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1 Thursday, January 9, 2025 1 APPEARANCES
2 10:07 am. 2
3 3 ATTORNEY(S) FOR DEFENDANT AND WITNESS:
4 Videotaped Deposition of 4 Brendan Jones, PhD, Esquire
5 DUNCAN WHITNEY, PhD, held at the offices 5 FOLEY HOAG LLP
6 of Quinn Emanue Urquhart & Sullivan, LLP, | 6  Seaport West
7 111 Huntington Avenue Suite 520, pursuant 7 155 Seaport Boulevard
8 to Notice before Deborah Roth, a Certified 8  Boston, Massachusetts 02210
9 Reporter and Notary Public of the 9 (617) 832-1000
10 Commonwealth of Massachusetts. 10  bjones@foleyhoag.com
11 11
12 12
13 13 ALSO PRESENT:
14 14 Sean Budd, Videographer
15 15 Alexandra M. Gorman, Esquire
16 16
17 17 PRESENT VIA ZOOM:
18 18
19 19 Carly Conway, Esquire,
20 20 Exact Science
21 21 (Morning session only.)
22 22
23 23
24 24
Page 2 Page 4
1 APPEARANCES 1 PROCEEDINGS
2 2 THE VIDEOGRAPHER: Stand by.
3 ATTORNEY(S) FOR PLAINTIFF: 3 Okay. Weareontherecord. The
4 SandraHaberny, PhD, Esquire 4 videographer speaking, Sean Budd, with
5 QUINN EMANUEL URQUHART & SULLIVAN, LLP| 5 Veritex Lega Solutions.
6 865 S. Figueroa Street 6 Today's date is January 9, 2015
7  10th Floor 7 andthetimeis10:07 am. Weare herein
8 LosAngeles, Cdifornia 90017 8 Boston, Massachusetts to take the video
9  (213) 443-3000 9 deposition of Duncan Whitney PhD in the
10  sandrahaberny@quinnemanuel.com 10 matter of Exact Science Corporation versus
1 -and - 11 Geneoscopy Inc.
12 Jihong Lou, Esquire 12 Would counsel please introduce
13 QUINN EMANUEL URQUHART & SULLIVAN LLP |13 themselvesfor the record.
14 13001 StNW 14 MS. HABERNY: Sandra Haberny of
15  Suite 900 15 Quinn Emanuel on behalf of the plaintiff,
16  Washington, DC 20005 16 Exact Sciences, also with meis Jihong Lou
17  (202) 538-8000 17 of Quinn Emanuel on behalf of Exact Sciences
18 jihonglou@quinnemanuel.com 18 and Alex Gorman of Exact Sciences?
19 19 MR. JONES: Brendan Jonesfor
20 20 Foley Hoag on behalf of Geneoscopy and the
21 21 witness.
22 22 THE VIDEOGRAPHER: The court
23 23 reporter today is Deborah Roth. Will you
24 24  please swear in the withess.
Page 3 Page 5
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1 DUNCAN WHITNEY PhD, 1 Q. Didyou consider the deposition
2 having been satisfactorily 2 transcripts of the experts for Exact
3 identified by the production of his/her 3 Sciencesin thiscasein preparing your
4 driver'slicense, and duly sworn by the 4 declaration?
5 Notary Public, was examined and testifiedas | 5  A. Could you specify who the experts are
6 follows: 6 that you're talking about?
7 (Exhibit 23 was marked for 7 Q. Doyou know who Exact Sciences
8 identification.) 8 expertsarein thiscase?
9 EXAMINATION 9  A. I doknow some of them, yes.
10 BY MS. HABERNY: 10 Q. Who do you know of?
11 Q. Good morning, Dr. Whitney. 11 A. | know of Dr. Patterson, Dr. Eshoo.
12 A. Good morning. 12 Certainly those two.
13 Q. You've been handed what's marked as 13 Q. Didyou consider the deposition
14 Exhibit 23. Do you havethat in front of 14 transcript of Dr. Patterson -- strike that.
15 you? 15 | will start over.
16 A.Yes 16 Did you consider the transcript of
17 Q. What is Exhibit 23? 17 the deposition of Dr. Patterson in preparing
18  A. It appearsto be acopy of the second 18 your second declaration?
19 declaration that | have written. 19 A.ldid.
20 Q. Isthisthe second declaration that's 20 Q. Did you consider the transcript of the
21 beenfiledinthedistrict court litigation 21 deposition of Dr. Eshoo in preparing your
22 between Exact Sciences and Geneoscopy? 22 second declaration?
23 A.Yes | beieveitis. 23 A.ldid.
24 Q. Andyour signatureis on Page 77? 24 Q. Didyou review Dr. Patterson and
Page 6 Page 8
1  A.Thereisno page number, but it 1 Dr. Eshoo's deposition transcripts
2 would appear to be Page 77. It comes after 2 themselves?
3 Page76. 3 A.l had awritten copy of the
4  Q.Okay. And before you signed, did you 4 transcriptsif that's what you mean.
5 read the declaration carefully? 5 Q. Anddidyou review the written copies
6 A.Yes 6 of thetranscripts?
7 Q. Didyou write the declaration 7 A ldid.
8 yoursdf? 8 Q. How much timedid you spend reviewing
9  A.l wrotethisin conjunction with 9 those transcripts?
10 counsdl. 10 A.Agan| can't say for certain, but it
11 Q. How much timedid you spend preparing | 11 was many hours.
12 your second declaration for this case? 12 Q. Did you review the entirety of the
13 A. I spent many hours over at least a 13 transcript of the deposition of
14 couple of weeks. 14 Dr. Patterson?
15 Q. What'syour estimate of how many? 15 A. I meantheway | would answer that is
16  A.lrealy don't know how many hours, 16 | wasgiven awritten copy of the
17 but | know that it was at least afew dozen 17 transcripts. | read the entirety of what |
18 hours. 18 wasgiven.
19 Q. Two dozen? 19 Q. Soyou read the transcript of the
20  A.I'll stay with afew dozen. 20 entire deposition of Dr. Patterson?
21 Q. How many dozen? Your best estimate. |21  A. | can't confirm whether or not that
22 A.lredly don't know. 22 wasthe entire deposition of Dr. Patterson,
23 Q. Wasit more than 50 hours? 23 but again | reviewed what | was givenin
24 A.ltwas probably not under 50 hours. 24 terms of the written record.
Page 7 Page 9
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1 Q. Wereyou given the full transcript of 1 declarationinitsentirety?
2 Dr. Patterson's deposition? 2 MR. JONES: Objection to form.
3 A.You'reasking me something that I've 3 Compound. There are multiple declarations
4 dready answered. | don't know if | was -- 4 submitted in this case by Dr. Patterson.
5 if thewritten transcript that | received 5 Q. Didyou review the declaration that
6 was, infact, arepresentation of the entire 6 Dr. Patterson submitted in thislitigation
7 deposition. 7 initsentirety?
8 Q.I'mgoingto hand youwhat'smarkedas | 8  A. (Witnessreviews document.)
9 Exhibit 24, which is the transcript of the 9 Q. Sorry, let me strike that.
10 November 22, 2024 deposition of Bruce K. 10 Do you know how many declarations
11 Patterson. 11 Dr. Patterson submitted in thislitigation?
12 (Exhibit 24 was marked for 12 A. I believe he has submitted two.
13 identification.) 13 Q. Didyou review both of those
14 Q. Doyou recognize this? 14 declarationsin their entirety in preparing
15  A. (Witness reviews document.) 15 your second declaration in this case?
16 Yes. 16  A.Youreasking meif | reviewed both of
17 Q. Didyou review this entire deposition 17 the declarations that he has written?
18 transcript in preparation for your second 18 Q.Yes
19 declarationin this case? 19 A.Yes | have
20 A.Yes, | believel did. 20 Q. Okay. Didyou review the declaration
21 Q.Allofit? 21 that Dr. Eshoo submitted in thiscasein its
22  A. (Witness reviews document.) 22 entirety in preparing for your second
23 Yes, | believel did. 23 declaration?
24 24 A. (Witness reviews document.)
Page 10 Page 12
1 (Exhibit 25 was marked for 1 I am having some difficulty
2 identification.) 2 recdling exactly the dates of when this
3 Q. And now marked as Exhibit 25 isthe 3 deposition was taken and recorded and when |
4 November 14, 2024 deposition transcript of 4 had written the second declaration, but |
5 the deposition of Mark W. Eshoo PhD. 5 know that | had reviewed it and that it was
6  A.(Witness reviews document.) 6 included in part of my considerations for the
7 Q. Do you recognize this? 7 declaration.
8 A.Yes 8 Q. Soyoudon't know whether or not you
9 Q. Didyou review the deposition 9 reviewed Dr. Eshoo's declaration before you
10 transcript of Dr. Eshoo that's herein 10 submitted your second declaration?
11 Exhibit 25initsentirety in preparation 11  A.No, I believel did. What I'm saying
12 for your second declaration in this case? 12 isI'm having difficulty remembering the
13  A.Yes | believel did. 13 exact dates asto when | had written the
14 Q. Theentiretranscript in its entirety? 14 second declaration relative to this.
15  A. (Witness reviews document.) 15 THE VIDEOGRAPHER: Thetimeis
16 Yes, | believel did. 16 10:21. Off therecord.
17 Q. Did you review the declaration of 17 (A discussion was held off the record.)
18 Dr. Patterson that was submitted in this 18 THE VIDEOGRAPHER: We are back on
19 casein preparation for your declaration, 19 therecord. Thetimeis10:24.
20 for your second declaration? 20 BY MS HABERNY:
21 MR. JONES: Objection. 21 Q. Didyou review any materials that were
22  A.Yes, that was part of the preparation 22 submitted in the IPR proceeding in
23 that | did for writing the declaration. 23 connection with preparing your second
24 Q. Anddid you review Dr. Patterson's 24 declaration?
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1 MR. JONES: Objection to form. 1 refresh my memory that would be wonderful.
2 Q. Sorry, let meclarify that. 2 Q. Soyou don't know sitting here today?
3 Did you review any materias that 3  A.ldidn't say that. If thereisgoing
4 were submitted in any IPR proceeding in 4 to be aseries of followup questionsto this,
5 connection with preparing your second 5 1 wouldliketo seewhat it isthat I'm
6 declaration? 6 referring to.
7 A.Yes Totheextent that alot of the 7 (Exhibit 27 was marked for
8 same cited referencesin the IPR are common | 8 identification.)
9 tothisproceeding, | reviewed someof those. | 9 Q. Marked as Exhibit 27 is the patent
10 Q. Didyou -- strike that. 10 owner'sresponsein Case No. |PR2024-00459
11 Were there some cited referencesin 11 regarding U.S. Patent 11,634,781.
12 thelIPR that you did not review in 12 MR. JONES: So we are skipping 26?
13 connection with preparing your second 13 MS. HABERNY: Yes.
14 declaration? 14 MR. JONES: Okay.
15 MR. JONES: Objection to form. 15  A. (Witnessreviews document.)
16  A.ldontrecal. Therewere many 16 Q. Didyou review this patent owner's
17 referencesin both. So | couldn't accurately 17 responsethat is Exhibit 27 when preparing
18 answer that question. 18 your second declaration in this case.
19 Q. Didyoureview Exact Sciences patent 19  A. (Witnessreviews document.)
20 owner response and corresponding exhibits | 20 Yes.
21 that were submitted in the IPR relating to 21 Q. Did you consider the patent owner's
22 the'781 patent in preparing your second 22 responsein Exhibit 27 initsentirety in
23 declaration? 23 preparing your opinions for your second
24  A.I'msorry, could you ask that again. 24 declaration?
Page 14 Page 16
1 Q.Didyou review Exact Sciences patent 1  A.Thisis--thiswaswritten as part of
2 owner response and corresponding exhibits 2 thelPR asl understand it.
3 that were submitted in the IPR relating to 3 Q. Correct.
4 the'781 patent in preparing your second 4 A.| considered many, many different
5 declaration? 5 sources of information as part of the second
6  A.Whoisthe specific person you're 6 declaration. | suspect | included parts of
7 referring to? 7 thisaswell.
8 Q. Doyou -- are you aware of any patent 8 Q. Youdon't know whether or not you
9 owner response that wasfiled in the IPR 9 reviewed the patent owner'sresponseinits
10 proceeding challenging the '781 patent? 10 entirety in preparing your opinionsin your
11  A. Maybel'm getting hung up on the 11 second declaration?
12 nomenclature, but | regard the owner asExact |12~ A. What I'm saying isthat | have
13 Sciences, and the inventor, which as| 13 revieweditinitsentirety, and then the
14 understand is adifferent word, isnot an 14 second part of your question is about whether
15 Exact Sciences employee. 15 or not that wasin preparation for the second
16 Q. Haveyou seen adocument titled 16 declaration, but once I've reviewed it, it's
17 "Patent Owner's Response” that was submitted | 17 something that I'm aware of, and so whether
18 inthe PR proceeding relating to the 781 18 that was part of the second declaration or
19 patent? 19 any other declaration, it's something that's
20 A.l have. 20 inmy consciousness.
21 Q. Do you know what that document is? 21  Q.Okay. Didyoureview al of the
22 A.l believel know what it is. 22 exhibits that were submitted with this
23 Q. What do you understand it to be? 23 patent owner's responsein the IPR in
24 A.If you could give me acopy of that to 24 preparing your opinions for this case?
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1 MR. JONES: Objection to form. 1  A.Okay.
2 A.I'mlooking at all of the exhihits. 2 Q. Okay. Soyou identify only one
3 (Witness reviews document.) 3 document that was produced by Exact Sciences
4 | looked at many of these. | can't 4 inthislitigation as part of your Materials
5 saythat | looked at all of them as | look at 5 Considered, correct?
6 thisnow. 6 MR. JONES: Objection to form.
7 Q. Didyou review the declaration of 7  A.l seethat there'sonelineitem
8 Peter Wood that was an exhibit to the patent 8 listed there. Thereisapublication below
9 owner's response in preparing your opinions 9 that. | don't recall exactly what'sin that
10 for this case? 10 onelineitem that you are referring to.
11 A.Yes | bdievel did. 11 Q. Didyou consider any documents that
12 Q. Doyou know for sure? 12 Exact Sciences produced in this litigation
13 A.Yes | did. 13 other than this one in your Materials
14 Q. Didyou review Peter Wood's 14 Considered in forming your opinions for this
15 declaration in its entirety in forming your 15 case?
16 opinionsfor this case? 16 MR. JONES: Objection to form.
17 A.Yes 17 A.Again| don't know what'sin that
18 Q. Canyou please turn in Exhibit 23, 18 document. Sol don't -- | can't answer that
19 whichisyour second declaration to the 19 question.
20 Materials Considered, which is Exhibit A 20 Q. Soif you look right behind thisin
21 behind your signature page? 21 your declaration, do you seethat that is a
22 A.Okay. Excuse me. Okay. 22 document that you've identified in that line
23 Q. Soyou see at the bottom it says 23 itemsthat beginswith EXAS-GEN Bates stamp?
24 "Documents and Publications'? 24 A. | do seethat those numbers match,
Page 18 Page 20
1 A Yes 1 vyes
2 Q. Andyou list one Bates-stamped 2  Q.Okay. Sodidyou review any document
3 document, one document that was produced in 3 produced by Exact Sciencesin this
4 thisdeposition; isthat right? 4 litigation other than this one PowerPoint
5 A.I'msorry, could you repest that? 5 deck that you've attached as Exhibit B to
6 Q.Youlistinyour Materials Considered 6 your declaration?
7 only one document that has a Bates stamp 7 MR. JONES: Objection to form.
8 that was produced as part of this 8  A.Wadll, "document" seemslike avery
9 litigation, correct? 9 broad term. So I'm not exactly sure what
10 MR. JONES: Objection to form. 10 you're asking.
11  A.l don't know what a Bates stamp is. 11 Q. Anything that was either a hard copy
12 Q. Do you see that number EXAS-GEN with 12 on paper or a document in PDF or some other
13 numbers? 13 document form on a computer.
14 A.Yes 14  A. Areweincluding declarations and
15 Q. Doyou understand that that isa 15 those types of documents as well?
16 number that identifies a document that Exact 16 Q. No. Just documentsthat have these
17 Sciences produced in discovery in this 17 Bates stamps at the bottom beginning
18 litigation? 18 EXAS-GEN.
19  A.Il don't recognize the number. 19 MR. JONES: Objection to form.
20 Q. will represent that documents 20  A.Yeah, tobehonest, as| testified a
21 stamped with anumber beginning EXAS-GEN are | 21 moment ago, | don't -- | didn't recognize
22 documents that Exact Sciences produced 22 that number. | haven't been paying alot of
23 during discovery in thislitigation; is that 23 attention to the EXAS-GEN designations on the
24 fair? | represent that to you. 24  documents. So | can't answer that question.

