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1 APPEARANCES 1 DANEL BLOH being duly sworn, testified
2 2 upon oath, as fol | ows:
3 FOR THE PETI TI ONER 3 EXAMI NATI ON
4 MR M CHAEL J. KANE 4 BY MR KAE
5 Fish & Richardson 5 Q od nmorning, Dr. Boch.
6 3200 RBC Pl aza 6 A Good morning.
7 60 South Sixth Street 7 Q Could you state your full name for the
8 M nneapol i s, MN 55402 8 record.
9 612. 335. 5070 9 A Daniel, mddleinitial A last name B och
10 kane@r . com 10 spelled with an H
11 1 Q What's your current business address?
12 FOR THE RESPONDENT: 12 A M current business address?
13 MR STEVEN W PARMVELEE 13 Q VYes.
14 MS. GRACE A. W NSCHEL 14 A 8987 East Tanque, spelled TANQUE And
15 Wl son Sonsini Goodrich & Rosati 15 then another word Verde, VERDE And then a pound
16 701 Fifth Avenue, Suite 5100 16 sign 309-387. Tucson, Arizona 85749.
17 Seattle, WA 98104-7036 17 ['ve given you that. That's ny mailing
18 206. 471. 2083 18 address. | have an office at Stanford but | live in
19 spar nel ee@wsgr. com 19  Tucson and ny letterhead has that address onit, ny
20 V5. JACQUELI NE ALTMAN 20 Tucson address.
21 Wl son Sonsini Goodrich & Rosati 21 Q  Thank you. Have you been deposed bef ore?
22 12235 EI Camino Real, Suite 200 22 A Yes.
23 San Diego, CA 92130-3002 23 Q Hwnany times, approxinately?
24 858. 350. 2300 24 A A dozen.
25 jacqueline. al tman@sgr. com 25 Q  So you've been through the drill before but
Page 3 Page 5
1 EXAMI NATI ON 1 1"l just kind of give you the ground rules again.
2 ATTORNEY PAGE | 2 A Gay.
3 BY MR KANE: 413 Q Sol'mgoing to be asking questions. You're
4 4 going to be providing the answers. Your counsel nay
5 EXHIBI T I NDEX 5 have sone objections at sone points along the way.
6 No. DESCRI PTI ON PAGE | 6 Qur court reporter here is going to be
7 Exhibit 2078  Center for Drug Evaluation and 95 | 7 taking down everything that we say, soit's inportant
8 Research Medical Review(s). 8 that -- acouple things. Qne, it seens |ike you may
9 Exhibit 2079 Document titled "Ophthal nol ogy 77 1 9 beafast talker and I'mdefinitely a fast talker, so
10 Vol ume 107, Nunber 7, July 2000." 10 we bhoth should try to maybe slow down to help her out.
11 Exhibit 2080  QuickCalcs Unpaired test 85 |11 Another thingis I'll do ny best tolet you
12 results. 12 finish your answer before | start speaking again and,
13 Exhibit 2081  QuickCalcs Unpaired test 86 |13 likewise, you should let me finish ny questions before
14  results. 14 you start speaking so that she can get that down.
15 15 Ckay?
16 REFERRED EXHI BI T | NDEX 16 A Sure.
17 Exhibit 1040  Declaration. 7|17 Q If | don't ask a question that you
18  Exhibit 1043  CurriculumVitae of Daniel A 8 |18 understand or is confusing to you please | et ne know
19  Bloch, Ph.D 19 and I'Il try to clarify for you. Ckay?
20 Exhi bit 2027 Report marked 074. 44 1920 A Ckay_
21 Exhibit 1004  Excerpt. 48 121 Q Andif you answer the question |'mgoing to
22 Exhibit 1007  Sall publication. 77 |22 assume that you understood the question. Al right?
23 Exhi bit 2008 Portion of the Restasis |abel. 92 |23 A Yes.
24 24 Q That's another thing, you have to answer
25 25 verbally "Yes" and "Nb," not uh-huhs or huh-uhs or
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1 nods of the head or shakes of the head. She can't get 1 I's that right? No? |'mnot really quite
2 that down, so that's a good point to renmenber. 2 sure. Sorry.
