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o

IN THE UNITED STATES DILSTRICT COURT
FOR THE NORTHERN DISTRICT OF WEST VIRGINIA

[

'

REGENERON PHARMACEUTICALS,

4 INC.,
5 Plaintiff,
6 -vs- Case No. 1:22-cv-00061
7 MYLAN PHARMACEUTICALS, INC.,
8 Defendant.
9
**% QUTSIDE CQUNSEL EYES ONLY ***
10
VIDEQTAPED DEPOSITION OF FRANKLIN SWARTZWELDER
11
TAKEN ON BEHALF OF THE DEFENDANT
12
ON APRIL 12, 2023, BEGINNING AT 9:18 A.M.
13
IN BARTLESVILLE, OKLAHOMA
14
15

16 APPEARANCES:

17 on behalf of the PLAINTIFF, REGENERON PHARMACEUTICALS,
INC.

18
Mr. Thomas Fletcher

19 Mr. Adam Pan

Ms. Haylee Bernal Anderson

20 WILLIAMS & CCNNOLLY

680 Maine Avenue SW

21 Washington, DC 20024

(202) 434-5000

22 tfletcher@wc.com

apan@wc,com

23 handerson@wc.com

24 {(Appearances continued on next page.)

25 REPORTED BY: Shannon S. Harwood, CSR, RPR, CRR
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Page 2 Page 4
1
(Appearances continved,) 1 INDEX
— 2 PAGE
s 3 Direct Examination by Mr. Ehrich 7
Mr. Garrett Spiker (Via Zoom) 4
4 Mr. Jolm Przzo (Via Zoom)
STEPTOR & JOHNSON 5 EXHIBITS
? g?dﬁh’p&'fﬁ{'ff\?“m 26330 6 Exhibit Description
¢ mgggmoémpm_j frcom com 7 Defendant’s Exhibit 2012 Opening expert report of
7 . 8 Dr. Swartzwelder 8
-and - o .
8 _ 9 Defendant's Exhibit 2013 Journal article by 22
9 CAREY DOUGH A% KESSLER. & RUBY Dr. Swartzwelder
707 Virginia Street East 10 Defendant's Exhibit 2014 Birch 2006 45
10 901 Chase Tower g .
Charleston, West Virginia 25323 11 Defendant's Exhibit 2015 715 Patent 67
n (3504)] 3“@5;@:% com 12 Defendant's Exhibit 2016 Responsive expert report of
N 13 Dr. Swartzwelder g7
13 14 Defendant's Exhibit 2017 Reply expert report of
Ms. Petra Scamborova, Iy, Ty,
14 REGENERON PEARMACEUTICALS, INC. 15 Dr. Swartzwelder 92
777 01d Saw Mill Road 16 Defendant's Exhibit 2018 Excerpts from prosecution 136
13 Tarrytown, New Yotk 10591-6707 .
(914) 847-7611 history
16 petea scanbarava regeneron.com 17 Defendant's Exhibit 2019 Johnson 342 145
5 bebalf of the DEFENDANT, MYLAN PHARMACBUTICALS, INC. 18 Defendant's Exhibit 2020 Johnson 24% 146
MR Thomas H. Ehrich, Ph.I). 19 Defendant’s Exhibit 2021 Rodrigues 2013 172
B R Dot MAZZOCH! STWIK 20 Defendant’s Exhibit 2022 Kenerson 728 181
Ly (C;:l;;g;2 BS‘!lmlqris 60654 21 Defendant’s Exhibit 2023 531 Patent 203
21 whneh@mmslegt) com 22 Defendant’s Exhibit 2024 Vijayasankaran 2018 207
2
(Appearances continued on next page.) pA
byt 24
25 25
Page 3 Page 5
1 (Appearances continued.) 1 STIPULATIONS
2 Mr, Neil McLaughlin 2
Iu‘ AKOCZY MOLINO MAZZOCHI SIWIK 3 It is hereby stipulated and agreed by and
3 SI.X West Hubbard Strect 4 between the parties hereto, through their respective
Chicago, Illinois 60654 o
4 (3 12) 292794 5 attorneys, that the deposition of FRANKLIN SWARTZWELDER,
nmclaughlin@rmmsle ga[.com 6 PhD, may be taken pursuant to agreement and notice and
7 in accordance with the West Virginia Rules of Civil
6 ALSO APPEARING: Gabriel Pack, Videographer | 8 Procedure on April 12,2023, at the Hilton Garden, Inn,
7 9 205 SW Frank Phillips Boulevard, Bartlesville, Oklahoma,
8 10 before Shannon 8. Harwood, CSR, RPR, CRR.
1 g i1
1 12
13 14
14 15
15 i6
16 17
17 i8
ig 19
20
20 21
21
o) 22
23 23
24 24
25 25