Page 19
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1 Q. Soother than declarations, did you 1 insomeways, but, also introduced a number
2 review any documents produced by Exact 2 of questionsin my mind related to this and
3 Sciencesin thislitigation other than the 3 other topics, and | would have wanted to see
4 onethat's Exhibit B to your declaration? 4 other PowerPoints, the answer would be yes.
5 MR. JONES: Objection to form. 5 Q. Theonly PowerPoint provided to you in
6  A.ldon'tknow that | can answer that 6 the materialsthat you considered for your
7 question in the sensethat | obvioudly did 7 second declaration is this one PowerPoint
8 not get this document directly myself from 8 thatisin Exhibit B?
9 Exact Sciences, and | rely on somedocuments| 9 A. (Witness reviews document.)
10 coming from counsel, and so | don't know of |10 Again | don't -- well, | believe
11 all the documentsthat | have received and 11 with respect to PowerPoint representations, |
12 reviewed, which ones are directly from Exact, |12 think that's an accurate statement, that this
13 inorder to answer your question. 13 istheonly onethat | have seen.
14 Q. Didyou ask counsel to provide you 14 Q. Didyou review any Excel spreadsheets
15 with any other PowerPoint decks that Exact 15 produced by Exact Sciencesin this
16 Sciences produced in this case other than 16 litigation in forming your opinions?
17 theonethat'sin your declaration as 17 A. Il don't know that | can answer that.
18 Exhibit B? 18 Again| have seen alot of documents, some of
19 A. Soyou'reasking specifically about 19 them may have been in Excel format. | don't
20 PowerPoints? 20 know honestly that | can answer that.
21 Q. Correct. 21 Q. Sositting here today, you can't say
22  A.ldon'tbelievel did. 22 that you reviewed any Excel spreadshest
23 Q. Didyou ask counsel whether Exact 23 produced by Exact Sciencesin this
24 Sciences had produced any PowerPointsin 24 litigation in forming your opinions?
Page 22 Page 24
1 thislitigation, apart from the onethat is 1  A.WhatI'msayingisthat | have
2 Exhibit B to your declaration? 2 reviewed alot of documents. | know that
3 MR. JONES: Objection to form. 3 there were many PDFs. There were Word docs,
4 Also, | object that calls for conversations 4 therewas at least one PowerPoint. | have
5 with counsdl. 5 seen lists of things that may have beenin
6 MS. HABERNY: I'm just asking him 6 Excel format, but I can't confirm that is
7 what he considered. 7 what I'm saying.
8 MR. JONES: You're not asking him 8 Q. Arethere any documents that you
9 what he considered. You'reaskinghimwhat | 9 reviewed informing your opinions for your
10 heasked counsel. 10 second declaration that you did not list in
11 MS. HABERNY: Yeah, didhewantto | 11 the Materias Considered?
12 see-- 12 A. (Witnessreviews document.)
13 MR. JONES: Ask him that question. 13 | don't know that | can accurately
14 BY MS. HABERNY:: 14 answer that. | certainly -- could you ask
15 Q. Didyou want to see any PowerPoint 15 the question again, I'm sorry.
16 decksother than -- sorry, let me start 16 Q. Arethere any documents that you
17 over. 17 reviewed in forming your opinions for your
18 Did you want to see any PowerPoint 18 second declaration that you did not list in
19 decks produced by Exact Sciencesin this 19 the Materials Considered?
20 litigation other than the one that's 20  A.Well, thislist certainly does not
21 attached as Exhibit B to your second 21 include any of -- or many of the exhibits and
22 declaration? 22 referencesin those -- are not explicitly
23 A. 1l will answer that by saying that this 23 listed here. Thereisone publication here
24  particular PowerPoint was very illustrative 24 listed from Troy, et a., but otherwise there