3 Finally, we'll take periodic breaks roughly, 3 Q The signature is June 30th.
4 usually about an hour or so of questions and then et 4 A Al right. Soit had to be early in June.
5 everybody stretch their |egs and what have you. 5 Q Ckay. How much tine did you spend working
6 If you need a break -- 6 on the declaration?
7 A 1'I1 let you know 7 A Mny hours. | don't really have an estinate
8 Q -- let ne know 8 wthne Certainly more than 50.
9 A Ckay. 9 Q And did you draft the declaration yourself
10 Q Very good. |Is there any reason that you 10 or howdid that process work?
11 can't give accurate and truthful testinony today? 1 A Yes, | did
12 A N 12 Q  So you typed the words yoursel f?
13 Q  You understand that you're under oath and 13 A No. Counsel -- counsel prepared the
14 the testinony you are giving i s under oath and is 14 formatting of the declaration and they aided ne in
15 adnissible in court? 15 figures, formatting and things of that nature, but |
16 A | do understand, yes. 16 wote the text.
17 Q  You were talking over ne there. You've got 17 Q Hwdidyouwite the text? Didyou type it
18 to slowdown and let ne finish ny question. Ckay? 18 in sone sort of docunent and send it to counsel ?
19 A Yes. 19 A Yeah. Yeah, we vent back and forth.
20 Q Wat did you do to prepare for your 20 Q Gkay. I'Il hand you what's previously been
21 deposition today? 21  marked as Exhibit 1034.
22 A | read over naterials that are pertinent to 22 Do you recogni ze that docunent ?
23 or included in ny declaration and | net with counsel. 23 A It appears to be a version of ny CV. VYes.
24 Q Wen did you neet with counsel ? 24 Q | seeit's dated Novenber 1, 2016.
25 A Yesterday for several hours as well as the 25 A Yes, | see that, too.

Page 7 Page 9
1 day before. 1 Q Vés it accurate as of that date?
2 Q DOidyou speak to anyone other than counsel 2 A Yes.
3 about the deposition? 3 Q Have there been any changes to your CVin
4 A N 4 the neantime?
5 Q I'mgoing to hand you, Dr. B och, what's 5 A There are sone mnor ones, | believe. There
6 been marked as Exhibit 1040. 6 has been at |east one manuscript that was submtted
7 A Kay. 7 that has been accepted, so that would be a change.
8 Q Do you recogni ze that docunent? 8 QGhervise, | don't think | changed -- |
9 A Yes, this is ny declaration, a copy of ny 9 would have changed anything. | think that's probably
10 declaration. 10 the only change of substance, naybe.
1 Q And on page 35, that's your electronic 1 Q Wat was the nature of that manuscript?
12 signature? 12 A (h it hadtodowith anintervention of a
13 A Yes, it is. 13 pharmaceutical conpany having to do with artificial
14 Q Andif youlook at the front cover you'll 14 protection of too muich scarring as a result of back
15  see that there are a total of six IPRs listed. 15 surgery on the spine.
16 Do you see that? 16 Q  Wen you say "intervention," what do you
17 A Rght. 17 nmean?
18 Q  And you provided the sane declaration or one 18 A They have to cut you open and put this tube
19 deposition for all six |PRs? 19 in here where they are surgically trying to help you
20 A That's ny understanding why they're |isted 20 with your debilitation.
21 here. 21 Q Thank you. And looking at the front of your
22 Q Wen did you begin working on this 22 QV-- | nay have said 1034 before but it's actually
23 declaration? 23 Exhibit 1043, if | msspoke -- | sawyou got a BS from
24 A Sonetine early in June -- no, sonetine early 24  Sanford in statistics and a Ph.D. fromJohns Hopki ns
25 inJuly, | think. 25 instatistics?
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1 A That's correct. 1 treatnent of dry eye or KCS?