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Cadsast: 222evep0NBIS TIKSBERV MD deurneme 1483 2HIeGBBI0A2S  Pitb CUGT T3P a&ID #:04 5217
PagelD #. 27046

Page 6 Page 8
1 THE VIDEOGRAPHER: This is the videotaped 1 questions. In order to preserve the record, it's just
2 deposition of Franklin Swartzwelder in the matter of 2 part of the process, but you still need to aswer all of
3 Regeneron Pharmaceuticals versus Mylan Pharmaceuticals. | 3 the questions unless your attorney specifically asks you
4 This deposition is being held at 205 Southwest Frank 4 pot to.
5 Phillips Boulevard in Bartlesville, Oklahoma, on April 5 And, finally, this is not an endurance test.
6 12, 2023, We are on the record at %:18 am. 6 If you need a break or need to leave at any time, please
7 Will counsel please state your appearances for 7 just let me kaow. The only thing I would ask is that
8 the record? 8 you please -- if there's a question pending, please just
9 MR. EHRICH: Tom Ehrich of RMMS for the Mylan| 9 answer the question before we break.
10 defendant and my cocounsel will introduce himself. 10 A. Thank you.
11 MR. McLAUGHLIN: Neil McLaughlin also from |11 Q. Okay. I'd like to hand you what's been marked
12 RMMS on behalf of Mylan. 12 as Exhibit DX 2012,
13 MR. FLETCHER: Tom Fletcher, Williams & 13 {Defendant’s Exhibit No. 2012 was marked for
14 Connolly, LLP for Regeneron Pharmacenticals, Inc. With | 14 identification and made part of the record.)
15 me are my colleagues, Adam Pan and Haylee Bernal 15 Q. (ByMr Ehrich) Do you recognize this as your
16 Anderson from Williams & Connolly, and also present from| 16 opening report in this case?
17 Regeneron Pharmaceuticals is Petra Scamborova. 17 A. Yes, Idorecognize this as my -- as my
18 THE VIDEOGRAPHER.: On the computer? 18 opening expert report.
19 MR. FRANKS: Raymond S. Fraoks, II, Carey, 19 Q. Okay. And I believe your background
20 Douglas, Kessler & Ruby in Charleston, West Virginia, 20 qualifications starts with Paragraph 11 on Page 2,
21 local counsel for Regeneron. 21 correct?
22 THE VIDEOGRAPHER: The court reporter willmow 22 A, That's correct.
23 swear in the witness. 23 Q. Okay. Andis it fair to very briefly
24 (Witoess sworn.} 24 swmmarize as most of your career was spent in industry
25 WHEREUPON, 25 in the area of cell culture media development?
Page 7 Page 9
1 FRANKLIN SWARTZWELDER, PhD, 1 A, Yes,it's fair to - to say that.
2 after having been first duly sworn, deposes and says in 2 Q. Okay. Could you please -- I'd like to ask a
3 reply to questions proponnded as follows, to-wik; 3 conple of guestions about a couple of the specific
4 DIRECT EXAMINATION 4 points in this section. Could you please go to the
5 BY MR. EHRICH: 5 bottom of Page 3 and on. to page 4, paragraph 17. It
6 Q. Good moming, Dr. Swartzwelder. 6 says that you focused on the design, development and
7 A Good moming. 7 manufacture of catalog cell culture products.
8 Q. Could you please state your full name for the 8 D¢ you see that at the top of Page 4?
9 record? 9 A Yes, I see where it states that I focused on
10 A Yeah, my natne is Franklin Swartzwelder. 10 design, development, and manufactured catalog cell
11 Q. Okay. And have you ever been deposed before? 11 culture products and new custom CHO media.
12 A No, Ihave not. 12 Q. Okay. And, sir, just an additional question.
13 Q. Okay. Sojust a couple of ground rules, As 13 What is catalog cell culture product?
14 you can, see the deposition is being transcribed, and so 14 A A catalog cell culture product in -- in my job
15 please remember that the transcriptionists do not 15 involve the production of ¢ell culture media that were
16 understand a nod or shake of the head, so please make 16 basically manufactured and placed on the shelf for sale
17 all of your answers verbal. And if any of my questions 17 and distribution to researchers --
18 are mmclear, please just let me know and Il be happy 18 Q. Okay.
19 to repeat or rephrase them. 19 A --in both academia and industry.
20 And as we are going along today, if you later 20 Q. Okay. Areyou -- are you able sitting here
21 happen to think of something you want to add to an 21 today to think of any examples of catalog cell culture
22 carlier question, please just let me know and we'll be 22 products that you would have been involved in the design
23 happy to revisit that. 23 ar development of?
24 A Twill 24 A One example that I can give you is EX-CELL
25 Q. Yourattomey will be objecting to some of my 25 Advanced --
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Page 10
1 Q. Okay.
2 A - CHO Medium.
3 @ Okay Anddid the -- did the EX-CELL Advanced
4 CHO Medium contain -- sorry. Apologize, Let me back up
5 asecond.
6 Are you familiar with the term hydrolysate?
7 A, Yes, I'm familiar with the term hydrolysate.
8 Q. Okay. And are you familiar with the term
9 serum as it's used in the cell culture mdustey?