Page 23
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1 werecertainly many other documentsof those | 1 Q. What isthis?
2 kind that are not listed here. 2 A.Thisismy CV.
3 (Exhibit 28 was marked for 3 Q. WasthisExhibit A the CV that you
4 identification.) 4 attached to your first declaration in this
5 Q.| have handed you what is marked as 5 case?
6 Exhibit 28. Do you recognize this, 6  A.Let merefresh my memory. Canyou
7 Exhibit 28? 7 tell mewherewould | find that?
8 A.Yes 8 Ah, yes, sorry. List of Exhibits
9 Q. Whatisit? 9 indicates CV of Dr. Duncan Whitney as
10 A.lt'salist of patents, sorry, aswell 10 Exhibit A. Sol believethisisthe same
11 asanumber of other documents. 11 copy.
12 Q. And thisdocument istitled "Materials 12 Q. Okay. Andthenif you go back to
13 Considered"; isthat correct? 13 Exhibit 28, which istitled "Exhibit B" and
14 Alltis 14 it's"Materials Considered." Do you see
15 Q. IsthisMaterials Considered the 15 that?
16 compilation of materialsthat you considered |16  A.Yes.
17 in connection with your first declaration in 17 Q. Canyou confirm thisisthe Materials
18 thislitigation? 18 Considered that you attached to your first
19  A. (Witnessreviews document.) 19 declaration submitted in this case?
20 Y ou're asking me about the first 20  A. (Witness reviews document.)
21 declaration? 21 Yes, | believeitis.
22 Q. Actudly let mewithdraw that and give |22 Q. Okay. Do you see anywherein the
23 you your first declaration and then maybe 23 Materials Considered for your first
24 you can answer it. 24 declaration in this case, do you see any
Page 26 Page 28
1 (Exhibit 1 introduced.) 1 document that has that Bates stamp EXAS-GEN?
2 Q. Thiswas marked as Exhibit 1 last 2 MR. JONES: Objection to form.
3 time. Do you recognize Exhibit 1? It's 3  A.ldonot.
4 entitled "Declaration of Duncan Whitney," 4  Q.Okay. Arethere any materialsthat
5 and you see at the very top thereis a stamp 5 you omitted from the Materials Considered
6 that says"Document 123"7? 6 for your first declaration, but that you
7 A.Yes | seethat. 7 actualy reviewed?
8 Q. Isthisyour first declaration that 8 MR. JONES: Objection to form.
9 you submitted in thislitigation? 9  A.I'mnotsurel can accurately answer
10 A.Yes | beieveitis. 10 that question. | reviewed alot of
11 Q. Okay. Now, if you look at Exhibit 26, 11 materials, not al of it ended up being
12 doyou seethat'stitled "Exhibit A" and has 12 encompassed within the declaration itself.
13 astamp at the top that's "Document 123-1"? | 13 Soit's hard for me to answer that question.
14  A. Sorry, hold on. So Exhibit -- 14 Q. Sitting here today, can you identify
15 Q.26-- 15 any document that Exact Sciences produced in
16 A.--26? Holdon. Thereisno 26. 16 thislitigation that have that Bates stamp
17 Q.| am handing it to you now. 17 EXAS-GEN that you reviewed with your first
18 (Exhibit 26 was marked for 18 declaration?
19 identification.) 19 MR. JONES: Objection to form.
20 Q. Sol havejust handed you what's 20  A.Asl sit heretoday, | cannot recall
21 marked as Exhibit 26, which is Exhibit A, 21 anything that had that Bates stamp, as you
22 andit'stitled "Duncan H. Whitney PhD." Do |22 callit.
23 you seethat? 23 Q. Sositting here today, across the
24 A.Yes 24 materials you considered for both your first

Page 27
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1 and second declarations in this case, there 1  A.That'scorrect.

2 isonly one document that has that Bates 2 Q. Wasthereacertain goa for the level

3 stamp EXAS-GEN, correct? 3 of sengitivity that you were trying to

4 MR. JONES: Objection to form. 4 achievein developing a colorectal cancer

5 A.Asl said, as| am sitting here today, 5 screening test while at Exact Sciences?

6 it'stheonly onethat | recall. 6 MR. JONES: Objection to form.

7 Q. Sositting here today, you can only 7  A.Our goa wasto try to maximize the

8 recall having reviewed one document produced 8 sensitivity of a screening test for

9 by Exact Sciencesin thislitigation in 9 colorectal cancer.
10 forming your opinions for this case? 10 Q. Wastherealevel of sensitivity that
11 MR. JONES: Objection to form. 11 you would have considered inadequate?
12 A.No, | didn't say that. What | said is 12 MR. JONES: Objection to form.
13 that you were asking meif | had reviewed 13 A.I'mnot exactly sure how to answer --
14 only one document with that Bates stamp, and | 14  sorry, I'm stalling -- I'm not stalling.
15 what | indicated isthat, as| sit here 15 | am not exactly sure how to answer
16 today, | only recall reviewing one document | 16 that question. | am -- certainly we knew
17 with the Bates stamp. 17 that from some of the very first experiments
18 Q. Didyou ask to see any documents 18 that were run and published in a publication
19 reating to Exact Sciences RNA hiomarker 19 around 2000 that our sensitivity reported in
20 research other than the one PowerPoint that 20 that paper was about 90 percent or so, and we
21 you attached to your second declaration? 21 were excited about that result, and | would
22 MR. JONES: Objection. Form. 22 say that our subsequent goals were to be able
23  A.Didl ask who? 23 toachieve something at least similar to
24 Q. Counsdl. 24  that.

Page 30 Page 32

1 THEWITNESS: Am | alowed to 1 Q. Wasthereacertain goal for alevel

2 answer that? 2 of specificity that you were seeking to

3 MR. JONES: Yes, you can answer 3 achieve with a colorectal cancer screening

4 that "yes' or "no." 4 test while at Exact Sciences?