2 Q  Has your enployment history been focused on 2 A Wen you say have | done any work, |'ve
3 statistics? 3 advised people. | had a colleague at Stanford who has
4 A Yes. VeI, interns of the academc part of 4 dry eye and she asked me to -- at the tine that she
5 ny career. 5 got that diagnosis to peruse the literature to help
6 |" ve been sel f-enpl oyed as a contractor as 6 her understand, you know, what the evidence is of one
7 well. That's a conpletely different profession. 7 thing perhaps working better than another.
8 Q Wat kind of activities did you undertake as 8 So that was a case that was -- it wasn't
9 acontractor? 9 through a pharnaceutical conpany, it was just a
10 A | was a general contractor in California. | 10 private kind of thing.
11 built hones. 1 But otherwise, | think with dry eye, | don't
12 Q Really. 12 recall that being a subject natter that |'ve been
13 A Qustomhones, things of that nature. That's 13 involved with.
14 wvhy there's a gap between 1972 and 1984 on that front 14 Q ay.
15  page. 15 A Excuse ne.
16 Q Prior to-- well, let ne step back. You're 16 Q As part of your professional career as a
17 obviously aware this IPR or these are |PRs and they 17 hiostatistician, have you been involved with the
18 relate to a proceeding going on in the Patent Cfice, 18 approval of drugs by FDA?
19  correct? 19 A Yes.
20 A Yes, |'ve been told that. 20 Q Have you assisted in reviewof the
21 Q You also understand that there's a District 21  submssions to FDA?
22 (Qourt litigation going on in Mrshall, Texas? 22 MR PARVELEE (bjection; form
23 A Yes. 23 Q (By M. Kane) Have you assi sted?
24 Q  And you' ve been engaged to work on the 24 A Wat was the question you asked me? | |ost
25 litigation as well? 25 ny train of thought when the objection cane in.
Page 11 Page 13
1 A Yes, | have. 1 Q M question was have you assisted in
2 Q Prior to being engaged with respect to the 2 subnissions to the FDA?
3 dispute regarding Restasis, had you done any work 3 A Yes.
4 related to ophthal mol ogy? 4 Q Have you assisted in review of subnissions
5 A WII, that's a very broad question. As a 5 nade to the FDA?
6 biostatistician, |'ve interacted wth people at 6 A Yes. But not as an enpl oyee of the FDA
7  Sanford that have done studies with eye tissues. 7 Q  Wat was your role in reviewof submissions
8 | have consul ted for startup conpani es 8 nade to the FDA?
9 having to do with devices that they've had for the 9 A WII, it varied depending upon what the
10 eye. 10  subnission was. A Phase | subnission would be a very
1 Mst recently with the startup conpany, 11 different submission than a Phase 111 prelinnary
12 actually in Tucson, Arizona, where they have a device 12 trial that was done to get approval .
13 where they can snake sonething in the back of the eye 13 Q | guess ny question was directed at, if you
14 to help ocul ar, macul ar degenerati on. 14 wveren't an enployee of the FDA why were you review ng
15 So, you know, broadly, yes, | have been 15 submssions made to the FDA?
16 involved with ocul ar-type things. And with 16 A Because of ny expertise in hiostatistics the
17 specifically with this conpound, you know 17 conpany asks ne to do this sometines.
18 Q And by the conpound, you're talking about 18 Q  Have you ever been involved or engaged by
19 cycl osporin? 19  FDA to review any subm ssions?
20 A WIIl, what isit called. Restasis? 20 A N
21 Q Yes. 21 Q  You've never been on an FDA advisory panel ?
22 A RESTASI S 22 A | have been, yes.
23 Q Yes. That's the brand name. Cyclosporinis 23 Q  Wat does that consist of?
24 the active ingredient. 24 A Again, that's a very varied topic.
25 So have you done any work related to 25 For exanpl e, one neeting was a group of
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1 somewhere around 30 of us nmet with higher-ups in the 1 A Yes, probably. That's right.
