?

A I don't know if | understand your 14:20: 11

woul d understand -- excuse nme -- would understand

that the term "nmethod of treatnment” ordinarily

Q Okay. But that's not the ordinary --

Q Are you okay?

A Yes, just sneezed. 14: 20: 52

MS. FISHVMAN: Objection; msstates testinony. 14:21: 07

You can answer.

"met hod of treating an angi ogenic eye di sorder” 14:21: 29
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ef fi caci ous.

BY MR SALMEN

di sorder in a patient,

under st andi ng?

woul d require using sonmething that was highly 14: 21: 35

Q Let ne ask it this way: 1In order to
devel op an understandi ng for the meaning of the 14:21: 55
claimterm"nethod of treating an angi ogenic eye

did you have to look to the

specification of the '338 patent to devel op that

A. I think an ophthal nol ogi st woul d devel op 14:22: 20
an under standi ng of what the nmeaning of "method of
treati ng" would be by |ooking at the standard of
care at that tinme in the context of the patent.

Q Okay. And that's what you did.

You devel oped that understanding in the 14:22: 36
context of the '338 patent; correct?
A And what was the standard of care at that
tinme.
Q And the standard of care is not discussed
in the '338 patent; is that correct? 14:22: 48

MS. FI SHVAN:  Obj ection
THE WTNESS: | believe the '338 patent does
mention rani bi zumab, Lucenti s,
approved for angi ogenic eye disorders such as AMD

and CRVO in the first colum of the patent. 14: 23:18
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BY MR. SALMEN

Q Okay. Let me ask this a different way.

What is your actual definition for the
claimterm"a nmethod for treating an angi ogenic eye
disorder in a patient" as that term appears in the
' 338 patent clains?

A. Let nme | ook back at ny declaration because
| believe | put that definition there.

As | stated in nmy declaration, "It is ny
opinion that the clains of the recited 'nethod for
treating' require not only an intent to treat, but
al so that the treatment be effective."

Q Where are you reading fronf

A. Par agraph 46 in nmy decl aration.

Q Let's | ook at paragraph 84, which is on
page 32. This paragraph has a headi ng "Concl usion."

Do you see that?

A. Yes.

Q And this is the final paragraph in the
section of your declaration that starts at
paragraph 43, "A nethod for treating an angi ogenic
eye disorder in a patient"; correct?

A. | see paragraph 84.

Q Okay. This is the last paragraph in that

section of your declaration that begins at
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paragraph 43; right?
It's a very long section --
A. Okay. Yes.
Q Very |l ong section discussing your opinions
regardi ng the claimconstruction for "a method for

treating an angi ogeni c eye disorder in a patient”

right?
A. Yes.
Q Now, there you state, "It is therefore ny

opinion that, as of January 13, 2011, the POSA woul d
consider the clainmed nmethod of treatnent as one that
achi eves a high level of efficacy that is
non-inferior to the standard of care at the tinme of
patent filing. This may vary somewhat dependi ng on
the particul ar angi ogenic eye disorder."

Do you see that?

A | see that.

Q Sitting here today, you agree with that
statenent; correct?

A. Yes, | agree with ny statenent.

Q Is that -- is that statenent consistent
with how you woul d construe the claimterm "a nethod
for treating an angi ogenic eye disorder in a
patient"?

A. Yes, it is.
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Q And |'m asking this,

MS. FI SHVAN:  Obj ecti on;

You can answer.

BY MR SALMEN

Ot her than what you

don't believe you provide a definition anywhere el se
in these 40-sone paragraphs for "a method of
treating an angi ogeni c eye disorder."

Do you disagree with that? 14:27: 23

THE W TNESS: Can you repeat the question

Q I"'mtrying to find an actual definition 14:27: 35

that | can plug into the claim

par agraph 84, do you provide a definition for the

claimterm"a method for treating an angi ogenic eye

di sorder in a patient"? 14: 27: 49
A. In ny declaration, | state that "the POSA

woul d [understand that] the clainmed nmethod of

treat ment as one that achieves a high |evel of

efficacy that is non-inferior to the standard of

care at the time of the patent filing." 14:28: 16
Q And you just read from paragraph 84;

right?
A. | did read from paragraph 84.
Q So let me try it this way: Earlier today

we | ooked at your definition for "tertiary dose." 14: 28: 34
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Page 146
Do you recall that? 14:28: 38
A Yes, | do.
Q And if you want to look at it for
reference, it's in paragraph 87.
Do you see that? 14:28: 44
A Yes.
Q You state, "It is ny opinion that
"tertiary [dose]' neans," and then you provide your
definition; right?
A. Yes, | state that "'tertiary [dose]' neans 14:28:56
"[dose]' administered after the initial and
secondary doses, that mmintain(s) the efficacy gain
achi eved after the initial and secondary doses."
Q And you woul d agree that | could take that
| anguage of your definition and plug it into the 14:29: 13
clains in place of the word "tertiary dose"; right?
A. It is ny opinion that the POSA would
understand that "tertiary dose" means what | stated
in 87.
Q So can | take that meaning that you 14:29: 31
present in paragraph 87 and plug it into the clains
of the '338 patent where the term"tertiary dose"
appears?
A. If it makes grammatical sense.
Q Al right. So actually did do that. 14:29: 49
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Page 147
(Deposi tion Exhibit 0004 was nmarked.) 14: 30: 24
BY MR SALMEN
Q Al right. Dr. Do, I"'mgoing to hand you
what |'ve marked as Do Deposition Exhibit 4.
So, Dr. Do, you'll see that |'ve recreated 14: 30: 48
Claim1l of the '338 patent in Do Deposition
Exhibit 4. And in place of the term"tertiary
dose,” I've inserted the definition that you provide
in paragraph 87, and that's highlighted in yell ow.
Do you see that? 14:31:13
A Yes, | see that.
Q Okay. And to your point earlier, do you
agree that the highlighted | anguage there nakes
grammati cal sense -- the yellow highlighted | anguage
makes grammatical sense when it's inserted into the 14:31: 29
claims here?
(Wtness reads docunents.)
A | see that you replaced the word "tertiary
doses" with the wordi ng "doses, adm nistered after
the initial and secondary doses, that maintains -- 14: 32: 27
that maintain the efficacy gained after the initial
and secondary doses." | see that part.
Q So my question was, do you agree that it
makes grammatical sense to insert the | anguage that
you provide in paragraph 87 of your declaration into 14: 32: 54
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the claims in place of the term"tertiary dose"?

A. I think it enconpasses the spirit of the
meani ng, yes.

Q So you'll also see | have sone green
hi ghlighted | anguage in this recreation of Claiml.

Do you see that?

A Yes, | do.

Q And there |'ve highlighted the claimterm
"method for treating an angi ogeni c eye disorder in a
patient."”

Do you see that?

A. Yes.

Q And that's followed by additional |anguage
hi ghlighted in green that reflects what you state in
paragraph 84 of your declaration, "that achieves a
hi gh I evel of efficacy that is non-inferior to the
standard of care for that particul ar angi ogenic eye
di sorder at the time of patent filing."

Do you see that?

A | see that.

Q Does the green highlighted | anguage
reflect your opinion of how a skilled artisan or a
POSA, as you've referred to, would understand the
"method of treating” claimtermin the context of

the ' 338 patent?

Page 148

14:32: 59

14: 33: 17

14:33: 30

14: 33: 42
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A I did state in my declaration that "the
POSA woul d consider the claimed method of treatnent
as one that achieves a high Ievel of efficacy that
is non-inferior to the standard of care at the tine
of patent filing."

Q Okay. Does Do Deposition Exhibit No. 4
adequately reflect how you understand a POSA woul d
interpret the clainmed "method of treating"?

A. I think it enconpasses what a POSA woul d
understand at the tinme of the patent filing.

Q Okay. Now, you use the phrase "standard
of care" in your definition for the "nethod of
treating" claimterm correct?

A | do refer to the "standard of care,”
which requires a high level of efficacy.

Q And we've incorporated that "standard of
care" into the claimlanguage now that's highlighted

in green; correct?

A | see the word "standard of care."
Q Okay. And just to be clear -- strike
t hat .
I n paragraph 47 of your declaration, you
also referred to "the existing standard of care"; is

that correct?

A Yes, | do refer to "the existing standard

Page 149

14: 34: 19

14: 34: 32

14:35:01

14: 35: 30
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14:36: 11
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of care."

Q Okay.

MS. FI SHVAN

THE W TNESS:

BY MR SALMEN

speci fication?

Claim 1?