5 A.No. 5 MR. JONES: Objection to form.

6 Q. Canyou turn back to Exhibit 26, 6  A.Aganwewerelooking to be able to

7 please. Thisisyour curriculum vitae. 7 develop atest which had high sensitivity and

8 A.Yes Sorry, | didn't know therewas a 8 high specificity. Wedid not, asfar as|

9 questions. 9 recall, have a specific level of specificity
10 Q. Maybethere wasn't. 10 that we were willing to accept at that time.
11 Okay. So you worked at Exact 11 Q. Wereyou involved in developing atest
12 Sciences from 2000 to 2005? 12 for both nucleic acid biomarkers and blood
13  A. That's correct. 13 proteins from a stool sample while you were
14 Q. Andyou worked on trying to develop 14 at Exact Sciences?
15 colorectal cancer screening tests while at 15  A.Thework that | did when | was at
16 Exact Sciences? 16 Exact did not directly involve working with
17 A.Yes | did. 17 blood-protein-based testing.
18 Q. And after you left Exact Sciences, you 18 Q. Didit occur to you while you were at
19 did not work on developing any tests using 19 Exact Sciences that atest that assayed both
20 stool samples, correct? 20 nucleic acid biomarkers and blood proteins
21 A. No, that's not correct. 21 would be adesirable test?
22 Q. After you left Exact Sciences, you did 22 A.Yes
23 not work on developing any colorectal cancer |23 Q. Did you tell anybody that?
24 testsusing stool samples, correct? 24 MR. JONES: Objection to form.

