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

WOCKHARDT Bl O AG, CASE | PR2016- 01582
PETI TI ONER, PATENT 8, 822, 438
VS.
JANSSEN ONCOLOGY, | NC.,
PATENT OWNER.

TUESDAY, MARCH 7, 2017

VI DEOTAPED DEPCSI TI ON of PAUL A. GODLEY, MD.,
PH D., MPP, taken at the offices of Sterne Kessler
Gol dstein Fox, 1100 New York Avenue NW Suite 600,
Washi ngton, D.C., beginning at 9:06 a.m, before
Nancy J. Martin, a Registered Merit Reporter, Notary
in and for the District of Colunbia.

Veritext Legal Sol utions
M d- Atl antic Region
1250 Eye Street NW- Suite 350
Washi ngton, D.C. 20005

Veritext Legal Solutions
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1 APPEARANCES: 1 EXHIBITSPREVIOUSLY MARKED

2 2 NUMBER  Description Page

STERNE KESSLER GOLDSTEIN FOX 3 Exhibit Declaration of Paul Godley, M.D. 7
3 BY: R. WILSON POWERS II, Ph.D., ESQ. . 1002
CHRISTOPHER GALLO, ESQ. Exhibit  Prostate Specific Antigen for 125
4 1190 New York Avenue NW 5 1004 Assessing Response to Ketoconazole
Suite 600 and Prednisone in Patients with
5 Washington, D.C. 20005 6 Hormone Refractory Metastatic
(202) 371-2600 Prostate Cancer, 3 pages
6 tpowers@skgf.com 7
Representing Wockhardt Bio AG Exhibit Hormonal Impact of the 98
7 8 1005 17x-hydroxylase/C.20-lyase inhibitor
8 Abiraterone acetate in patients
9 with prostate cancer, 9 pages
9 SIDLEY AUSTIN LLP 10 Exhibit  Effect of Prednisone on 118
BY: TODD L. KRAUSE, ESQ. 1006 Prostate-Specific Antigen in
10 787 Seventh Street 11 Patients with Hormone-Refractory
New York, New York 10019 Prostate Cancer, 5 pages
11 (212) 839-5696 12
tkrause@sidley.com Exhibit Two Prevalent CUUP17 Mutationsand 54
12 Representing Janssen Oncology Inc. 13 1014 Genotype-Phenotype Correlationsin
13 24 Brazilian Patients with
14 17-Hydroxylase Deficiency, 12 pages
14 15 Exhibit Two Prevalent C YP17 Mutationsand 138
15 ALSO PRESENT: 1030 Genotype-Phenytype Correlationsin
16 SOLOMON FRANCIS, LEGAL VIDEOGRAPHER 16 24 Brazilian Patients with
17 17-Hydroxylase Deficiency, 12 pages
18 17
19 18
20
g 21
22
23 23
24 24
25 25
Page 3 Page 5
1 INDEX PAGE 1 WASHINGTON, D.C., TUESDAY, MARCH 7, 2017; 9:06 A.M.
2 2 T
TESTIMONY OF PAUL A. GODLEY, M.D., PH.D. 3 THE VIDEOGRAPHER: Good morning. My nameis

3 BY MR. KRAUSE 6 4 Solomon Francis, representing Veritext. Today's date

4 . 5 isMarch 7, 2017. Thetimeisapproximately 9:06 am.

5 EXHIBITS 6 This deposition is being held by the law offices of

6 NUMBER DESCRIPTION MARKED .

7 Exhibit Declaration of Marc B. Garnick, 142 7 Sterme, Kessler, Goldstein & Fox, located at

2015 M.D., 93 pages 8 1100 New Y ork Avenue, Northwest, Washington, D.C. and

8 Exhibit  Deoosition T ot of MarcB. 144 9 istaken by counsel for the patent owner. Caption of

ibit osition Transcript of Marc B.

9 2016 Gaerrr)mick M.D.. 49 pgges 10 this case is Wockhardt Bio AG, Petitioner, v. Janssen
10 Exhibit Declaration of Dr. Scott R. Serels, 147 11 Oncology, Inc., Patent Owner. Thiscaseis being held
1 2017 46 pages 12 inthe United States Patent and Trademark Office.