2 statistical personnel of the FDA biologics, devices 2 Q kay. So you understand that FDA has
3 and drugs, where the discussion had to do with mssing 3 statisticians who reviewclinical data in connection
4 data in submssions. 4 with a drug approval process?
5 And the FDA vanted advice in terns of how 5 A Yes, nore than an understanding. Yes, |
6 they should handle that broadly but also nore 6 knowthat's true. Yes.
7 specifically how mich nissing data it woul d be okay to 7 Q  And have you interacted with those
8 have and that was a very lively discussion. 8 statisticians?
9 So that's just a specific exanple of the 9 A Yes.
10 kind of functions that the FDA uses advisory boards 10 Q In what capacities?
11 for if it's biostatistical in nature. 1 A WII, again, that's fairly varied. 1've
12 Q Howlong have you been invol ved with FDA 12 been on conference calls with conpanies discussing
13 statistical advisory boards? 13 what the FDA statisticians had concerns wth respect
14 A I'mnot currently on the advisory board. 14 tothe -- with the investigational plan that had been
15 You'd have to go tony OV. | think | nmight have the 15 subnitted to the FDA  So there was a di scussi on about
16 dates there. | don't actually know 16 the content that way, |ong distance.
17 Q (Ckay. Wiy don't we do that. 17 | have given lectures at the FDA to
18 A | don't knowif it's here. Isit here? I'm 18 statisticians and interacted with themdirectly in
19 just looking for it. 19 that way. Those lectures have been nostly having to
20 Vel |, 1995 to 2006, it's nunber el even. 20 dowithintroducing to themsone of the newer things
21 Q Rght. Gkay. 21 that were going on in statistics that | had expertise
22 A It was inthat tine frane. 22 withinterns of howthey could apply it to their
23 Q Ckay. And that's a special government 23 needs.
24 enployee, they pay you to be on the advisory board or 24 Soit's avariety of ways |'ve interacted
25  advisory panel ? 25 with statisticians at the FDA

Page 15 Page 17
1 A | saidincluding FDA statistical advisory 1 Q Gkay. And do they use those statistical
2 panel. And | was a special governnent enpl oyee al so 2 panels, statistical advisory panels, for instance, to
3 working with the Veterans Adnministration hospital in 3 stay abreast of current statistical nethods?
4 Palo Ato. 4 MR PARMELEE (bjection; form
5 The way the Veterans Admnistration perforns 5 A | think -- well, | don't knowif they use it
6 many very high level clinical trials. 6 specifically for that purpose, but those features are
7 Excuse me, 1'mgoing to get sone water. 7 how statistics, you know continues to evolve and will
8 In fact, some of the best clinical trials 8 conme out when you're at an advisory panel because
9 that are done in this country are through the VA 9 people will bring up newer nethods that perhaps coul d
10 system where their subjects in the VA are veterans. 10  be used.
1 And these protocol s are actual |y headed by 1 Q (By M. Kane) Wen you've given |ectures to
12 statisticians, unlike nany other grants which are 12 the FDA regarding statistics, what format or context
13 headed by Pi's which are specialists in the particul ar 13 did that come up in?
14 field. 14 A | canrecall one |ecture which had to do
15 And | was the adviser to the VA on the 15 with presenting to them-- it's a nouthful -- it's
16 planning and execution of those trials. And there are 16 called non-paranetric regressi on, non-paranmetric
17 VA centers throughout the country, five or six, that 17 regression nethods, which they wanted to use -- 1'm
18 areinvolved in these clinical trials that are funded 18  sorry.
19  through the governnent. 19 | haven't had this frog in ny throat all
20 So | wes a special government enpl oyee for 20 wveek and now | have to have it.
21 that. | don't believe | got paid but they had to 21 Q That's the way it goes.
22 designate ne somehow to be invol ved. 22 A And they were hoping to be able to use that
23 Q | see. Andisthat -- looking at your 23 nethodol ogy in their post-narketing surveillance
24 professional activities, it's nunber nine there, is 24 program and that's a fairly critical part of what
25 that what you were referring to? 25 they do. But that's, you know it speaks for itself.
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