Page 31
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1  A.lrecdl that it was certainly 1  A.lcertainly -- sol certainly am aware
2 something that was talked about beyond just 2 of that now. I'm having some difficulty
3 mysdf. Infact, | -- yeah, no, I'll leave 3 recdling exactly when or if | was aware of
4 it at that. 4 it at that time -- in that time period.
5 Q. Whotalked about it? 5 Excuseme.
6  A. Therewere several peoplein the 6 Q. Doyouthink it would have been
7 company. | know that one of the peoplewho | 7 trivial to develop atest that assays both
8 wasalso thinking about thiswasaguy named | 8 nucleic acid biomarkers and blood proteins
9 Barry Berger. 9 from the same stool sample before the 2005
10 Q. Doyou think it would have been easy 10 time period?
11 todevelop atest that assayed both nucleic 11 MR. JONES: Objection to form.
12 acid biomarkers and blood proteins in stool 12 A. Again| think that calls for some kind
13 totest for colorecta cancers while you 13 of subjective assessment as to the ease of
14 were a Exact Sciences? 14 doing this.
15 MR. JONES: | object to the form. 15 What | certainly -- excuse me --
16  A.How areyou defining "easy"? 16 recognize now and am having difficulty
17 Q. How much work do you think it would | 17 recaling whether | knew that then is that
18 have taken to develop atest that assayed 18 therewasprior art for people doing exactly
19 both nucleic acid biomarkers and blood 19 that.
20 proteins from stoolsto test the colorectal 20 Q. Sitting here as an expert in this
21 cancer while you were at Exact Sciences? 21 case isit your opinion that it would have
22 MR. JONES: Objection to form. 22 beentrivial to develop atest that assays
23  A.Inthetimel wasthere, we certainly 23 both nucleic acid biomarkers and blood
24 were spending alot of the time working on 24 protein during the 2000 to 2005 time period?
Page 34 Page 36
1 developing and optimizing the DNA-based tests 1 MR. JONES: Objection to form.
2 and specific biomarkers that were being used 2  A.lthink that'savery -- the same
3 for that. 3 question you just asked me.
4 My starting assumption on the blood 4 Q. I'masking for your opinion on that.
5 protein side was that there were already 5 A. Could you read me back what | said
6 well-established fecal occult blood tests 6 before?
7 that would not necessarily need any further 7  Q.No. I'masking your opinion and that
8 development. 8 wasn't responsive, what you said before.
9  Q.Inthefiveyearsthat you worked at 9 MR. JONES: Objection.
10 Exact Sciences, are you aware of anyone who 10 A.lgaveyoumy --
11 actualy performed atest that assayed both 11 Q. I will ask again.
12 nucleic acid biomarkers and blood protein 12 Do you have an opinion one way or
13 from the same stool sample? 13 the other whether it would have been trivial
14 MR. JONES: Objection to form. 14 to develop atest that assays both nucleic
15  A. Areyou asking specifically in the 15 acid biomarkers and blood proteins from the
16 labsat Exact Sciences? 16 same stool sample during the 2000 to 2005
17 Q. Anyone anywhere. 17 time period?
18  A.Oh, sorry, could you read back the 18  A.Yeah, again| think that triviality,
19 question? 19 the ease or the difficulty in developing such
20 Q. Areyou aware of anyone who actually 20 atestisasubjectivecal. What | am
21 performed atest that assayed both nucleic 21 sayingisthat in that time frame there were
22 acid biomarkers and blood proteins from 22 people who had done that.
23 stool samples during the five years that you 23 Q. Soyou don't have an opinion one way
24 worked at Exact Sciences? 24 or another asto whether it would have been
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1 trivia to develop atest that assays both 1 Q. Wouldyou consider 42 percent to be a
2 DNA bhiomarkers and blood proteinsfromthe | 2 high sensitivity?
3 same stool samples during the 20000 and 1005| 3 MR. JONES: Objection to form.
4 time period? 4 A.If thiswere atest that was going to
5 MR. JONES: Objection to form. 5 beused for clinical applications, | would
6  A.l wasnot tasked with running those 6 not regard 42 percent as a high value.
7 experiments. | didn't run those kind of 7 Q. What wasthe blood protein assay that
8 experiments. 8 was performed in this study reported in the
9 What | do know is that other people 9 Lenhard paper?
10 havedonethat, and | can't speak to their 10 A.ltwasaFOBT test.
11 opinion asto how trivia or not that was. 11  Q.Wasitaguaac FOBT test?
12 Q. Canyou turnto Paragraph 5 of your 12 A. (Witness reviews document.)
13 second declaration, please. Do you see 13 Hold on. Yes. It appearsit wasa
14 Paragraph 5? 14 guaiac test.
15 A.ldo. 15 Q. Andlooking back at Table 4 of the
16 Q. Okay. About three-quartersof theway |16 Lenhard paper --
17 down isasentence that reads, "Thereis 17 A.Uh-huh.
18 aso no dispute that the prior art, 18 Q. -- what wasthe sensitivity of the
19 including Lenhard, demonstrated that 19 guaiac FOBT test used in that study?
20 combining afecal nucleic acid biomarker 20 A.Sofor al of the cancers, the
21 test with afecal blood protein test 21 sensitivity was 35 percent.
22 resulted in increased test sensitivity for 22 Q. Would you consider 35 percent to be a
23 the detection of CRC." Do you seethat? 23 high sengitivity?
24  A.Yes 24 MR. JONES: Objection to form.
Page 38 Page 40
1 (Exhibit 6 was introduced.) 1 A.Areyou asking about for an FOBT test
2 Q. Let meshow you the Lenhard paper. 2 or for some other context?
3 Thiswas previously marked as Exhibit 6. 3 Q. Foraclinical test to detect CRC.
4 A, Okay. 4 A.Foraclinical test in general?
5 Q. Doyourecognizethisasthe 5 Q. Yes Waouldyou consider 35 percent to
6 Lenhard paper that you were discussing in 6 beahigh sensitivity for atest for
7 Paragraph 5 of your second declaration? 7 colorectal cancer?
8 A.Yes Ido. 8 MR. JONES: Objection to form.
9 Q. What wasthe fecal nucleic acid 9  A. For screening applications, | would
10 biomarker that wastested in the Lenhard 10 not regard this as a high number.
11 paper? 11 Q. If someone wereintending to -- strike
12 A. Asdescribed in the paper, they were 12 that.
13 looking at the methylation of agenereferred | 13 If aperson of skill in the art
14 toastheHICI. 14 wereintending to develop a biomarker
15 Q. Doyou know what the sensitivity of 15 screening test for CRC in the 2009 time
16 assaying the HIC1 biomarker was for 16 frame, do you think they would start with
17 detecting CRC? 17 markersthat have low sensitivity?
18  A.Idon't have the exact number in my 18 MR. JONES: Objection to form.
19 head, but I'm sure | can find it in here. 19  A.I'mnot exactly sure how to answer
20 (Witness reviews document.) 20 that question. | think that combinations of
21 Q.Canl point you to Table 4 to answer 21 markerswas awell-known strategy to provide
22 that question. 22 for an overal sensitivity whichis
23  A.Sure. Sofor all cancers, it lists 23 sufficiently high, and that any of the given
24 the sensitivity as 42 percent. 24 individua biomarkers may, in fact, be
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1 relatively low. 1 that Lenhard looked at.
2 Q. If aperson of skill intheartinthe 2 MS. HABERNY: Do you want to take
3 2009 timeframewereintendingto developa | 3 abresk? | think we have been going over an
4 screening test for CRC, wouldn't that person 4 hour.
5 start with the highest sensitivity 5 MR. JONES: Sure.
6 biomarkersthey knew of? 6 THE VIDEOGRAPHER: Thetimeis
7 MR. JONES: Objection to form. 7 11:14. Weare off the record.
8 A.No. | meanyou're asking about 8 (A recesswastaken.)
9 sengitivity in absence of specificity. | 9 THE VIDEOGRAPHER: We are back on
10 think one always hasto consider the 10 therecord. Thetimeis 11:30.
11 combination of the two, and so | would not 11  BY MS HABERNY:
12 agree with that statement. 12 Q. Dr. Whitney, would you please take a
13 Q. Youwould agree that a person of skill 13 look at Paragraph 5 in your second
14 intheartin 2009 could not predict from 14 declaration. Let me know when you're there.
15 the data presented in Lenhard whether 15 A.Yes
16 combinations of markers other than HIC1and |16 Q. You don't cite any references other
17 theguaiac FOBT test would improve 17 than Lenhard, Itzkowitz and Shuber in
18 sensitivity, correct? 18 Paragraph 5 of your second declaration,
19 MR. JONES: Objection to form. 19 correct?
20  A.Youreasking meif any -- I'm sorry, 20  A. That appearsto be the case, yes.
21 could you repeat the question? 21 MR. JONES: Objection to form.
22 Q.lIsityour opinion that a person of 22 Q.Andyou seein Paragraph 5 the
23 skill inthe art in 2009 could predict from 23 sentence "Dr. Patterson acknowledges that
24 the data presented in Lenhard whether a 24 such tests for detecting blood protein and
Page 42 Page 44
1 combination of the markers other than HIC1 1 nucleic acidsin fecal samples were known
2 andthe guaiac FOBT would improve 2 and routine by February 9, 2009, the
3 sensitivity? 3 priority date'? Do you seethat?
4 MR. JONES: Objection to form. 4  A. | seethat sentence, yes.
5 A. Thequestion doesn't make any sense to 5 Q. Youdon't cite any support for that
6 me. You'reasking mein referenceto 6 statement, correct?
7 Lenhard, where they looked at two specific 7 A.No.
8 hiomarkers, if someone could consider other 8 Q. Youdon't cite any portion of
9 hiomarkersthat are not considered in 9 Dr. Patterson's deposition transcript for
10 Lenhard, whether or not that would improve |10 that statement, correct?
11 sensitivity. That question doesn't make 11  A.Thereisno citation.
12 sensetome. 12 Q. InParagraph 6 of your second
13 Q. So sitting here today, you don't have 13 declaration you make a statement "As
14 the opinion that a person of skill in the 14 Dr. Patterson acknowledged in his
15 art could predict from the Lenhard paper 15 deposition, 'the general thought of
16 whether combinations of markers other than | 16 everybody in cancer screening' was that
17 HIC1 and guaiac FOBT would improve 17 ‘'sengitivity isthe most important
18 sensitivity, correct? 18 characteristic of screening tests.” Do you
19 MR. JONES: Objection to form. 19 seethat?
20  A.If oneweretolook to seeif other 20  A.Yes | do.
21 biomarkers could improve sensitivity, other |21 Q. How many times did you cite that
22 thanthetwo that arelisted here, | don't 22 testimony from Dr. Patterson's declaration?
23 Dbelievethat they would refer to Lenhard, 23 A. | don't recall.
24 because these are the only two biomarkers 24 Q. Didyou cite it more than once?
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1 A.Yes 1  A.ldon'trecal al of the words that
2 Q. Didyouciteit morethan five times? 2 heusedin histestimony so I'm not sure |
3  A.ldontknow. | don't know how many 3 can answer that question.
4 timesl| citedit. 4 Q. Canyou turn to the Patterson
5 Q. Do you understand that you cited that 5 deposition transcript, which is Exhibit 24.
6 testimony eight timesin your declaration? 6 A.Yes
7  A.ljustsadl don't know how many 7 Q.Okay. Sol would likeyou to take a
8 times| cited that statement. 8 look at that testimony by Dr. Patterson that
9 Q. Do you doubt that you cited that 9 vyou cited eight timesin your declaration,
10 statement eight timesin your declaration? 10 whichison Page 105 of the transcript.
11 MR. JONES: Objection to form. 11 MR. JONES: Objection to form.
12 A.lt'spossiblethat | cited that 12 A. 105 of the transcript?
13 statement eight times. 13 Q. Page 104 to 105 actualy.
14 Q. Didyou consider other testimony from |14  A. Okay.
15 Dr. Patterson stating his opinion that a 15 Q. AndPage 104, Line 22 to 105, Line 10.
16 person of skill in the art would consider 16  A. (Witnessreviews document.)
17 both sensitivity and specificity as 17 Okay.
18 important characteristics of screening 18 Q. Now, you didn't cite what
19 tests? 19 Dr. Patterson said after that in the
20 MR. JONES: Objection to form. 20 transcript, correct, in your declaration?
21 Vague. 21 MR. JONES: Objection to form.
22  A.I'msorry. Couldyou ask again? I'm 22  A.Holdon. I did not cite the remaining
23 trying to listen to the exact words you 23 script there, if that's what you're asking
24 choose. 24 me.
Page 46 Page 48
1 Q. Didyou consider other testimony from 1 Q.Okay. If youlook at Page 105, Lines
2 Dr. Patterson stating his opinion that a 2 191025, it says, "Question: And asyou
3 person of skill in the art would consider 3 sad, it wasthe general thought of
4 both sensitivity and specificity as 4 everybody in cancer screening that
5 important characteristics of screening 5 sensitivity isthe most important
6 tests? 6 characteristic of screening tests, right?'
7 MR. JONES: Objection to form. 7 And Dr. Patterson answered "But not
8 A.Sothequestionisdid | consider his 8 at the expense of specificity.”
9 testimony, and the answer to that part of the 9 Do you see that?
10 questionis, yes, | did consider his 10 A.lseethat.
11 testimony. 11 Q. Why did you omit that statement from
12 Q. Isthereareason why you'reignoring 12 your declaration when you were citing the
13 therest of my question? 13 testimony on Page 104 to 1057
14  A.No. What I'msayingisthat | -- I'm 14 MR. JONES: Objection to form.
15 sorry, read the question one more time. 15  A. I think the statement stands as
16 Q. I will askit adifferent way. 16 written that sensitivity isthe most
17  A.Yes 17 important characteristic of screening tests,
18 Q. Areyou aware that Dr. Patterson gave 18 ashehad quoted, as he had said.
19 testimony in his deposition stating his 19 Q. And did he not say "but not at the
20 opinion that a person of skill in the art 20 expense of specificity"?
21 would consider both sensitivity and 21  A.Hesaysthat later onin this, but
22 gpecificity asimportant characteristics of 22 theseareadl -- these arerelative terms, so
23 screening tests? 23 | think this should all be in the context of
24 MR. JONES: Objection to form. 24 whatever particular, you know, pieces we are
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1 taking about. 1 point you're trying to make and what do you
2 Q. Butyoudidn't put it into context, 2 include and what do you omit; and thereisa
3 correct, because you omitted this portion of 3 clear statement in here that he indicates