Exhibit Deposition Transcript of Scott R, 148 13 Case No. IPR2016-01582. The name of the witnessis
12 2018 Serels, M.D., 9 pages 14 Dr. Paul A. Godley.
13 Exhibit Declaration of Dr. Scott R. Serels, 149 15 At this time will counsel present please
2019 M.D., 13 pages o )
14 16 identify themselves and the parties they represent.
Exhibit ~ Deposition Transcript of Scott 150 17 MR. KRAUSE: Todd Krause of Sidley Austin for
12 2020 Serels, M.D., 90 pages 18 patent owner, Janssen.
17 19 MR. POWERS: Ralph Powers, |11, Sterne,
18 20 Kessler, Goldstein & Fox for Wockhardt.
;g 21 MR. GALLO: Christopher Gallo from Sterne,
21 22 Kesdler, Goldstein & Fox for Wockhardt.
gg 23 THE VIDEOGRAPHER: At thistime our court
24 24 reporter, Nancy Martin, representing Veritext, will
25 25 swear the witness and we can proceed.
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PAUL A. GODLEY, M.D., PH.D.,
having been first sworn,
was examined and testified as follows:

EXAMINATION
BY MR. KRAUSE:
Q. Good morning, Dr. Godley. Can you please
state your name and home address for the record.

REDACITE

11 Q. Haveyou ever been deposed before?

12 A. | have

13 Q. Thereareafew pointsthat I'd like to

14 review before we get started. If | ask aquestion
15 that isn't clear or you didn't hear me, please let me

0O ~NOO O, WDN PR

18 Okay?
19 A. Yes.
20 Q. Wehave acourt reporter taking down your

22 answersto my questions. Okay?

23  A. Yes

24 Q. Andwell try to take breaks about every hour
25 or so, but please let me know if you need a break.

16 know so | can ask the question again. If you answer,
17 1'll assume that you understood and heard my question.

Page 6

21 answersto my questions. So pleasetry to give verbal

Page 8

Q. Isthe declaration marked as Wockhardt 1002
an accurate statement of the opinions that you've
reached in this case?

A. Yes, itis.

Q. Doctor, well be talking alot about a person
of ordinary skill in the art today. When | refer to a
person of ordinary skill in the art, or POSA, P-O-S-A,
I'm referring to the person as you've defined it in

9 your expert report. Isthat understood?

10  A. | understand.
11 Q. And when wetak about that person's
12 knowledge, it refersto that person's knowledge as of
13 August 25, 2006. Isthat also understood?
14  A. That isunderstood.
15 Q. What is metastatic castration-resistant
16 prostate cancer?
17 (The witness further reviewed Exhibit 1002.)
18 THE WITNESS: So it doesn't appear | define
19 it directly, but "metastatic" implies that the cancer
20 has spread beyond the region around the prostate to
21 usualy bone or lymph node. "Castrate resistance"
22 implies a prostate cancer is no longer responding to
23 our typical hormonal strategies of antiandrogen
24 withdrawal. So by definition --
25 REPORTER MARTIN: I'msorry. Can you speak

0 ~NO O WDN PR

2 then we can take abreak. Okay?
3 A. Yes

5 and accurate testimony here today?
6 A. Notthat | know of.

11 Wockhardt Exhibit 1002.

13 to the witness.)

14 BY MR. KRAUSE:

15 Q. Isthisyour declaration?

16  A. It appearsto be.

17 Q. Would you liketo review it to confirm?
18  A. I would.

19 (The witness reviewed Exhibit 1002.)

20 BY MR. KRAUSE:

21 Q. Isthisyour declaration?

22 A ltis

24 of the declaration?
25 A. ltis.

Page 7

1 I'll finish up my line of questions that I'm on, and

4 Q. Isthere any reason you cannot give complete

7 MR. KRAUSE: I'm handing you a document
8 that's been marked as -- | apologize. | don't have
9 additional copies, but I'm sure you have a copy.

10 A document that's been previously marked as

12 (Previoudly marked Exhibit 1002 was handed

23 Q. Andisthat your signature on the last page

Page 9
1 upjust alittle bit, sir. "isno longer responding
2 totypical" --
3 THE WITNESS: Antiandrogen. Antiandrogens.
4 And so by definition, resistant to castration, and
5 cagtration is this withdrawal of androgens.
6 BY MR. KRAUSE:
7 Q. Andis metastatic castration-resistant
8 prostate cancer sometimes referred to as "MCRPC"?
9 A Ysesitis
10 Q. Asof August 25, 2006, the prognosis for
11 patients with MCP- -- let me start that again.
12 Asof August 25, 2006, the prognosis for
13 patients with MCRPC was poor, and treatment focused on
14 paliative care; isthat correct?
15  A. Thatiscorrect.
16 Q. What treatment options would a person of
17 ordinary skill in the art usein August 25, 2006 to
18 treat MCRPC?
19 A. Sothesewould typicaly be patients who have
20 failed Lupron. So they've failed first-line therapy,
21 which makes the metastatic castrate resistant. And
22 then they would receive, potentialy, an antiandrogen,
23 like Casodex or flutamide. They would then, failing
24 that, potentially get ketoconazole and hydrocortisone.
25 And, potentially, failing that, they may get
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1 hydrocortisone a one or mitoxantrone chemotherapy
2 agent.
3 Q. Soisitfair to say, then, that the

4 first-line therapies were hormonal treatments? |s

5 that right?