MS. FI SHVAN

Now,

speci fication anywhere,

approval for macul ar

A. Colum 1.

It states,

Q I's that

as you construe that

care" is not described in the '338 patent

Cbj ecti on;

You can answer.
I don't recall the words
"standard of care" was used in the '338 patent, but

the patent does nention ranibizumab and its FDA

Q VWere are you reading fromin the patent

In the background section

second-to-| ast paragraph.

angi ogeni ¢ eye disorders such as AMD and CRVO

i nclude the adm nistration of an anti-VEGF anti body
call ed rani bi zunmab on a nmonthly basis by
intravitreal injection.”
how you are defining the "standard

of care" with respect to the

Obj ecti on;

"the existing standard of

is it?

degenerati on and CRVO. 14: 36: 58

" FDA- approved treatnments of

claimtermin the '338 patent

Page 150

14: 36: 18

| acks foundati on. 14: 36: 30

14: 37: 20

14:37:42

nmet hod of treatnent”

nm sstates testinony. 14:38: 01
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Page 151
But you can answer. 14:38:03
THE WTNESS: In ny declaration, | stated that
the standard of care at the time of the patent
filing included both Lucentis and off-I|abel Avastin.
BY MR. SALMEN: 14: 38: 15
Q But it's Lucentis nonthly that's set forth
in the '338 patent specification at Colum 1, lines
49 to 52; correct?
A That |ine 52 states, "ranibi zumab on a
nont hly basis by intravitreal injection." 14: 38: 37
Q So with respect to Lucentis, is that the
dosi ng regi nen that represents the standard of care,
in your opinion?
A. Al t hough | did not provide in ny
decl aration the specific dosing reginen of Lucentis 14: 38: 56
as defined by the standard of care, the nost
effective dose of Lucentis was nonthly
adm ni stration.
Q Okay. So are you including other dosing
regi mens for Lucentis in your definition of the 14:39: 17
standard of care as of January 20117
A No. As of January 2011, the
every-four-week adm nistration of Lucentis provided
the high efficacy seen in the clinical trials.
Q You're not aware of any dosing reginmen 14:39: 41
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as Lucentis nonthly?

MS. FI SHVAN: Obj ection; vague.

THE W TNESS: Are you referring to clinica
trial results of the VIEW1 and VI EW 2 studi es?
BY MR. SALMEN

Q No. No. No.

results as Lucentis nonthly dosing?

of Lucentis that were as efficacious as

every-four-week adm nistration of Lucentis.

forth in your declaration?

If you have the manuscript, | would be happy to
review it.

Q I want to focus on the claimterm

the '338 patent and in your construction of the

prior to January 2011 that provided sinilar efficacy 14: 39: 45

Prior to January 2011, were you aware of

any Lucentis dosing reginmens that provided sinm|ar

A I don't recall any other dosing reginens

Q Okay. Did you review the results of the

PrONTO study in form ng your opinions that you set

A. I did not in my declaration provide an

opi nion on the PrONTO study, but I'maware of it.

"angi ogeni ¢ eye di sorder" that appears in Claim1 of

claimterm"nethod for treating an angi ogenic eye

di sorder in a patient" that's highlighted in green 14: 42: 35

Page 152

14: 40: 08

14: 40: 26

14:41: 17

14:41: 37
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in Do Deposition Exhibit 4. Okay?

Now, do you agree that the '338 patent
clains are not |linmted to treating -- let ne
rephrase that.

Do you agree that Claim 1l of the '338
patent is not |limted to treating neovascul ar or wet
ANMD?

A | agree that Claim 1 enconpasses
angi ogeni ¢ eye di sorders.

Q And that would be nmore than just
neovascul ar or wet AMD; correct?

A. Yes, it would include nore than just
neovascul ar AMND.

Q So, for exanple, we can take a | ook at
Claim6 of the '338 patent.

A Um hum

Q And that refers to "The nethod of Claim1,
wherein the angi ogenic eye disorder is selected from
the group consisting of."

Do you see that?

A Yes, | do see that.

Q And there's a list of angiogenic eye
di sorders; correct?

A Yes, there is a list.

Q And you understand that the |ist of

Page 153

14: 42: 40

14: 42: 56

14:43: 15

14: 43: 31

14: 43: 45

14: 43: 54
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angi ogeni ¢ eye disorders provided in Claim1l are a 14: 43: 57
subset of the angi ogenic eye disorders that are --
m sspoke. I'msorry. Strike that.
You understand that the |ist of angiogenic
eye disorders provided in Claim6 are a subset of 14:44: 11

t he angi ogeni c eye disorders covered by Claim1;

correct?
A Yes, | understand that.
Q Okay. They have to be a subset, otherwi se
the two clainms would have the sane scope; right? 14: 44: 26

MS. FI SHVAN: Objection; calls for a |ega
concl usi on.
But you can answer.
THE WTNESS: It appears to be a list of
angi ogeni ¢ eye di sorders. 14: 44: 37
BY MR. SALMEN
Q So you agree then that there are other
angi ogeni ¢ eye disorders that are not listed in
Claim6 that fall within the scope of Claim1l's
nmet hod of treatment; correct? 14: 44: 53
A. | agree that there are other angi ogenic
eye di sorders that are not listed here.
Q Not listed here in Claim6 that would fal
within the scope of Claim1; is that correct?

A It is possible. 14: 45: 09

Veritext Legal Solutions

Www.veritext.com

888-391-3376

Mylan Exhibit 1109
Mylan v. Regeneron, IPR2021-00881
Page 154

Celltrion Exhibit - 1016
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Page 155
Q Okay. Well, let's take a | ook at the 14:45: 12
patent specification at Columm 5
And what | ooks like line 11 of Columm 5,
there's a header that says, "Angiogenic Eye
Di sorders." 14: 45: 35
Do you see that?
A Yes, | see that.
Q And the paragraph begins, "The nethods of
the present invention can be used to treat any
angi ogeni ¢ eye disorder." 14: 45: 50
Do you see that?
A | see that.
Q It goes on to state, "The expression
'angi ogeni c eye disorder', as used herein, means any
di sease of the eye which is caused by or associ ated 14: 46: 02
with the growmh or proliferation of blood vessels or
by bl ood vessel |eakage."
Do you see that?
A Yes, | see that sentence
Q So, again, the term "angi ogeni c eye 14: 46: 25
di sorder"” in that paragraph -- in that sentence
just read is in quotation marks; right?
A Yes.
Q And you agree that George Yancopoulos is
expressly defining that term "angi ogenic eye 14: 46: 39
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Page 156

di sorder," as "any disease of the eye which is 14: 46: 42
caused by or associated with the growth or
proliferation of blood vessels or by blood vesse
| eakage"; correct?
MS. FI SHVAN: Objection; calls for a |egal 14: 46: 56
concl usi on.
You can answer.
THE W TNESS: | agree that that sentence
states, "The expression 'angi ogenic eye disorder’
as used herein, nmeans any di sease of the eye which 14: 47: 05
is caused by or associated with the growth or
proliferation of blood vessels or by blood vesse
| eakage. "
BY MR. SALMEN
Q Do you agree with that definition of the 14:47:19
term "angi ogeni ¢ eye disorder"?
A. Al t hough | did not specifically give an
opi nion on the exact definition of "angi ogenic eye
di sorders" in my declaration, | think that is
reasonabl e. 14:47: 43
Q No di sagreenent with that definition of
the claimterm "angi ogenic eye di sorder"?
MS. FISHVAN: Again, objection; calls for a
| egal concl usion.

But you can answer. 14: 47: 54
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Page 157

THE WTNESS: | agree that this statement is 14: 47: 57
| ogi cal .
BY MR. SALMEN
Q Let ne ask it this way: Did you apply
this definition of "angi ogenic eye disorder” in 14: 48: 06
form ng your opinions about the neaning and scope of
the "method of treatment” that's covered by the
claims of the '338 patent?
A Yes, | considered this.
Q You see here that the next sentence 14: 48: 30
provides "Non-limting exanpl es of angi ogenic eye
di sorders that are treatable using the nethods of
the present invention include," and then it's
followed by a rather lengthy |ist of disorders.
Do you see that? 14:48: 50
A | see that sentence.
Q Okay. | counted them There are 19
angi ogeni ¢ eye disorders that are listed there.
Do you see that?
A Yes, | see that list. 14: 49: 00
Q Okay. Turning back to Claim 1, do you
agree that every one of the 19 disorders that are
listed here fall within the scope of the "angi ogenic
eye disorders" that are covered by the "nmethod of

treating”" in Claim1l of the '338 patent? 14: 49: 19
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MS. FI SHMAN:  Cbj ecti on;
concl usi on.

You can answer.

BY MR SALMEN

you just read fromClaim1?

MS. FI SHVAN:  Obj ection

(Wtness reviews docunent.)
THE WTNESS: The Claim1, | understand it 14: 49: 43
di scusses "a nmethod for treating an angi ogenic eye

disorder in a patient."” That's nmy understanding

Q Okay. And is it your understanding that
the non-limting list of exanples of angiogenic eye 14:50: 04
di sorders that's provided in Columm 5, lines 16 to

29, all fall within the scope of that |anguage that

concl usi on. 14:50: 25
You can answer.
THE WTNESS: In that list in the Colum 5,
there are angi ogenic eye disorders that should be
included in this "method for treating" which
requires a high I evel of efficacy. 14:50: 52
BY MR. SALMEN
Q Are there angi ogenic eye disorders that
are listed in Colum 5, lines 16 to 29, that should
not be included in the "method of treating” under
Claim1? 14:51:12

Page 158
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A In my declaration,

accurate answer.