4 histestimony? 4 that sensitivity isthe most important
5 MR. JONES: Objection to form. 5 agpects of the screening test.
6  A.Thatlineon -- that statement on 6 Q. And Dr. Patterson also testifies "but
7 Line24 and 25isnotin here. 7 not at the expense of specificity," correct?
8 Q. Inyour declaration, correct? 8 A.l seethat he saysthat, yes, and he
9  A.Correct. 9 hasmany other opinionsin here as well that
10 Q. Andyou omitted that on purpose? 10 asowerenot included in the quote. It'sa
11 MR. JONES: Objection to form. 11 qualifying statement.
12 A.No. 12 Q. That's correct, to qualify his
13 MR. JONES: Harassing. 13 opinion, correct?
14 A.No, | didn't omit it on purpose. 14 MR. JONES: Objection to form.
15 Q. Why didn't you includeit in your 15  A. Thereare many, many quaifying
16 declaration? 16 statementsinthere. Wedid not include all
17 MR. JONES: Objection to form. 17 of the qualifying statements, but the
18  A. Thereismuch of thiswhich is not 18 statement itself standsin his opinion that
19 included. What was done was to take the 19 heregards sensitivity as the most important
20 piecesthat areintended to be important for 20 thingin screening tests.
21 the sake of making a point. 21 Q. But not at the expense of specificity,
22 Q. Didit occur to you that to provide 22 correct?
23 context about Dr. Patterson's opinions that 23 MR. JONES: Objection to form.
24 you were addressing you should have quoted | 24 Asked and answered.
Page 50 Page 52
1 hisentire opinion on the thought that 1  A. I have answered the question.
2 everybody in cancer screening that is 2 Q. But not at the expense of specificity,
3 sensitivity isthe most important 3 correct?
4 characteristic of screening tests? 4 MR. JONES: Objection to form.
5 MR. JONES: Objection to form. 5  A. | haveanswered the question.
6  A.Repeat the question. 6 Q. Youhavenot.
7 Q. Youwould agree that based on 7 A.lhave
8 Dr. Patterson's testimony at Page 105 of his 8 Q. DoesDr. Patterson opine that it was
9 transcript, hisfull opinionisthat, in 9 thegenera thought of everybody in cancer
10 responseto the question, "it was the 10 screening that sengitivity is the most
11 genera thought of everybody in cancer 11 important characteristic of screening tests
12 screening that sensitivity isthe most 12 at the expense of the specificity?
13 important characteristic of screening tests, 13 MR. JONES: Objection to form.
14 right," hisopinionis"but not at the 14  A.What heindicatesisthat sensitivity
15 expense of specificity"? 15 isthe most important aspect of a screening
16 MR. JONES: Objection to form. He 16 test. Hefollowsit up with many qualifying
17 can't possibly know what the extent of 17 statements. It'smy opinion and my belief
18 Dr. Patterson's full opinionis. 18 that the statement that he made about
19 MS. HABERNY': Stop the speaking 19 sensitivity stands on its own.
20 objections. 20 Q. Sothat did not answer the question.
21  A. Thistranscript offersalot of 21 Do you believe Dr. Patterson opines
22 opinion from him, whichis -- extends 22 that it was the general thought of everybody
23 obvioudly for many, many pages, and so at 23 incancer screening that sensitivity isthe
24 some point you have to decide what isthe 24  most important characteristic of screening
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1 testsat the expense of specificity? 1 Q. Doyouhave any legal training?
2 MR. JONES: Objection to form. 2 A.ldonot. | think | state that in my
3 Q. That'sayes-or-no question. Do you 3 declaration.
4 believeit? 4 Q. Canyou go to Paragraph 9 of your
5 MR. JONES: Objection to form. 5 second declaration.
6  A.ldon'tknow what he believes, if 6 A.Yes
7 that'swhat you are asking me. 7 Q. You seethe very last sentence that
8 Q. Thisisayes-or-no question that I'm 8 says"Dr. Patterson's opinions do not
9 goingtoask. Do you understand that? 9 satisfy Exact's burden of demonstrating a
10 A.Yes 10 nexus between the Cologuard product and any
11 Q. Doyou believe Dr. Patterson testified 11 asserted secondary consideration"? Do you
12 toan opinion that it was the general 12 seethat?
13 thought of everybody in cancer screening 13  A.l seethat.
14 that sensitivity isthe most important 14 Q. What standard did you use to judge
15 characteristic of screening tests at the 15 whether Exact Sciences met its burden of
16 expense of specificity? 16 providing nexus?
17 MR. JONES: Objection to form. 17 A. Thiswaswritten in consult with
18  A.Hedoesnot state that sensitivity is 18 counsel, and the standard -- you're asking
19 themost important at the expense of 19 about the standard | used?
20 specificity. 20 Q.Yes
21 Q. You understand that Dr. Patterson 21 A.Again, not asalawyer, but relying on
22 testified to an opinion that it was the 22 the expertise of counsel, the standard that |
23 genera thought of everybody in cancer 23 applied isthat there must be a direct
24 screening that sensitivity isthe most 24 connection between the asserted claims, and
Page 54 Page 56
1 important characteristic of screening tests, 1 inthiscase, the Cologuard product itself.
2 but not at the expense of specificity, 2 Q. Sointhe same paragraph, Paragraph 9
3 correct? 3 of your second declaration, you mention 60
4 MR. JONES: Objection to form. 4 Exact Sciences patents that are directed to
5 A.Headdsthat as a secondary statement. 5 Cologuard." Do you seethat?
6 Q. Andthat'spart of hisopinion, 6 A.Yes
7 correct? 7 Q. Didyou review those 60 patents?
8 MR. JONES: Objection to form. 8  A.llooked at the 60 patents. | cannot
9  A.lt'swhat'sin thetranscript. 9 honestly testify that | read every one word
10 Q. Infact, you reviewed Dr. Patterson's 10 for word, but | made sure that | had some
11 deposition transcript in its entirety, 11 understanding asto what each of those
12 correct? 12 patents was associated with.
13  A.Yes 13 Q. Didyou do an analysis of whether
14 Q. Andyou're aware that Dr. Patterson 14 Cologuard practices the claims of all of
15 tedtified about the importance of 15 those 60 patents?
16 specificity several timesin his deposition, 16  A.No, | didnot.
17 correct? 17 Q. Do you have an opinion as to whether
18 MR. JONES: Objection to form. 18 Cologuard practices the claims of the 60
19  A.l dobelievethat he, yeah, he 19 patents you mention in Paragraph 9 of your
20 discussed specificity several times. 20 second declaration?
21 Q. Andyoureawarethat Dr. Patterson -- 21  A.Dol haveanopinion? My opinionis
22 strike that. 22 that each of the 60 patents was likely
23 Areyou an attorney? 23 written for the sake of protecting some
24 A.AmI an attorney? No. 24 aspect of what Exact Sciences was working on
Page 55 Page 57
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1 aspart of their effort to develop Cologuard. 1 Paragraph 9?
2 | cannot say what the -- in all 2 MR. JONES: Objection to form.
3 honesty what the connection between these 3  A.(Witnessreviews document.)
4 gspecific 60 patents are and the practice of 4 My opinion hereisthat
5 the Cologuard test. 5 Dr. Patterson's argument fails to make the
6 Q. Whenyou say that you think each of 6 connection between the asserted claims and
7 the 60 patents were likely written for the 7 thediagnostic accuracy and the patient
8 sake of protecting some aspects of 8 uptake, and so the other 60 unrelated Exact
9 Cologuard, isthat based on any facts? 9 patents are provided as an example of the
10 MR. JONES: Objection to form. 10 fact that there may be many other reasons why
11  A.No. You asked for my opinion. My 11 therewas, for example, uptake of the test,
12 opinion isthat there was probably -- it's 12 beyond just the asserted claimsin the
13 just alogica opinion that there must have 13 disputed patent.
14 been somevauein the 60 patentsfor themto |14 Q. And did the fact that some of those 60
15 spend the money to develop these patents. 15 patents were expired factor into that
16 Q. Butyoudon't actualy know oneway or |16 opinion?
17 another whether the 60 patentswerewritten |17  A. The opinion is not based on the fact
18 for the sake of protecting some aspects of 18 that there are 60 other patents. The opinion
19 Cologuard? 19 isbased on the fact that, in my opinion,
20 MR. JONES: Objection to form. 20 that hisargumentsfailsto make that
21 A. I think one-- in order to answer that 21 connection between the accuracy and patient
22 question, one would have to ook at each of 22 uptake on the asserted claims of the 781
23 thoseindividua patents, which you have 23  patent.
24  dready asked me about, and you would havetg 24 Q. So are the 60 other patents you
Page 58 Page 60
1 doacareful analysis of what exactly is 1 referencein Paragraph 9 relevant to your
2 claimed and described in each of those 2 opinion then?
3 patents and compare that to all of the 3 MR. JONES: Objection to form.
4 aspects of the Cologuard product itself. | 4  A.Likel said, the opinion which iswhat
5 have not done that analysis. 5 you were asking about, as to whether or not
6 Q. Areyou aware of whether any of those 6 thereisanexus between the asserted claims
7 60 patents you reference in Paragraph 9 of 7 of the patent '781 and test accuracy and
8 your second declaration are expired? 8 patient uptake, whether his argument, if |
9 MR. JONES: Objection to form. 9 agreewith the argument, and my opinionis
10  A. 1l know that some of the patents that 10 that | do not. It's added as an example that
11 wereference were expired. | don't recall 11 there are other reasons why accuracy and
12 which ones or how many. 12 patient uptake of Cologuard could be -- the
13 Q. Didthat factor into your opinion? 13 reason for that could be associated with
14 MR. JONES: Objection to form. 14 these other 60 patents. It's not stating for
15  A.Which opinion? 15 afact that those 60 patents are, in fact,
16 Q. Any opinion that you have. 16 thereason for patient uptake or accuracy of
17 MR. JONES: Objection to form. 17 thetest.
18 A.Youd haveto ask meamore specific 18 Q. Soyoudon't have an opinion asto
19 questionin order for me to answer that. 19 whether or not those 60 patents are the
20 Q. Didyou consider whether -- I'm sorry. 20 reason for patient uptake or accuracy of the
21 Strike that. 21 test?
22 Did the fact that some of the 60 22 MR. JONES: Objection to form.
23 patents you reference in Paragraph 9 were 23  A. | havean opinion on patient uptake of
24 expired affect the opinion that you offer in 24 Cologuard, but | don't have -- I'm not
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1 asserting that there is a direct connection 1 opinions? Thisisa Nishikawa paper
2 between the patient uptake and those 60 2 published in Clinica Chimica Actsin 2002.
3 patents, either in my declaration or here. 3 A.Yes
4 Q. Do you know how many employees Exact 4  Q.Andisthis--if youturnto
5 Sciences had at the end of 2008? 5 Paragraph 15 of your second declaration, is
6 A.No, | don't. 6 thisthe Nishikawa reference that you are
7 Q. Areyou aware that Exact Sciences had 7 referring to in that paragraph?
8 only four employees at the end of 2008? 8 A. (Witnessreviews document.)
9 MR. JONES: Objection to form. 9 Yes.
10  A.No. Inthat timeframe, | -- again | 10 Q. Nishikawais dated 2002, correct?
11 did not know how many peoplewereworkingfor |11 A.Yes,itis.
12 Exact Sciences. 12 Q. Andyou were working at Exact Sciences
13 Q. Andyou did not consider the number of 13 in2002?
14 employeesthat were working at Exact 14  A.Yes | was.
15 Sciences around the 2009 time framein 15 Q. Didyou read the Nishikawa paper while
16 formulating your opinions? 16 you wereworking at Exact Sciences?
17  A.Soyou'reasking medid -- were my 17 A.ldon't recall.
18 opinions formed by the number of employees at 18 Q. Doyou believe that Nishikawa
19 Exact Sciencesin that time frame? 19 discloses advantages associated with
20 Q. Was part of the consideration in 20 combining DNA tests and afecal blood test
21 forming your opinions the number of 21 inaCRC assay?
22 employeesthat were working at Exact 22 MR. JONES: Objection to form.
23 Sciences around the 2009 time frame? 23  A.l believethat he provides a
24 A. 1 don't know how many people were 24 description of awell-known sentiment at the
Page 62 Page 64
1 employed at Exact in 2009. 1 timeby people skilled in the art, as
2 Q. Areyou aware that Exact Sciences was 2 indicated in the last paragraph of the paper,
3 developing products other than Cologuard 3 that indicates that the techniqueis highly
4  before 2009? 4 gspecific, noninvasive and cost-effective, and
5 MR. JONES: Objection to form. 5 should provide amore sensitive and specific
6  A. Certainly when | was at Exact 6 tool for mass screening of colorectal cancer
7 Sciences, we were developing products. They | 7 thaniscurrently available, especialy if
8 werenot called "Cologuard," that obviously 8 used in combination with fecal occult blood
9 being before 2009. So | don't know if that 9 testing and other methods for detecting
10 answersyour gquestion, but those are 10 genetic abnormalities.
11 certainly different from Cologuard. 11 | think what he's teaching or
12 Q. Andareyou aware asto whether or not |12 expressing isthat people skilled in the art
13 the 60 patents you reference in Paragraph 9 13 at thetime knew that that would be a
14 covered those earlier Exact Sciences 14 suitable way to improve sensitivity and
15 products that were different from Cologuard? |15 maintain sensitivity.
16  A.ldontrecal asl sit heretoday. 16 Q. If people skilled in the art in 2002
17 Q. Areyou familiar with areference by 17 knew that combining fecal occult blood
18 first author Nishikawa? 18 testing and other methods for detecting
19 A.Yes 19 genetic abnormalities, if that was
20 (Exhibit 14 was introduced.) 20 well-known, what is your explanation for why
21 Q.1 amgoing to hand you what was marked | 21 Exact Sciences wasn't doing it?
22 asExhibit 14 in your prior deposition. 22 MR. JONES: Objection to form.
23 Do you recognize this as a paper 23  A. Exact Sciences at that time was tasked
24 that you considered in forming your 24 primarily with trying to find ways of
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1 developing -- well, discovering, developing 1 Q. Andthedate of the Kutzner reference