Page 12
1 that I worked with during my time at Sigma-Aldrich.
2 Q. Okay. And does -- does this mean that the
3 formulations were designed for use with CHO cells
4 specifically?
5 A, The formulations are originally designed for
6 use with CHO cells specifically.
7 Q. Okay. And de you happen to recall if the
8 BX-CELL Advanced includes nickel in the formulation?
9 A [Idon'trecall that and I couldn't share that

10 A Very familiar. 10 if [ did.
11 Q. Okay. Soyou understand if I say -- use the 11 Q. Okay.
12 word serum, I'm probably talking about -- or I'm 12 A, Because it's proprietary formulation,
13 talking about, for example, fetal calf serum or -- 13 Q. Okay. Then -- then in that case, I'd like to
14 A, Fetal bovine serum. 14 go just one paragraph ahead to Paragraph 18 --
15 Q. Fetal bovine serum, exactly. 15 A, Sure.
16 A, Yes 16 Q. --of your opening report. It says that you
17 Q. Okay. Okay. Did -- does -- when you were at 17 - the second sentence says, "As part of that work, you
18 Sigma, did the EX-CELL Media, did -- was it a -- did -- 18 routinely assessed existing cell culture processes." Do
19 was it & media that was meant for use with serum or was 19 you see that?
20 it meant as serum-free formulation? 20 A, And what is your question?
21 A, It was meant as a serum-free formulation. 21 Q. Well, just make sure you're -~ we're at the
22 Q. Okay. And do you -- do you recall, did the 22 same place.
23 formulation include hydrolysate? 23 A Yes.
24 A, Itdoes notinclnde hydrolysate. 24 Q. Qkay.
25 Q. Okay. And was it meant to be used with 25 A, Yeah, I apelogize.
Page 11 Page 13
1 hydrolysate or was it meant to be used just on its own? 1 Q. Okay. Noproblem. And then so just to follow
2 MR. FLETCHER: Objection. 2 up on this a [ittle bit, can you give an example or two
3 A EX-CELL Advanced is meant to be used on its 3 of what kind -- sort of thiogs you wonld look at in
4 own initially, but for batch culture. 4 assessing existing cell culture processes? Can you
5 Q. (ByMr. Ehrich) Okay. 5 just, I guess, walk me through what that entails a
6 A. And fed batch culture. 6 little bit?
7 Q. For fed batch culture? T A, Assessing cell culture processes in --
8§ A Yeah 8 involves -- if we start from ground zere, it invelves
9 Q. Okay. So by the term "fed batch culture," I 9 taking a cell, in this case, a CHO cell.

10 think vou're kind of anticipating my next question. Is

11 it fair to say that EX-CELL Advanced is designed to be
12 used to culture cells that are producing recombinant

13 proteins?

14 A EX-CBELL Advanced — what one use of EX-CELL
15 Advanced Medium is in the use of culhuring CHO cells to
16 produce proteins.

17 Q. Okay.
18 A, Thal's one example.
19 Q. Okay. And turning back to the text of your

20 report, I see that it - you say -- you use the term

21 ™new custom Chinese Hamster Ovary" or CHO subculture
22 media products, and I'm curious. Why do you specify

23 that they're CHO subculture media products?

24 A I specify in the excerpt from my resume -- my

25 CV, Ispecify CHO because that was the predominant cell

10 Q. Okay.

11  A. Andidentifying what base medium it would grow
12 in best.

13 Q. Okay.

14 A, And we would assess growth, viability, and if

15 it was a clone that was engineered to produce a product,
16 we would assess the level of the expression of that

17 product. We may look at other attributes and critical

18 quality atiributes -

19 Q. Okay.
20 A --oftheclone.
21 Q. 5o --and then does it mean that -- just so I

22 -- just o I understand what you're saying, were all --
23 did all -- sitting here this morning, is it your memory
24 that all of these projects would involve CHO cells
25 specifically?
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