A. In ny declaration,

A. In ny declaration,

hi gh I evel of efficacy that

i nformati on on.

standard of care. I did not

opinion on all of these angi ogenic eye disorders.

specifically gave an opinion on wet age-rel ated

macul ar degeneration. More specifically I nentioned

di abeti c macul ar edenma and retinal vein occlusion. 14:51: 47
I would have to look at the literature nore

carefully on this extensive list to provide a nore

Q And you did not |ook at the literature
nore carefully against this extensive list in 14:52: 05
formul ati ng your opinion regarding "a nethod of
treating an angi ogenic eye disorder” as that termis

used in Claim1l of the '338 patent?

(Conference operator

on how the "nethod of treatment"” should provide a

is non-inferior to the

directly provide an

opi nion on sonme of the angi ogenic eye disorders 14:53: 06

|isted here that | do not have clinical trial

Q So sitting here today, is it your opinion
that the existing standard of care as of

January 2011 was exactly the same for every one of 14:53: 25

Page 159

did not provide an 14:51: 23

provi ded an opi ni on.
interruption.) 14:52: 28

provi ded an opi ni on
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condi tions.

A I

these 19 angi ogeni c eye di sorders? 14:53: 30
A The standard of care is the best available

medi cal treatment for that particular condition

This list includes many angi ogeni c eye disorders.

And | woul d have to review the nedical literature on 14:53: 54

sone of these nore | ess-commopn angi ogeni c eye

di sorders to refresh ny nmenory on what the current

standard of care at 2011 was for sone of those

Q Did you refresh your
just testified, prior to form ng your opinions
regardi ng the "method of treating" that's covered by
Claim1l of the '338 patent?

A. In ny experience,
standard of care prior to January of 2011 to be use 14:54: 42
of f - | abel

of Lucentis or Avastin for many of the

angi ogeni ¢ eye disorders, including wet age-rel ated
macul ar degeneration, diabetic nmacul ar edens,
retinal vein occlusion and so forth.

Q Okay. But you did not deternine what the 14:55: 09
standard of care was for the entire |list of
angi ogeni ¢ eye disorders that appears in Claimb5
lines 16 to 29; correct?

review. Because sone of those disorders nentioned 14:55: 34

Page 160

recoll ection, as you 14:54:19

under st ood t he

I would have to
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on this list, such as cornea

to reviewthe literature

angi ogeni ¢ eye disorder."
Do you see that?

A. Yes, | see that.

have not been in clinical trials. So | woul d have

Q Okay. I n paragraph 84 of your
decl aration, in the second sentence, you state, 14:56: 02

"This may vary sonmewhat depending on the particul ar

Q And you're referring to -- you're 14:56: 21
referring to the standard of care at the tine of
patent filing as what may vary somewhat dependi ng on

the particul ar angi ogenic eye disorder; is that

correct?
A. That is correct. 14:56: 38
Q And you agree with that statenment, sitting
here today; correct?
A As | stated, "The POSA woul d consider the
cl ai mred method of treatnment as one that achieves a
hi gh I evel of efficacy that is non-inferior to the 14:56: 51
standard of care at the tinme of patent filing. This
may vary sonmewhat depending on the particul ar
angi ogeni ¢ eye di sorder."
Q Okay. And | ooking back at our Do
Deposition Exhibit No. 4, where we have the green 14:57: 10

Page 161

neovascul ari zati on, 14: 55: 38
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hi ghl i ghted | anguage inserted in Claim1, the
standard of care for that particul ar angi ogenic eye
di sorder at the time of filing, that |anguage is
what may vary somewhat depending on the particul ar
angi ogeni c eye disorder that this nethod of
treatment is being used for; correct?

A. It refers to the high |evel of efficacy
that is non-inferior to the standard of care.

Q And the standard of care is specific to
t he angi ogeni c eye disorder that is being treated
under this claimd method of treatnent; right?

A Yes, that would be true.

Q And there's potentially a different
definition of "standard of care" for every single
one of these 19 angi ogenic eye disorders; right?

A. That is possible.

Q Do opht hal nol ogi sts |i ke yourself stil
use | aser and photodynamic therapies to treat
angi ogeni ¢ eye di sorders?

A. What time period are you referring to?

Q Currently.

A Currently -- are you referring to -- which
type of |aser?

Q What types of lasers are there?

A Types of |aser procedures would include

Page 162
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14:58: 06

14:58: 32
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focal |aser photocoagul ation or panretinal |aser
phot ocoagul ati on.

Q So back to my question

Do opht hal nol ogi sts |i ke yourself stil
use | asers and photodynam c therapies to treat
angi ogeni ¢ eye di sorders?

A. In ny declaration, | did not give an
opi ni on on what -- or whether ophthal nol ogi sts
currently are using laser for angi ogenic eye
di sorders, but in ny experience, the standard of
care for many angi ogenic eye disorders is the use of
intravitreal VEGF inhibitors and, therefore, |aser
is not an effective nethod of treatnent.

Q Okay. So is it your opinion that |aser
and photodynam c therapies are bel ow the standard of
care in treating angi ogenic eye disorders?

MS. FI SHVAN. Obj ection; vague as to tine.

THE W TNESS: Which tinme period are you
referring to?

BY MR. SALMEN

Q Start with currently.

A In ny experience as an ophthal nol ogi st,
currently, in the year 2022, focal |aser
phot ocoagul ati on and photodynani ¢ therapy are not

part of the standard of care for treating angiogenic
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eye di sorders.

Q In your experience as an ophthal nol ogi st
in January 2011, were focal photocoagul ation | aser
and phot odynam ¢ therapies parts of the standard of
care for treating angi ogenic eye disorders?

A. In ny experience as an ophthal nol ogi st,
prior to January of 2011, intravitreal VEGF
i nhi bitors, such as Lucentis or off-label Avastin,
had beconme the standard of care in treating
angi ogeni ¢ eye di sorders because they provided a
hi gh | evel of efficacy in terns of vision gain or
mai nt enance of vi sion.

Q Are you applying that sane opinion to al
19 of the angi ogenic eye disorders that are |isted
in Colum 5, lines 16 to 29?

A As | stated earlier, the standard of care
may vary depending on the particul ar angi ogenic eye
di sorder at a certain tinme period

Q So | don't think | got an answer to
whet her or not, currently, ophthal nologists |ike
yourselves are still using the |laser and
phot odynami ¢ therapies to treat angi ogenic eye
di sor ders.

A. In ny experience, | amnot using foca

| aser photocoagul ati on or photodynam c therapy | aser
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for the treatnent of angi ogenic eye disorders
because those are not effective options for
angi ogeni ¢ eye di sorders.

Q Are you aware of any of your colleagues
that are |icensed ophthal nol ogi sts that are stil
usi ng those treatnents?

A. Currently, in 2022, the standard of care
for many of these angi ogenic eye disorders is the
use of intravitreal VEGF inhibitors. And
therefore, | believe the vast mpjority of
opht hal mol ogi sts are follow ng this new standard of
care.

Q So you referred to "the vast majority."

Does that mean the answer to my previous
question was, yes, sonme of your colleagues that are
i censed opht hal nol ogi sts are still using those
treatments for angi ogenic eye disorders?

MS. FI SHVMAN: Objection; |acks foundation

You can answer.

THE WTNESS: | don't think ophthal nologists in
today's medical world are using focal |aser
phot ocoagul ati on or photodynam c therapy for nost of
t hese angi ogenic eye disorders. But | can't rule
out the possibility that a very small mnority may

be.
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Page 166
BY MR. SALMEN: 15: 05: 01
Q Is it your opinion then that that small
mnority that may still be using | aser and
phot odynami ¢ therapies are treating their patients
unet hically? 15: 05: 12
MS. FISHVAN: Objection; msstates testinony.
But you can answer.
THE WTNESS: |In ny declaration, | do not
provi de an opi nion on how opht hal nol ogi sts in 2022
may or may not be using focal |aser photocoagul ation 15: 05: 30
or photodynam c therapy.
BY MR. SALMEN
Q What about Lucentis off-I|abel dosing
regi mrens? Are you aware of any coll eagues that are
i censed ophthal nol ogi sts that administer Lucentis 15: 05: 55
in an off-1abel dosing reginmen to treat angi ogenic
eye di sorders?
MS. FI SHVMAN:  Obj ection; vague, |acks
foundati on.
You can answer. 15: 06: 05
THE W TNESS: \What are you referring to as "an
of f -1 abel dosing regimen"?
BY MR. SALMEN
Q What do you consider a dosing reginmen that
is a recommended approved indication in the Lucentis 15: 06: 19
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| abel ?

A. Do you have a copy of the current Lucentis
| abel ?

Q Did you cite one in your expert

decl arati on?
(Wtness reviews docunent.)

A. It would be hel pful to have the actua
| abel here to reference.

Q Let me ask you a different question
Could we turn to exanple 5 of the '338 patent.

(Conference operator interruption.)

Q Dr. Do, you reviewed Exanple 5 of the '338
patent in form ng your opinions regarding the scope
and neaning of the "nethod of treating"” that's
covered by the '338 patent; correct?

A Yes, | have.