2 stool DNA testing methodologies; and as | 2 is2005?

3 tedtified earlier, in that time frame there 3 A.That'scorrect.

4 wasthe thought that combining DNA with FOBT 4 Q. And the Kutzner paper reports a study

5 could be away to also improve the 5 using the guaiac FOBT, correct?

6 performance of the test. 6  A.Let meconfirm.

7 Q. Sowhat's your explanation for why 7 (Witness reviews document.)

8 Exact Sciences wasn't actually doing that 8 It would appear that's the case.

9 when you worked there? 9 (Phoneringing.)
10  A.What'smy explanation? 10 MS. HABERNY: Do you need to take
11 MR. JONES: Objection to form. 11 that?
12 A.l don't have an explanation. | wasn't 12 THE WITNESS: Do you mind?
13 the CEO of the company. 13 MS. HABERNY:: That'sfine. We can
14 Q. If combining DNA with FOBT would 14 go off the record.
15 improve the performance of atest, wouldn't 15 THE VIDEOGRAPHER: Thetimeis
16 thelogical approach have been back in 2000 16 12:08. We are off the record.
17 to 2005 to actually do that? 17 (A discussion was held off the record.)
18 MR. JONES: Objection to form. 18 THE VIDEOGRAPHER: We are back on
19  A.lwill repeat what | just said a 19 therecord. Thetimeis12:11.
20 couple moments ago, which is that idea had 20 BY MS.HABERNY:
21 beendiscussed. You're asking me why wasn't 21 Q. Dr. Whitney, you've not identified any
22 itimplemented. | can't answer that 22 actua at-home CRC screening test that
23 question. 23 combines blood and nucleic acid markers that
24 Q. A guaiac FOBT test does not require a 24 was performed before 2009, correct?

Page 66 Page 68

1 buffer that stabilizes proteins, correct? 1 MR. JONES: Objection to form.

2 MR. JONES: Objection to form. 2  A. Areyou asking me about acommercia

3 A.l'veactualy never run aguaiac FOBT 3 test?

4 test, but my understanding is that the smears 4  Q.Letmeaskitadifferent way.

5 areput on cards, and they are dried, and 5 You did not identify any actual

6 then developed after that. 6 at-home CRC screening test of any kind that

7 Q. Soaguaiac FOBT test does not require 7 combines blood and nucleic acid markers

8 abuffer that stabilizes proteins, correct? 8 between 2005 and 2009, correct?

9 MR. JONES: Objection to form. 9 MR. JONES: Objection to form.
10  A.l believethat's correct, yes. 10  A.Thestudiesthat wereidentified are
11 Actually can | readdress that 11 onesthat clearly combined the DNA testing
12 question? 12 andthe FOBT test and -- as well as other
13 Q. No. 13 referencesthat indicate, you know, what's
14 Areyou familiar with areference 14 required in terms of being able to stabilize
15 by first author Kutzner? 15 samplesfor collecting at home and shipping
16 A.Yes 16 toalab, and so in combination this provides
17 (Exhibit 11 was introduced.) 17 for, aswe have written in the declaration,
18 Q. I'mgoingto hand you what's been 18 the basisfor indicating that the combined
19 marked as Exhibit 11 in your prior 19 understanding in the art was that this was
20 deposition. Thisisa paper published in 20 all doable.
21 Cancer Lettersin 2005 by first author 21 Q. You have not identified any single
22 Kutzner. Did you review this paper in 22 reference that standing alone discloses an
23 preparing your opinions for this case? 23 actual at-home CRC screening test of any
24 A.Yes | did. 24 kind that combines blood and nucleic acid
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1 markersthat was done between 2005and 2009, 1 Q. I'm going to hand you what was marked

2 correct? 2 asExhibit 10 in your prior deposition.

3 MR. JONES: Objection to form. 3 Thisisa 2008 paper that was published in

4 A.It'smy understanding that the 4 Gastroenterology by first author Levin.

5 argument against -- the argument in favor of 5 Did you consider this Levin paper

6 the obviousness does not need to comefroma | 6 informing your opinions?

7 singlestudy or asingle reference. The 7 A.Yes | did.

8 combinations are sufficient. 8 Q. Canyoutakealook at Paragraph 15 of

9 Q. Sothat was not my question. 9 your second declaration and please look at
10 My question was, you have not 10 thelast sentence of Paragraph 15. Do you
11 identified any single reference that 11 seeit?
12 standing aone discloses an actual at-home 12 A.Yes | do
13 CRC screening test that combinesbloodand |13 Q. Okay. That sentence, it's along one,
14 nucleic acid markers that was done between |14  but | will read it into the record "Indeed,
15 2005 and 2009, correct? 15 the 2008 joint guideline from the American
16 MR. JONES: Objection to form. 16 Cancer Society, the U.S. Multi-Society Task
17 A. Solet me answer it dlightly 17 Force on Colorectal Cancer and the American
18 differently. 18 College of Radiology proposed investigating
19 So what | have done isto identify 19 whether ‘including a sensitive gFOBT or FIT
20 different studiesthat allow for collecting 20 [another acronym for iFOBT] at the time of
21 DNA and FOBT -- sorry -- scratch that. 21 testing would improve sensitivity of
22 What | have done isto identify 22 DNA-based assays without adversely affecting
23 different studies that describe how asingle 23 specificity." Do you seethat?
24 feca sample can beused totest for FOBT and |24  A. Yes.

Page 70 Page 72

1 DNA, and that those are also methods for 1 Q. Andthat 2008 joint guideline isthe

2 being able to stabilize samples for shipping 2 Levin paper that's Exhibit 10, correct?

3 from home, but those studies are not 3  A.That'scorrect.

4 encompassed within one study for all of those 4  Q.Okay. Let'stake alook where that

5 different components. 5 appearsin Levin. Okay. Canyouturnto

6 Q. Soyesor no, have you identified any 6 Page 1578 of Levin, that's the journal page

7 single reference that standing alone 7 number, not the exhibit page number.