6  A. Soyour question was treatment of metastatic
7 castrate-resistant prostate cancer. So thiswould be

8 after --

9 Q. lsee

10  A. -- hormonal treatment.

11 Q. Okay. Sohormonal treatment would precede
12 this?

13  A. Right. Sointheir failure of hormonal

14 treatment would meet the criteriafor castrate

15 resistant. So even though your question started with
16 castrateresistant, | did mention that they would have
17 gotten something like Lupron or abilateral

18 orchiectomy first. After that, then their next

19 treatment would be their first castrate -- metastatic
20 castrate-resistant prostate cancer treatment, would

21 likely be an antiandrogen, hydrocortisone and

22 ketoconazole, potentially prednisone ketoconazole,
23 potentially prednisone alone, a drug like mitoxantrone
24 or another chemotherapy drug. Docetaxel was also
25 available at that time.

Page 12
1 docetaxel are that they're pretty effectivein
2 patients who have symptoms. So if you have a patient
3 who is symptomatic, then the tendency would be to move
4 chemotherapy up in your treatment paradigm because
5 it's pretty well established the patient can have
6 pretty dramatic palliation of their symptoms.
7 Q. lsee. Andwhat is-- | apologizeif you
8 touched on this before, but what is "androgen
9 deprivation therapy"?
10 A. Soandrogen deprivation therapy is the analog
11 of being castrate resistant. Prostate cancer asa
12 disease feeds on androgens so that withdrawal of
13 androgens can elicit aremarkable response. A guy
14 named Hopps won the noble prize by figuring out in
15 1960, figuring out that castrating men with metastatic
16 prostate cancer led to adramatic, prolonged sort of
17 responsein their cancer.
18 So that -- we haven't gotten too far away
19 from that, that it's clear that taking hormones either
20 by bilateral orchiectomy or by -- with chemicadl like
21 Lupron, removing hormones can have a dramatic effect
22 in patients with metastatic prostate cancer.
223 The problem that we face now isit doesn't
24 last. And so ayear later or two years later, you're
25 faced with a patient who has, again, increasing

Page 11

Q. | think in your report you talk about
docetaxel?

A. Yes.

Q. So and docetaxel is a chemotherapy; isthat
right?

A. Yes.

Q. Where would the use of chemotherapy fit into
kind of the landscape of therapies that a person of
skill in the art would use for the treatment of
10 prostate cancer in this 2006 time frame?
11  A. Therewas, | think, incentives on the parts
12 of physician to delay the use of chemotherapy because
13 it's much less convenient for the patient who would
14 have to come in every three weeks instead of every
15 months, and the chemotherapy side effects tended to be
16 more dramatic.
17 And so there was a tendency to shift -- even
18 though chemotherapy could be used earlier in these
19 patients, it shifted later because you keep patients
20 at home more and use oral therapies. And the
21 antiandrogens were oral, the ketoconazole and
22 prednisone were also oral. So there was atendency to
23 shift patientsto use oral, oral hormonal treatments
24 earlier.

©

Page 13
1 prostate cancer, your energy withdrawal therapy,

2 either the castration or Lupron has stopped working,
3 and now you need a sort of second line of therapy that
4 would be effective in patients that are no longer
5 responding to this antiandrogen withdrawal.

6 Q. Andthat's where the physician would start
7 using chemotherapy if they didn't decide to use it
8 earlier; isthat correct?

9 MR. POWERS: Objection. Form.
10 THE WITNESS: The -- there are acouple
11 choices.
12 BY MR. KRAUSE:
13 Q. Okay.
14  A. Sothe prevailing theory at the time was that

15 there are additional androgens that are driving the

16 prostate cancer after essentially eliminated androgens
17 coming from the testicles, that there are additional

18 androgens that are driving the prostate cancer, and

19 the next step would be to eliminate those androgens
20 and potentially get another response of the prostate
21 cancer.