Q And Exanple 5 provides the results for a
Phase 2 clinical trial of VEG- Trap-Eye in subjects
wi th di abetic macul ar edemn, or DME; correct?

A That is correct.

Q Starting at line 64 of Colum 13 here, you
see that one of the VEGF-Trap arms of the tria
i ncluded a dosing reginen of three initial doses at
baseline in Weks 4 and 8 followed by

every-ei ght-week dosing through Wek 52; is that
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correct?

A Yes, | see that sentence

Q Okay. So you woul d agree that the reginen
for this armof the Phase 2 clinical trial conprises
an initial dose followed by two secondary doses
followed by a series of eight-week doses through
Week 52; is that correct?

A Yes, that is what is witten.

Q Do you agree that this reginen falls
within the scope of Claim1l of the '338 patent?

MS. FI SHVAN: Objection; calls for a |ega
concl usi on and vague as to tine.

THE WTNESS: In Exanple 5, this is a Phase 2
clinical trial in diabetic macul ar edema. And it
appears that they are evaluating different dosing
regi mens.

BY MR. SALMEN

Q My question was, the reginen that we just
descri bed, the 2@ arm of the Phase 2 clinica
trial, do you agree that that reginmen falls within
the scope of the Claim1l "nethod of treating"” for
the ' 338 patent?

MS. FISHVAN: Obj ection; vague as to tine.

THE W TNESS: Exanple 5 is a Phase 2 clinica

trial, whereas the Exanple 4, which we discussed
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BY MR SALMEN

Q My question was,

pat ent ?

BY MR SALMEN

of the '338 patent filing"?

was the Phase 3 clinical trial. So there are 15: 10: 29

di fferences between Phase 2 and Phase 3 clinica

trials.

MR. SALMEN: Okay. |'mgoing to again nove to
strike that answer as not being responsive to ny 15:10: 42
guesti on.

do you agree that the 28
regimen that's described in Exanple 5 of the '338

patent falls within the scope of Claim1 of the '338 15:10: 57

MS. FI SHVAN: Same obj ecti on.

THE W TNESS: |In Exanple 5, the Phase 2
clinical trial of VEGF-Trap in subjects with
di abetic macul ar edemn, the study is evaluating the 15:11: 22
dosing reginmen of 2 mlligrans of VEGF-Trap given

every eight weeks after initial and secondary doses.

Q Is the data in Exanple 5 not sufficient,
in your opinion, to qualify that 2Q8 dosing regi men 15:11: 50
as "a nmethod for treating an angi ogeni c eye di sorder
in a patient that achieves a high level of efficacy
that is non-inferior to the standard of care for

that particul ar angi ogenic eye disorder at the tinme
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A In my declaration, | did not specifically
provi de an opinion on Exanple 5. As an
opht hal nol ogi st, in nmy experience, Phase 2 clinica
trials do not always predict results of Phase 3
clinical trials. That's why pivotal Phase 3
clinical trials are necessary to determ ne the
efficacy and safety of a new nedicine.

Q There are no Phase 3 clinical trial data
for the use of VEGF-Trap in subjects with diabetic
macul ar edema in the '338 patent; correct?

A. I believe at the time of the filing of the
patent, the Phase 3 clinical trials were under way
and the results were not yet known.

Q Okay. So the answer to my question is,
yes, there are no Phase 3 clinical trial data for
the use of VEGF-Trap-Eye in subjects with diabetic
macul ar edema in the '338 patent; correct?

A In this patent, the Exanple 5 lists the
Phase 2 data.

Q And it's your opinion that the Phase 2
clinical trial data of VEGF-Trap in subjects with
di abetic macul ar edemn is not sufficient to support
or confirmthe "nmethod for treating an angi ogenic
eye disorder in a patient achieves a high level of

efficacy that is non-inferior to the existing
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standard of care"; right?

confirm

Dr. Do.

the '338 patent?
MS. FI SHVAN:  Obj ecti on;
asked and answer ed.

But you can answer.

BY MR SALMEN

Claim1l of the '338 patent?

A | believe the Phase 2 clinical trial
which | did not provide an opinion on in ny
decl aration, provides a positive signal. But

Phase 3 clinical trials are always necessary to 15:15: 00

Q So I still want an answer to ny question,

Is it your opinion that Exanple 5, the 28
dosing reginmen that's described, is "a nethod of 15: 15: 25

treating" that falls within the scope of Claim1 of

THE W TNESS: Can you repeat the question

Q Yeah. And it hasn't
Is it your opinion that Example 5, the 28
dosi ng regi men described in that exanple, is

nmet hod of treating"” that falls within the scope of

A. | believe the Exanple 5, which was a
Phase 2 clinical trial, provided a very positive

signal that VEGF-Trap given every eight weeks after 15:16: 16
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Page 172

initial and secondary doses was highly efficacious 15: 16: 25
in improving visual acuity, as stated in the table
at Week 24 and 52

Q Okay. Does Exanple 5 provide a positive
signal that VEGF-Trap was non-inferior to the 15:16: 50
exi sting standard of care?

MS. FI SHVAN:  Obj ection; vague and i nconpl ete.

THE WTNESS: As | nentioned, | did not provide
an opinion on this Exanple 5 in ny declaration.
Looki ng back as an ophthal nol ogi st at the tine 15:17:19
peri od January 2011, the standard of care at that
time for diabetic macul ar edema was of f-1abe
Avasti n.
BY MR. SALMEN

Q The control arm-- the control group for 15:17: 38
the Phase 2 clinical trial in Exanple 5 received
macul ar | aser therapy.

Do you see that?

A | see that.

Q That was bel ow the standard of care at the 15:17: 54
time, as of January 2011, when this patent
application was filed; right?

A. | agree that at the tine this patent was
filed, l|aser photocoagul ati on was no | onger the

standard of care for diabetic nmacul ar edenn. 15:18: 17
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Q Lucentis was approved in 2006; right?
MS. FISHVMAN: Obj ection; |acks foundation.
THE W TNESS: Lucentis was approved for
neovascul ar AMD in 2006.
BY MR. SALMEN
Q And Lucentis was available to |licensed
opht hal nol ogi sts to treat diabetic macul ar edema of f
| abel if they chose to do so; correct?
MS. FISHVAN: Obj ection; |acks foundation.
But you can answer.
THE W TNESS: At that tinme, prior to
January 2011, | do not recall ophthal nol ogi sts using
Lucentis off label for the treatnent of diabetic
macul ar edema prior to its FDA approval
As | stated, in January of 2011, the
standard of care for diabetic macul ar edema had
evol ved to the use of off-label Avastin because that
coul d provide high efficacy.
BY MR. SALMEN
Q Let's | ook at Exanple 6. That appears in
Col um 14 of the '338 patent.
Exanple 6 refers to "A Random zed,
Mul ti center, Doubl e-Masked Trial in Treatnment Naive

Patients with Macul ar Edenma Secondary to CRVO. "
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A | see that.

Q Macul ar edemm i s an angi ogeni ¢ eye
di sorder; correct?

A Macul ar edemm, secondary to CRVO, yes, is
an angi ogeni c eye di sorder

Q If we | ook at Colum 5 of the '338 patent,
macul ar edema following CRVO is listed as an
angi ogeni ¢ eye disorder that is treatable using the

met hod of treatnment clainmed in the '338 patent;

correct?
A Yes, it lists macul ar edema and vein
occl usi on.
Q Here in Exanple 6, you see the control arm

in the clinical trial involves 73 patients that

recei ved six nmonthly shaminjections; is that

correct?
A. Yes, | see that wording
Q I"mstating the obvious here, Dr. Do.

Sham i nj ecti ons were not the standard of
care for treating macul ar edema foll owi ng CRVO as of
January 2011; is that correct?

A As of January 2011, the standard of care
for treating macul ar edema to CRVO had evolved to
of f-1abel Avastin or the recently FDA-approved

Lucenti s.
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Q So shaminjections were not the standard
of care as of January 2011; correct?

A. I did not provide an opinion on the
specific study design or shaminjections that you're
referring to in ny declaration. However, in ny
experience as an opht hal nol ogi st, these clinica
trials of VEGF-Trap in central retinal vein
occlusion were initiated before the FDA approval of
Lucentis. And, therefore, shaminjections were used
as a study arm

Q So is it your opinion that shaminjections
were the standard of care at the tine that this
Exanple 6 trial was conducted?

MS. FISHVAN: Objection; msstates testinony
and | acks foundati on.

You can answer.
Al so beyond the scope.
You can answer.

THE W TNESS: As | stated before, the standard
of care by January 2011 for the treatnent of nacul ar
edema due to retinal vein occlusion was the use of
of f-1abel Avastin or the recently approved, as of
2010, Lucenti s.

BY MR. SALMEN

Q You al so stated that, at the time of this
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trial, Lucentis had not been approved; is that
correct?

A That is what | stated.

Q So prior to the approval of Lucentis, when
you testified that this trial was conducted, were
shaminjections the standard of care?

A. In ny declaration, | did not provide an
opinion on this specific trial design and whether or
not sham i njections should have been consi dered.

However, as an opht hal nol ogi st wi th many
years of experience, | can say that clinical trial
desi gns include what the treatnent options were at
the time of the initiation of the trial. And
because, at the tinme of initiation of that clinica
trial, Lucentis was not FDA approved, observation or
shaminjections was an option, albeit not a very
effective one, for retinal vein occlusion.

MS. FISHVAN: Do you want to take a break?

Hei nz, are you at a good stopping point?

MR. SALMEN: Yeah, | think so. Wy don't we
take a short break

THE VI DEOGRAPHER: We're going off the record.
The time is 3:25

(Recess taken.)

THE VI DEOGRAPHER: We're back on the record
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Page 177
The time is 3:32. 15:32: 33
BY MR. SALMEN
Q Dr. Do, let's | ook at paragraph 67 of your
decl aration, please. 1t's on page 25 of 67 in
Exhi bit 2051. 15:32: 48
Are you there?
A Yes, | am
Q Okay. In this paragraph, you refer to a
coupl e of references, "Ciulla and Rosenfeld," in
2009. It's actually one reference, Exhibit 1074. 15:33:03
A Yes, | see that exhibit.
Q Am | pronouncing that name correctly?
A That's correct, Ciulla
Q And you state in your declaration that all
documents and references that you cite are ones that 15: 33: 40
you've reviewed; is that correct?
A That is correct.
Q So you reviewed Ciulla in form ng your
opi ni ons?
A That is correct. 15: 33: 52
(Deposition Exhibit 1074 was previously
mar ked. )
BY MR. SALMEN
Q Okay. Look at page 4 of the Ciulla
reference. It's Exhibit page 4, so the bottom 15: 34: 00
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ri ght-hand corner, page 4.

Top | eft-hand corner, do you see that
paragraph along the | eft-hand colum that describes
the PrONTO study?

A Yes, | see that sentence

Q You stated earlier today that you're
famliar with the PrONTO study; is that correct?

A Yes, | amfamiliar with that study.

Q Do you agree that the PrONTO study
required 24 dilated office visits in the first year
with injections on an as-needed basis?

MS. FI SHVAN: Obj ection; beyond the scope.

But you can answer.

THE WTNESS: | would like to see the
manuscri pt of the PrONTO study to provide a nore
accurate answer for you.

BY MR. SALMEN

Q The PrONTO study was conpl eted before
January 2011; is that correct?

MS. FI SHVAN: Sane obj ecti on.

THE W TNESS: Again, | would like to see the
actual manuscript to provide the npbst accurate
answer .

BY MR. SALMEN

Q Dr. Do, this Ciulla reference,
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Exhi bit 1074, on the front page, you'll see that it
says published in 2009; correct?

A That is correct.

Q And on page 4, which we were | ooking at,
it provides the two-year, or 24-nonth, results of
the PrONTO study; correct?

A. In the Ciulla paper, it does make a
reference to "at 24 nonths" in the PrONTO study.

Q So you agree then that the PrONTO study
was conpl eted before January 2011; is that correct?

MS. FI SHVMAN:  Obj ection; docunent speaks for
itself.

You can answer.

THE WTNESS: It appears to be that way.
BY MR. SALMEN

Q In 2009, when Ciulla published, you would
agree that Lucentis was the standard of care for
treating angi ogenic eye disorders; is that correct?

MS. FI SHMAN: Obj ection; misstates testinony.

But you can answer.

MR. SALMEN:. Let nme rephrase the question
BY MR. SALMEN

Q In 2009, when Ciulla published, you would
agree that Lucentis or off-label Avastin was the

standard of care for treating angi ogenic eye
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di sorders; is that correct?
A As |
2009,

wet age-rel ated macul ar

condition as wel

Q Dr. Do,

| PR 2021-00881.

mar ked. )
BY MR. SALMEN
Q Dr. Do,
decl arati on?

preparing your
A | don't recall if
exhibit.
Q You reviewed Dr.
correct?
A. |
Q And during Dr.
asked a nunber

Exhi bit 1035.

MS. FI SHVAN:  Obj ection

stated earlier,
Lucentis was FDA approved for
degenerati on and had becomne
one of the standard of care options for
as of f-I abel
I'm going to hand you what was
previously marked as Myl an Exhibit 1035 in

This is a paper

(Deposi tion Exhibit

have you seen Exhibit

I've seen this exact

Al bi ni's declaration;

did review his declaration.

Al bini's deposition,

of questions about the information

regardi ng the PrONTO study that's published in

Are you aware of that?
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1035 in
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calls for specul ation.

You can answer.

THE WTNESS: | did not review his deposition
BY MR. SALMEN

Q Okay. Do you agree that Exhibit 1035
provides the Year 2 results of the PrONTO study?

A. It appears that fromthe title, "A
Vari abl e- Dosi ng Regimen with Intravitreal
Rani bi zumab for Neovascul ar Age-rel at ed Macul ar
Degeneration: Year 2 of the PrONTO Study," that it
may provide that information.

Q Direct your attention to page 3 of this
exhibit.

On the left-hand side colum, the first
full paragraph reads, "Eligible patients underwent
VA testing and opht hal noscopi ¢ exam nati on at
basel i ne, days 14, 30, 45 and 60, and then nmonthly
thereafter. Fundus photography and OCT i nmagi ng were
perfornmed at baseline and on days 1, 2, 4, 7, 14 and
30 after the first two injections and then nonthly
thereafter. FA was perforned at baseline, nonths 1,
2 and 3, and then every three nonths thereafter.

Al l ophthal mi ¢ photographers and the single OCT
technician involved in the study were previously

certified and participated in FDA-approved clinica
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trials at the Bascom Pal ner Eye Institute."

Do you see that?

A. | see that paragraph
Q And then the first sentence of the next
paragraph states, "lIntravitreal injections of

rani bi zumab were adnministered to all patients at
baseline, nonth 1 and nonth 2."
Do you see that?

A | see that.

Q Now, Dr. Do, are you aware that Regeneron
has taken the position that the PrONTO study
required 24 dilated office visits in the first year
with injections on an as-needed basis?

A I think that sounds reasonabl e

Q I's that your understandi ng of the PrONTO
study, that it required 24 dilated office visits in
the first year with injections on an as-needed
basi s?

MS. FISHVAN: Obj ection; beyond the scope.

But you can answer.

THE W TNESS: Coul d you repeat the question
BY MR. SALMEN

Q I's it your understanding fromthe PrONTO
study that it required 24 dilated office visits in

the first year with injections on an as-needed
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basi s?

criteria for reinjections.

basis; is that correct?

itsel f.

document in my decl aration,

nore.

BY MR SALMEN

A. I believe fromthe study design, what is
written here, that patients were seen at Days 1, 2,
4, 7, 14, 30, 45, 60 and then nonthly thereafter

And there were, based on this docunent, certain 15: 44: 04

Q Okay. The dosing regimen that was being

tested only allowed for injections on a nonthly

MS. FI SHVAN:  Obj ection

You can answer if you know.
THE W TNESS: Al t hough

provide an opinion on this Year 2 PrONTO study
in looking at this 15: 44: 53
manuscri pt and the nmethod statenment, it wites that
"During the first year, retreatnent with ranibi zumab
was performed at each nonthly visit if any criterion
was fulfilled, such as an increase in OCT-CRT of at

| east 100 microns or a |loss of five letters or 15: 45: 22

Q So you agree then that the PrONTO dosing
regimen did not allow for dosing nore frequent than

nmont hly injections? Wuld you agree with that? 15: 45: 37
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MS. FI SHVMAN:  Obj ection; docunent speaks for

itself, outside the scope
But you can answer.

THE WTNESS: As | stated, what the docunent
wites is that retreatnment with ranibi zumab was
perfornmed at each nmonthly visit if any criterion was
ful filled.

BY MR. SALMEN

Q So all of those extra visits in the
initial 60 days were needed to evaluate the
performance of the drug within the dosing reginmen
that was being tested during the actual PrONTO
clinical trial; would you agree with that?

MS. FISHVAN:  Obj ection; |acks foundation

But you can answer.
(Wtness reviews docunent.)

THE W TNESS: The manuscript states that the
protocol for the PrONTO study required patients to
come back at these certain time points.

BY MR. SALMEN

Q In your experience, Dr. Do, is it unconmon
during a clinical trial to have the patients come in
for extra visits even though the patient is not
receiving an injection with a therapeutic amunt of

the drug being tested?
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Page 185
A In nmy declaration, I do not provide an 15:47: 38
opinion on a specific topic of clinical trial
design. However, ny experience as an
opht hal mol ogist in a clinical trial, additiona
visits are sonmetines included in the study design 15: 47: 54
for safety or other reasons --
Q Okay.
A. -- depending on the trial
Q So with respect to the VIEW 1/ VIEW 2
trials for VEGF-Trap, you understand that those 15:48: 13
i ncorporated nmonthly visits and shaminjections for
the patients in the 2@ armof that trial; correct?
A. Yes, | understand that study design.
Q Yeah, and | think -- in paragraph 75 of
your decl aration, you state, "2 mlligranms VEG- Trap 15:48: 35
every 4 weeks to Week 8 and then every 8 weeks (2@)
(to maintain maski ng, shaminjections were given at
the interimd4-week visits after Week 8)"; is that
correct?
A That is correct. 15: 48: 59
Q And | think you're quoting directly from
the patent, Exanple 4, Colum 9, beginning at
|ine 55; is that correct?
A. Wi ch patent are you referring to?
Q The ' 338 patent, Exhibit 1001, Colum 9, 15:49: 19
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i ne 58.