22 And so there was a focus for decades on how
23 to effectively eliminate adrenal androgens, and that's
24 where drugslike -- well, Casodex has a different

25 The advantage of both mitoxantrone and

25 mechanism that's an antiandrogen, but drugs like
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1 ketoconazole had come out to eliminate the synthesis 1 treatment of metastatic castrate-resistant disease,
2 of androgens coming from the adrenal gland. 2 and that can take on many forms that | discussed,
3 And that -- those are also effective, not as 3 antiandrogens, drugs that inhibit steroid hormone
4 dramatic astheinitia treatment, but they're also 4 synthesis, various chemotherapy agents, and they're
5 effective and they're also limited in terms of how 5 al mixed together in this category and can be used --
6 long they'll be effective. 6 and they've been moved back and forth in the treatment
7 So after maybe trying an antiandrogen, which 7 paradigm, depending on what exactly the issues are
8 blocks androgens at the receptor sites on prostate 8 with that particular patient and their preferences.
9 cancer cells, and after blocking adrenal androgens, 9 Q. And the combination of docetaxel and
10 then, typically you're ready for chemotherapy, which 10 prednisoneisastandard of care for patients that
11 isabigger dea in anumber of ways, both for the 11 progressed on the androgen deprivation therapy; right?
12 patient and in terms of side effects. 12 A. Yes.
13 Q. Okay. | think you just referred to blocking 13 Q. Butl think you indicated earlier, again it
14 adrenal androgens, and | think you mentioned 14 would depend on the patient profile as to when that
15 ketoconazole, and you said, "drugs like ketoconazole." 15 combination might be used in the treatment of
16 What other drugs were physicians using to try to block 16 patients?
17 the adrenal androgens? 17  A. Correct. And it's not uncommon -- it would
18 MR. POWERS: Objection. Form. 18 not be uncommon for patients to say they don't want
19 THE WITNESS: Aminoglutethimideis a drug 19 chemotherapy, and if you have some intermediate
20 that similarly blocks -- 20 therapy that will keep their disease in check, that
21 REPORTER MARTIN: I'm sorry. What was -- 21 that's what they would prefer. So that's not
22 THE WITNESS: Aminogluthethimide. 22 uncommon.
23 Works similarly in ablating adrenal steroid 23 Q. And was the combination of docetaxel and
24 hormone synthesis and certainly abiraterone was known 24 prednisone combined -- approved for the use -- let me
25 to be adrug that had a similar effect on adrenal 25 start that again.
Page 15 Page 17
1 androgens. 1 Was the combination of docetaxel and
2 BY MR. KRAUSE: 2 prednisone approved for the use of prostate cancer
3 Q. Any othersthat you can think of? 3 around 2004?
4 MR. POWERS: Objection. Form. 4  A. Yes
5 THE WITNESS: Those are the ones that come to 5 Q. Andwasit increasingly used by the time of
6 mind. 6 2006?
7 BY MR. KRAUSE: 7 MR. POWERS: Objection. Form. Relevant.
8 Q. Okay. Andin August of 2006 a person of 8 THE WITNESS: That is my understanding.
9 ordinary skill in the art would have known that the 9 BY MR. KRAUSE:

10 combination of docetaxel and prednisone was a standard 10 Q. Andisthat because the combination of

11 of carefor patients who progressed on androgen 11 docetaxel and prednisone was the first and only known
12 deprivation therapy; isthat right? 12 treatment for prostate cancer that provided a survival
13  A. Thatiscorrect. 13 benefit?

14 Q. Andjust so | kind of understand the language 14 MR. POWERS: Objection. Form. Relevance.
15 here, thefirst-line therapy, those would be the 15 THE WITNESS: That istrue. Up until that

16 antiandrogens, and then the second-line would be 16 time, drugs had been approved for prostate cancer but
17 the -- blocking the adrenal androgens? 17 only docetaxel and prednisone had demonstrated, to
18 MR. POWERS: Objection. Form. 18 that point, asurvival benefit.

19 BY MR. KRAUSE: 19 BY MR. KRAUSE:

20 Q. Canyou describe that. 20 Q. Sonone of the drugs that had been used

21 A. Thefirst-line would be, essentialy, 21 before the approval of docetaxel and prednisone had a
22 treatment of hormone-sensitive disease, and that takes 22 survival benefit?

23 several forms, but all of it is withdrawal of 23 A. Correct.

24 androgens. 24 Q. And that was also true as of August of 2006,

25 The second step, much broader, isthe 25 docetaxel, prednisone were the only therapy that
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