Q Is that correct?

i njections.

Q And they were --

and say it nore clearly.

of fice.

(Wtness reviews docunent.)

A The wording is simlar

Q So to maintain masking during the VIEW 15: 50: 00
trials, the patients in the 2@ arm actually had the
same nunber of office visits as the patients in the
Lucentis nmonthly arm is that correct?

A In the VI EW studi es,
random zed to 2 mlligrams VEG- Trap every four 15: 50: 28
weeks and then to every eight weeks were required to

come back nonthly to maintain masking with sham

they were eval uated

during those nmonthly visits --

The patients in the 2Q arm were eval uat ed
at each of those monthly visits; is that correct?
A I would have to review the exact
manuscript to refresh ny nenory if they were 15:51: 11
eval uated at each of those nmonthly shamvisits.
Q They did have to at
office for each of those nonthly visits; correct?

A. Yes, those patients had to cone to the
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Q And the patients in the VEGF-Trap 2@ arm
of the VIEWtrials were injected at each of the
nonthly visits; correct?

MS. FI SHMAN:  CObj ecti on.

THE WTNESS: |In regards to the 2 milligrans
every ei ght weeks, "shaminjections" do not mean
actual injections. They mean pretend injections.
Sham i s otherwi se known as a fake injection. So in
my experience as an ophthal mologist in clinica
trials, a shaminjection is a pretend injection to
preserve nmasking in the clinical trial
BY MR. SALMEN

Q So to be clear, the patients in the 2@8
armcane in every single nmonth and received either
an injection of EYLEA or a shaminjection; is that
correct?

A. In the patients random zed to the
2 mlligramevery-eight-week armin the VIEWtrials,
there were designated tinme periods where those
partici pants would conme in and, based on the
schedul e, either receive a sham fake injection or
i njection of VEGF-Trap

Q After the VIEWtrials were published and
EYLEA was approved, you didn't require your patients

to cone in on a nonthly basis and receive either a
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sham injection or an injection of EYLEA, did you?

A. After VEGF-Trap was approved, then
patients could be placed on an every-eight-week
dosing schedule. And | did not treat patients with
sham or have them come in for a sham treatnent.

Q So after the VIEWtrials were published
and EYLEA was approved, |icensed ophthal nol ogi sts
i ke yourself were able to elimnate those sham
injections fromthe dosing reginmen that was used in
the 2Q8 armof the VIEWtrials; is that correct?

MS. FI SHVMAN:  Obj ection; |acks foundation.

But you can answer.

THE W TNESS: After EYLEA was approved for wet
age-rel ated nmacul ar degenerati on, no ophthal nol ogi st
was perform ng shaminjections.

BY MR. SALMEN

Q So even though the regi nen applied during
the clinical trials required monthly visits and
bi ront hly sham injections, |icensed ophthal nol ogi sts
i ke yourself did not have to follow that rigorous
protocol in your actual practice; is that correct?

MS. FI SHVAN:  Obj ection; |acks foundation,

m scharacterizes the docunent.
You can answer.

THE W TNESS: The docunent you're referring to,
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the VIEW1 and VIEW 2 clinica

sham i njection because of the

masked or blinded to whatever

receiving. Once EYLEA is FDA

i njections.

BY MR SALMEN

VIEWclinical trials; is that

A. After EYLEA was FDA

secondary and tertiary doses,
doses being given every eight

still providing the high |leve

trial and what the FDA required to keep the patients

practice, no ophthal nol ogi st woul d be offering sham

Q So no opht hal nol ogi st adopted the

bi monthly shaminjection visit that was used in the 15: 56: 00

opht hal nol ogi sts, based on the data fromthe VIEW1

and VIEW 2 trials, could use EYLEA with the initial

Q Those shaminjection visits were just part

of the clinical trial design for the VIEWtrials;

right? 15: 56: 58
A. Sham injection visits are part of clinical

trial designs, not part of clinical practice.
Q So after the PrONTO clinical trial was

conpl eted, did ophthal nol ogi sts |ike yourself adopt

the rigorous testing that was required, the 24 15:57: 23
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trials, required the 15:55: 10

design of the clinica

treatment they were

approved, in clinical 15:55: 34

correct?

approved,

with the tertiary 15: 56: 33
weeks apart while

of efficacy.
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rani bi zumab?

A. In ny declaration,

correct?
MS. FI SHVAN:  Obj ecti on;

calls for specul ation.

dilated visits for treating patients with 15:57: 28

opi ni on on what ophthal nol ogists did in regards to
the PrONTO study design. However, in my experience 15: 57: 47
as an ophthal nol ogist, | did not adopt the multitude
of visits that were enployed in the PrONTO study.
Q So licensed opht hal mol ogi sts |ike yourself
did not interpret the PrONTO results as actually
requiring 24 dilated office visits for your patients 15:58: 22

to treat angi ogenic eye disorder with rani bi zunab;

But you can answer. 15:58: 34
THE WTNESS: | did not offer an opinion on
what opht hal nol ogi sts did after reading the PrONTO
study. | don't recall and don't know if they
foll owed the protocol witten in the PrONTO study.
MR. SALMEN:. |'m going to hand you what was 15:59: 05
previously marked as Exhibit 2093
(Deposition Exhibit 2093 was previously
mar ked. )
BY MR SALMEN
Q Exhi bit 2093 is a reference authored by 15:59: 14
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Ron Margolis, MD. and K. Bailey Freund, M D.
Dr. Do, do you know what Dr. Ron Margolis
is?
A. I amnot famliar with him
Q Do you know Dr. David Brown?
A | do know Dr. David Brown.
Q Are you aware that Dr. Brown subnmitted a

declaration in this proceedi ng?

A | am aware he subnmitted a declaration
Q Did you review his declaration?

A I did not review his declaration.

Q I"I'l represent to you that Dr. Brown

relies on Exhibit 2093 in his declaration. He cites
toit.
If you |l ook at page 3 of this exhibit.
A Um hum
Q The bottom full paragraph states, "The
PrONTO trial denonstrated visual outconme data
simlar to the MARI NA and ANCHOR trial s of
rani bi zumab while reducing the total nunber of
i njections by 50 percent.”
Do you dispute that conclusion that
Dr. Margolis had here in his paper?
MS. FI SHVAN: Obj ection; beyond the scope,

document speaks for itself.
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You can answer.

THE WTNESS: | did not

rani bi zumab. "

BY MR SALMEN

st at ement ?

uncontrolled clinical trial

controll ed Phase 3 clinical

MARI NA/ ANCHOR trial results.

potentially significant that

provi de an opinion on

the Margolis paper in ny declaration. However, | do

not conpletely agree with the statenent "The PrONTO

trial denonstrated visual acuity outcome data 16: 01: 24

simlar to the MARI NA and ANCHOR tri al s of

Q Why do you not conpletely agree with that

A. I did not discuss the intricacies of the
PrONTO study in my declaration. However, as an
opht hal nol ogi st with experience, | would say that

the PrONTO study is an open-1label, single-center

ANCHOR trials of Lucentis were random zed
trials. And one cannot

directly compare the PrONTO study results with the

Q So you do disagree with Dr. Margolis here 16: 02: 29
then. Because he does conpare the PrONTO results
with the MARI NA and ANCHOR results.

A. Yes, | guess | disagree with him

Q So the next sentence states, "It is

nost clinical practices 16: 02: 47
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deviate fromthe rigorous testing of visual acuity
with the Early Treatnment Diabetic Retinopathy Study
chart as was used in the PrONTO study. Clinicians
have taken the PrONTO results a step further and are

commonly inplementing a 'treat and extend

strategy."”
Do you see that?
A | see those sentences.
Q Do you disagree with those sentences as
wel | ?

MS. FI SHVMAN:  Obj ection; docunent speaks for
itself.

You can answer.

THE WTNESS: | --
BY MR. SALMEN

Q Sorry. | was going to nake it easier
Let ne break it down.

The first sentence, "Mst clinical
practices deviate fromthe rigorous testing of the
visual acuity with the ETDRS study chart as used in
the PrONTO study."

Do you agree or disagree with that
st at ement ?

A. As | nmention in ny declaration, | did not

provi de an opinion on the details of the PrONTO
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study. However,

Q Okay.

year?

treatment."”

as an opht hal mol ogi st, in clinical 16: 04: 07
practice, we typically use the Snellen visual acuity
chart and not the early treatnment in diabetic
reti nopathy study chart to test visual acuity.
PrONTO trial, did you require 16: 04: 28
your patients that you were admi nistering Lucentis
to to treat their angiogenic eye disorder -- did you
make them cone in for 24 dilated visits in the first

A. Post Lucentis approval for wet age-related 16: 04: 55
macul ar degeneration, npst patients were conming in
nonthly if they were on Lucentis.

Q And for the --
just referring to that were receiving Lucentis, did
you inject every one of themon a nonthly basis in 16: 05: 21
accordance with the | abe

A. At the time period,
and after 2006, when Lucentis was FDA approved,
recall, yes, the vast npjority of patients | was
treating with Lucentis did require nonthly treatnent 16: 05: 52
to becone efficacious.

Q You say they "did require nonthly
based on eval uations that were

I's that

conducted at each of the nonthly visits? 16: 06: 04
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A Agai n, did not provide an opinion on ny 16: 06: 13
clinical practice details and testing of patients.

In ny experience as an opht hal nol ogi st, when

patients cane in, did evaluate themw th the

clinical exam nation and with eye i maging before 16: 06: 36
adm ni stering Lucentis.

Q And did you come to a conclusion as to
whet her or not each of your patients needed an
addi tional injection of Lucentis?

A. In ny clinical practice, | do carefully 16: 07: 00
assess each patient. And the mpjority of themdid
need nmont hly admi nistration of Lucentis to achieve
hi ghly efficaci ous outcones.

Q The minority of the patients in your -- in
your clinical practice that did not need Lucentis on 16: 07: 24
a monthly basis, did you nonetheless inject them
with Lucentis every nonth?

A In ny declaration,
opi nion on all the patients
As an opht hal nol ogi st , can speak to the fact that 16: 07: 48
many of these elderly patients with wet AMD had
health issues and sonetinmes m ssed their nmonthly
visit and therefore | could not inject them nonthly.
And then | had to reassess them at their next

avai |l abl e appoi ntment, which likely required another 16: 08: 13
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adm ni stration of Lucentis because they m ssed their
prior visit.

Q So after the approval of Lucentis, in your
clinical practice, did you commonly inplement a
treat-and-extend strategy?

MS. FISHVMAN: Objection; msstates testinony,

| acks foundation

You can answer.

THE WTNESS: In ny declaration, | did not
provi de an opinion on treat-and-extend reginmens. In
| ooki ng back at ny practice, | can recall that

Lucentis was nmost efficacious in ny hands when
treated nmonthly.
BY MR. SALMEN

Q You're famliar with the term
"treat-and-extend strategy"; right?

A Yes, | amfamliar with the term
treat - and- ext end

Q Can you tell me what that neans to you?

A. "Treat - and- extend regi nen" nmeans that a
patient comes in for a visit, receives a treatnent
of an intravitreal VEGF inhibitor, then returns
again in one nmonth for another assessnent and
treat ment.

If at that next visit, the patient is

still active with their angi ogenic eye disorder
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they get a treatnent and conme back the follow ng
nont h.

If at some point, the disease is inactive
or stable, then the ophthal nologist may try to
extend the next visit, usually by two-week
intervals. But at each visit, a treatnent is given
and an assessnent is perfornmed.

Q In your description of a treat-and-extend
strategy, if the Lucentis patient is not given the
second nonthly dose that you were referring to and
their treatment is extended two weeks, would that be
an off-1abel use of Lucentis at that point?

MS. FI SHVAN: Obj ection; beyond the scope.

But you can answer.

Page 197

16: 10: 05

16:10: 22

16:10: 48

included in the | abel

BY MR SALMEN

gradual ly i ncreased by one-

THE WTNESS: | would need to see the specific 16:11: 08

| abel of Lucentis to refresh nmy nenory of what was

Q Okay. Let me ask you this with regard to
Dr. Margolis' paper: He states, "Clinicians have 16: 11: 23
taken the PrONTO results a step further and are
commonly inplenmenting a treat-and-extend strategy.
In this reginmen, the tinme interval between
exam nations and intravitreal

to two-week increnents 16: 11: 44

injections is
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Do you see that?

MS. FI SHVAN:  Obj ection

itsel f.

But you can answer.

BY MR SALMEN

clinicians, as of the tine of

treat-and-extend strategy?

enpl oyed or not.

mar ked previously as Exhibit
(Deposi tion Exhibit

mar ked. )

as long as there are no signs of re-exudation, 16:11: 48

either clinically or on OCT."

A I see that sentence.
Q Do you agree with Dr. Margolis' 16: 11: 59

description of a treat-and-extend strategy?

THE W TNESS: \What Dr. Margolis states in this 16:12: 14

paragraph is a potential treat-and-extend reginen.

Q And do you agree with Dr. Margolis that

whi ch was 2010, have taken the PrONTO results a step 16:12: 29

further and are conmonly inplenmenting a

A | didn't provide an opinion on
treat-and-extend and the preval ence of that in ny

declaration. And | don't recall if it was commonly 16:13: 08

Q Dr. Do, let's |ook at your CV that was

2002.
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this publication,
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16: 15: 21
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BY MR. SALMEN

Q Is this a current copy of your CV?

A Yes, it is.

Q Can you tell me how nmany cases you've
served as an expert witness in the last 10 years?

A. Probably about five.

Q And of those five cases that you've served
as an expert witness in the last 10 years, how many
of them were for Regeneron?

A This is the first one.

Q Okay. In page 21 of your CV, you have a
list there for "Current Research Support" under
"Grants and Clinical Trials."

Do you see that?
A Yes, | see that.
Q And it's stated here that you are

principal investigator on a project for Regeneron,

No. 57?
A Yes, | see that.
Q And is that project still ongoing?
A. Yes, that clinical trial is still ongoing.
Q Are you being conmpensated by Regeneron for

that clinical trial?
A. I am not being conpensated for that

clinical trial, but Stanford University is receiving
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research funding

Q How rmuch funding is Stanford University
receiving for your role as a principal investigator
on that clinical trial for Regeneron?

A I don't recall the exact figure at this

Q Can you approxi mate how nmuch noney

Stanford is receiving?

A. I couldn't provide an approxi mate at this
time.

Q Do you have access to that information?

A I could get that information from Stanford

adm ni strators.

MR. SALMEN:. Counsel, we're going to ask that
that information be produced regardi ng the anount of
conmpensation that Stanford University is receiving
for Dr. Do's role as a principal investigator in the
ongoing clinical trial for Regeneron that's |isted
on page 21 of her CV

MS. FI SHVMAN:  You can put the request in
writing and we'll take it under consideration

MR. SALMEN: W thout an agreenent that that's
going to be produced, we're going to have to keep
this deposition open.

MS. FI SHVMAN:  You have no basis to keep the
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deposition open.

MR. SALMEN: It
testinony. 1It's not

BY MR SALMEN

co-investigator on at

trials that you I|i st

School of Medicine

MR. SALMEN: | sure do.

MS. FI SHVAN:  You can ask the witness if she
has personal knowl edge about it, but it's beyond the
scope of her declaration. |It's beyond the -- 16: 19: 14

goes to the credibility of her

beyond the scope.

Q You' ve been a principal or a
| east three other projects for 16:19: 21
Regeneron; is that correct?

A. I have been a clinical investigator on
trials sponsored by Regeneron and Genentech and
Santen and ot her industry sponsors.

Q Specific to the three other clinical 16:19: 42
CV where you are a
principal or co-investigator for Regeneron, were you
or Stanford University conpensated for those -- your
role in those clinical trials?
A. In those clinical trials in the past, npst 16: 20: 09
of them occurred when | was a faculty nmenber at
Johns Hopkins University School of Medicine. And at

that period, the research funding for clinica

trials would go to the Johns Hopkins University
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needed?

today. She's here.

use your seven hours.

produced anot her day.

BY MR SALMEN

Q And how much fundi ng went to Johns Hopkins 16: 20: 32
for your role as an investigator in those trials?

A I don't recall. W' d have to ask Johns
Hopki ns University School of Medicine because they
received the research funding.

Q And you can access that information, if

A. I don't know if can since |I'mno | onger
at Johns Hopkins University School of Medicine.

MR. SALMEN. Why don't we take a break. 16:21:18

MS. FI SHVAN: Before we go off the record, I'm
just going to nake a statenent.

The witness is available for you to depose
You can depose her. You can
If you don't use your seven 16:21: 29
hours today, you're forfeiting them
There's no basis to hold this w tness’
deposition open on a neritless claimof bias for
noney that she testified was received by a third
party. So do what you |like, but she's here today. 16:21: 43

And | cannot -- not only can

will have to take it to the board if you want her

Q Are you currently enployed by Stanford? 16: 21: 56
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Page 203
A Yes, I'ma full-time enployee of Stanford. 16: 21: 58
Q Are you -- do you receive a salary from
Stanford for your full-time enpl oynment?
A Yes, | do receive a salary from Stanford
University as a full-time enpl oyee. 16: 22: 12
MR. SALMEN. We can take a break, please.
MS. FI SHVAN:  Sure.
THE VI DEOGRAPHER: We're going off the record.
The time is 4:22.
(Recess taken.) 16: 22: 37
THE VI DEOGRAPHER: We're back on the record
The time is 4:57
BY MR. SALMEN
Q Dr. Do, referring back to what's been
mar ked Do Exhibit 4, the denmpnstrative that has 16:57: 14
Claim1l onit.
Are you there?
A. Yes, | am
Q The reference to "standard of care" in the
hi ghli ghted green text. 16:57: 30
Do you see that?
A Yes, | see that.
Q Do you include Lucentis off-|abel dosing
regimens in the "standard of care," as that term
appears in the Claim1 of the '338 patent, under 16:57: 47
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your construction?

dosi ng regi mens"?

care.

A. What do you nean by "Lucentis off-I|abe

Q Do you include off-1abel Avastin in the
standard of care for the "method of treating"” in 16: 58: 13
Claim1l of the '338 patent as that termis used
under your definition?

A When | refer "standard of care" at the
time of the patent filing, have i ncluded of f-1abe

Avastin as "a nethod for treating angi ogenic eye 16: 58: 37

di sorders" at that time based on the standard of

Q Are you including Lucentis nonthly dosing
as part of the standard of care for treating
"angi ogeni c eye disorders," as that termis used in 16:58: 59
Claim1l of the '338 patent?

A. The standard of care at January of 2011
did include nonthly dosing of Lucentis for wet
age-rel ated macul ar degeneration

Q Did the standard of care as of 16:59: 30
January 2011 include nonthly dosing of Lucentis to
treat any other angiogenic eye disorders?

A. At the time of January 2011, Lucentis was
the treatnment of retinal vein

al so FDA approved for

occlusion. And in those clinical trials, nonthly 16:59: 58
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ef ficacy.

Q As of January 2011,

within the "standard of care,

dosi ng was used and provided high | evels of 17:00: 03

filing, do you include any Lucentis off-Ilabel dosing

regi mens, other than the two you just described, 17:00: 23

under your construction in Claim1l of the '338

pat ent ?
MS. FI SHVAN: Obj ection; vague.
You can answer. 17:00: 35
THE W TNESS: What are you referring to when
you nention "of f-Iabel dosing reginmens" of Lucentis?
BY MR. SALMEN
Q Okay. |If we look at the '338 patent where
the term "angi ogeni c eye disorder” is described in 17:00: 59
Colum 5
A Um hum
Q As of January 2011, was there an approved
dosing reginmen for the treatment of macul ar edemn
following central retinal vein occlusion in the 17:01: 40
Lucentis | abel ?
A In January 2011, | believe Lucentis was
FDA approved for nmacul ar edema associated with
central retinal vein occlusion
Q As of January 2011, was there an 17:02: 02
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A. In ny declaration,

choroi dal neovascul ari zation

"After Lucentis was approved,

patent, began using clinica

FDA- approved indication in the Lucentis |abel for 17:02: 06

the treatnment of choroidal neovascul ari zati on?

opi ni on specifically on when Lucentis was approved
for choroidal neovascul ari zati on. | don't recall 17:02: 45

the exact date it was FDA approved for myopic

Q Coul d we | ook at paragraph 71 of your

decl aration, please. |n paragraph 71, you state

i ncludi ng sone of the exanples reported in the ' 338
trial endpoints that

measured visual acuity gains as primary outcome

measures. "
Do you see that? 17:03: 47
A | see that sentence.
Q You're followi ng that sentence with three
bull et points; is that correct?
A. | do see three bullet points.
Q And in Bullet Point 1, you cite 17:04: 01
Exhi bit 2122 and Exhibit 20 -- sorry -- and
Exhi bit 2123 as support.
Do you see that?
A Yes, | see those exhibits.
(Deposition Exhibit 2122 was previously 17:04: 19

Page 206

did not give an

anti - VEGF studi es, 17:03: 29
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Page 207
mar ked. ) 17:04: 19
BY MR. SALMEN
Q Exhi bit 2122 should be in your binder
Are you there?
A Yes. | amat that exhibit. 17: 04: 40
Q And you see near the bottom of page 1 of
Exhi bit 2122, it says, "Results first posted
January 17, 2013."
Do you see that?
A. Yes, | see that phrase. 17:04:58
(Deposition Exhibit 2123 was previously
mar ked. )
BY MR. SALMEN
Q If we turn to Exhibit 2123, the front page
of that exhibit, same position. On the first page, 17: 05: 07
it says, "Results first posted January 17, 2013."
Do you see that as well?
A Yes, | see that.
Q You agree that the results of
Exhi bits -- strike that. 17:05: 33
You agree that the results of the trials
described in Exhibits 2122 and 2123 were first
posted after the patent filing for the '338 patent
in January 2011; correct?
MS. FI SHVMAN:  Obj ection; docunents speaks for 17: 05: 57
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t hensel ves.
But you can answer.

THE W TNESS: The Exhibit 2122 and Exhibit 2123
state that the results of those clinical trials were
first posted January 17, 2013.

BY MR. SALMEN

Q So the results of those trials that are
described in Exhibits 2122 and 2123 were not
available to a skilled artisan as of January 2011;
correct?

MS. FI SHVMAN:  Obj ection; docunent speaks for
itself.

You can answer.

THE W TNESS: According to these documents, the
results were first posted in January 17th, 2013.

BY MR. SALMEN

Q So those results were not available to a
skilled artisan in January 2011; right?

A. As | stated, according to these docunents,
the results were first posted January 17th, 2013.

Q Dr. Do, did you have any conversations
wi th your attorneys regardi ng the substance of your
testinony today during any of the breaks?

A No, | did not.

MR. SALMEN: Okay. Pending any re-cross, |
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don't have any further

THE W TNESS: Thank you
MS. FI SHVAN
MR. SALMEN: If 1
st atenent for
Counsel

st at enent regar di ng

open.
of information that
of this witness' testinony.
comm tment to producing that i
Geor ge Yancopoul os' CV and inf
conmpensation that Stanford is
pending -- still-pending clini
So we ask that that
a comm

produced. And without

informati on, we can't

MS. FI SHVAN:  Well, we di

position. You can put your
You don't have a basis under
Qur positionis -- |
ti me you have renmining,
that tinme today. |If you don't

you're forfeiting it

questi ons.

No questions for

can j ust

the record to respond to your

| sinmply nmade two requests for
is pertinent to the credibility

Al

cl ose the deposition.

requests in witing.

any rule that

of before the board to keep her

but you're welconme to use

and we're not agreeing to nmeke

Page 209

17:07: 34

this wtness.
make one | ast
17:07: 43

keepi ng the deposition

production

I'masking for is a 17:07: 57

nformation. It was
ormati on regardi ng
receiving for her
cal trial.

i nformati on be 17:08: 20

tment to produce that

sagree with your

I'''m awar e 17:08: 33
deposition open.

'"m not sure how nuch

use that tinme today,

17:08: 46
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MS. FI SHVAN

guesti ons.

MS. FI SHVAN

her available for further deposition. 17:08: 50

So | understand your
you understand m ne

MR. SALMEN: Are you not

the information that we requested? 17:08: 56
consider it. And if you
put it in witing and you cite sone rule to ne, |I'm
happy to consider it. I"munaware of a basis in
whi ch you're entitled to that
proceeding. Actually, with that, let nme actually -- 17:09: 09

I will ask you a further question.

MR. SALMEN: You've already --

MS. FI SHVAN: ask you a further
guestion. It's relevant to your request.
MR. SALMEN: | don't think you're permtted to 17:09: 22

do that. You've already said that you had no

You told ne you were done with

the deposition. Now you're suggesting you're

holding it open. MWhich is it? Are you closing the 17:09: 31
deposition or are you holding it open?

I"mtelling you | don't agree that the

Page 210

position and | hope

agreeing to produce

di scovery in this

deposition is open, but if you're telling ne that
you believe that you have a right to hold the

deposition open for sonething that's relevant to
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Dr. Do's testinobny, I'"'mgoing to elicit testinony
from her.
MR. SALMEN:. Accepting your representation that
you have no redirect, I'Il close the deposition
MS. FI SHVAN: Okay. No further questions.
THE VI DEOGRAPHER: We're off the record at
5:10 p.m and this concludes today's testinony given
by Dr. Diana Do. Total nunber of nedia units used
was seven and will be retained by Veritext.
(Wher eupon, the proceedi ngs were concl uded
at 5:10 p.m)

---000-- -
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under the |laws that the foregoing is
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Page 213

|, the undersigned, a Certified Shorthand
Reporter of the State of California, do hereby
certify:

That the foregoing proceedi ngs were taken
before me at the tinme and place herein set forth;
that any witnesses in the foregoing proceedi ngs,
prior to testifying, were adm ni stered an oath; that
a record of the proceedings was nade by me using
machi ne shorthand which was thereafter transcribed
under nmy direction; that the foregoing transcript is
a true record of the testinmony given.

Further, that if the foregoing pertains to
the original transcript of a deposition in a Federal
Case, before conpletion of the proceedi ngs, review
of the transcript ( ) was (X) was not requested.

| further certify that | am neither
financially interested in the action nor a relative
or enpl oyee of any attorney of any party to this
acti on.

I N WTNESS WHEREOF, | have this date
subscri bed ny nane.

Dated: April 22, 2022
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