8 discloses an actual at-home CRC screening 8 S0 in the right-hand column, the

9 test that combines blood and nucleic acid 9 second paragraph, alittle more than halfway
10 markers that was done between 2005 and 20097 10 down, thereis a sentence that reads
11 MR. JONES: Objection to form. 11 "Another question worthy of consideration is
12 A. Say that again? 12 whether or not including a sensitive gFOBT
13 Q. Thequestion | was about to ask you is 13 or FIT at thetime of testing would improve
14 ayes-or-no question. Okay. Do you 14 sensitivity without adversely affecting
15 understand that? 15 specificity.” Do you see that?
16 A.Yes. 16 A.ldo.
17 Q. Yesor no, have you identified any 17 Q. Andthat's what you were quoting in
18 singlereference that standing alone 18 Paragraph 15 of your declaration?
19 discloses an actual at-home CRC screening 19 A.Yes
20 test that combines blood and nucleic acid 20 Q. Okay. When you quoted that you began
21 markers that was done between 2005 and 2009? 21 the quote with the word "including,"
22 MR. JONES: Objection to form. 22 correct, in your declaration?
23 A.No. 23 A.Yes
24 (Exhibit 10 was introduced.) 24 Q. Andyou said that this Levin paper
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1 proposed investigating whether "including a 1 just gave
2 sensitivegFOBT or FIT," through the end of 2 Q. You'renot answering my question. Why
3 that sentence, correct? 3 didyou -- I will ask you adifferent
4  A.Yes 4 question.
5 Q. ButtheLevin paper actualy says"The 5 Why did you selectively omit the
6 question worthy of consideration is whether 6 "or not" from your declaration?
7 ornotincluding a sensitive gFOBT or FIT," 7  A.Because--
8 et cetera, towards the end of the sentence, 8 MR. JONES: Objection to form.
9 right? 9 A.--myopinionisexactly how I just
10 A.What-- 10 described it, which isthat what heis
11 Q. Doesit say that? 11 describing isthe need for taking research
12 A.lItsays--thefull sentenceis 12 studies and putting that into the clinical
13 different from what'sin the quotesin the 13 ream, and thisis aguidelines paper talking
14 declaration, if that's what you're asking. 14 about running those kinds of studies, and he
15 Q. Andyou say that the question was 15 isnot suggesting that there isn't evidence
16 whether including this test would improve 16 that it wouldn't work, becauseit's already
17 sensitivity, but the Levin paper actually 17 been shown that there isimprovement from
18 sayswhether or not? 18 adding FOBT to DNA testing.
19  A.What the Levin paper is saying is that 19 What heisasking isavery
20 inresearch studiesit was known that the 20 different question, which is hot germane to
21 addition of FOBT to DNA testing can improve| 21 in my opinion, to what you're asking.
22 sensitivity, and we provide in the 22 Q.| don't see an answer to my question
23 declaration, we provide references for that 23 there.
24  that are prior to the 2009 priority date. 24 Why did you selectively omit the
Page 74 Page 76
1 What Levinistaking about, asa 1 "ornot" from your declaration?
2 representation of clinical guidelines, is 2 MR. JONES: Objection to form.
3 whether or not thiswould still hold truein 3 Assumesfacts not in evidence.
4 clinical studies. 4 THE WITNESS:. Sorry?
5 Q. Right. Andhedidn't say -- he wasn't 5 MR. JONES: Nothing. Go ahead.
6 questioning just whether it would hold true 6  A.lactualy think | answered the
7 inclinical studies, he was questioning 7 question. | think | answered the question.
8 whether or not, correct? 8 Q. Why did you selectively omit the "or
9  A.What heis questioning is whether or 9 not" from your declaration?
10 not. Heisalso questioning whether -- 10 MR. JONES: Objection to form.
11 presumably heis questioning the extent to 11 Assumesfacts not in evidence.
12 which sensitivity could be improved. 12 A.Inmy opinion, which iswhat is quoted
13 Heisbasically saying that there 13 here, isthat the guidelines committee had
14 are some clear learnings from research 14 indicated that there was avery high
15 studiesthat have been published, and heis 15 likelihood that this was going to provide a
16 posing the question that thiswould beavery |16 positive result, and that's why they're
17 goodthingtotry inaclinical study as 17 recommending that.
18 people skilled in the art would have 18 Q. Levin dso questioned whether the
19 recognized at that time. 19 combination would improve sensitivity
20 Q. Wadll, hisactual question iswhether 20 without adversely affecting specificity,
21 or not thiswould be a good thing to try, 21 correct?
22 not just whether it would be, correct? 22 MR. JONES: Objection to form.
23 A. | think we are dissecting words here. 23 A. Yes, hedoes.
24  What he-- | would stick by theanswer that 1 |24 Q. But you didn't include that in your
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1 declaration, did you? 1 tests, correct?
2 MR. JONES: Objection to form. It 2  A.l believethat Levin probably
3 misrepresents his declaration. 3 recognized that isimportant, and | think
4 A.lnmy opinion, and | think thisis 4 most peoplein the field would recognize the
5 what was known to peoplein the art, is that 5 samething.
6 whenwe are going to combine differenttypes | 6 Q. Levin does not teach or suggest
7 of biomarkers, that one would start with 7 processing fecal samples into two portions
8 biomarkersthat are reasonably high 8 at hometo be stabilized into two different
9 gpecificity, recognizing that addition of 9 buffers, correct?
10 different biomarker types could provide for 10 MR. JONES: Objection to form.
11 cumulatively improved sensitivity, but 11  A.TheLlevin paper is aguidelines paper
12 specificity doesn't work in the same way. 12 that isreferring to other literature. It's
13 So what he's saying is that by 13 not a paper that istrying to suggest how,
14 having atest like FOBT, which is already 14 you know, at that level of detail how samples
15 known to be fairly highly specific, that 15 should be collected or processed.
16 would be agood placeto start. 16 Q. Canyou please go to Paragraph 20 of
17 Q. Youdid not reference Levin's 17 your declaration. Do you seeit?
18 questioning of whether the combinationwould| 18  A. Yes.
19 improve sensitivity without adversely 19 Q. Youopinethat Dr. Patterson attacks
20 affecting specificity in your declaration, 20 theprior art references that you cite
21 correct? 21 individualy rather than considering their
22 MR. JONES: Objection. 22 collective teachings in combination; is that
23 Misrepresents the quote in the 23 right?
24 specification. 24 A.Yes, that'swhat iswritten here, yes.
Page 78 Page 80
1 MS. HABERNY: No speaking. Stop 1 Q. What do you mean by that?
2 the speaking objections. 2  A.lthink it is self-explanatory
3 MR. JONES: Stop misrepresenting 3 actualy. | canread it for you.
4 hisdeclaration. 4 Q. No. It'snot self-explanatory. |
5 MS. HABERNY: Stopit. Thereis 5 would like to know what you mean by it.
6 no speaking objections. 6 MR. JONES: Objection to form.
7  A.Thepoint that's being made hereis 7  A.My understanding is, asrequiredin
8 about improving the sensitivity, that's the 8 obviousness analysis, isthat the different
9 part that was quoted. 9 eements of the claims do not need to be
10 Q. Andyoudid not include Levin's 10 represented in asingle reference or study,
11 questioning of whether the combination would | 11  and that by looking at individual references
12 improve sensitivity without adversely 12 and ignoring the collective teaching of the
13 affecting specificity in your declaration, 13 combined reference is not what is supposed to
14  correct? 14 bedone.
15 MR. JONES: Objection. 15 Q. Youwould agree that detecting
16 Misrepresents the quote in the declaration. 16 advanced adenomasisimportant for
17  A. Thedeclaration says "without 17 prevention of CRC, correct?
18 improving sensitivity" -- "would improve 18  A. What do you mean by preventing CRC?
19 senditivity without adversely affecting 19 Q. Youwould agree that detecting
20 sensitivity." It saysthat in the quotein 20 advanced adenomas isimportant to screening
21 thedeclaration. 21 for CRC, correct?
22 Q. You agreethat Levin recognized that 22 MR. JONES: Objection to form.
23 specificity is also important in whether it 23  A.l agreethere'scertainly interest in
24 would be advantageous to combine these 24 being able to detect advanced adenomas, but |
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1 alsorecognizethat, | believeit's only 1 A.Letmereadit.
2 about 10 percent of advanced adenomas that 2 (Witness reviews document.)
3 progressto cancer. Sousing that asa 3 Yes.
4 primary aim would beill-advised, | would 4 Q. Andyou have an opinion that DNA
5 say. 5 biomarkers and blood protein biomarkers
6 Q. Doyou have any experience -- strike 6 would be expected to pick up different
7 that. 7 instances of CRC and therefore be
8 Do you have any experience treating 8 complementary?
9 colorecta cancer patients? 9  A.My opinion isthat there are different
10 A. No, | don'. 10 mechanisms by which DNA could become altered
11 Q. Doyou have any experience diagnosing | 11 and used as abiomarker, compared to blood,
12 colorectal cancer patients? 12 which is based on a generalized phenomenon of
13  A.No, I donot. 13 tumors that bleed and even some other
14 Q. Doyou have any experience screening | 14 lesions, and so based on that, because
15 colorectal cancer patients? 15 they're very different mechanisms, my opinion
16  A. Depends how you define "screening.” 16 isthat thereis a better chance that these
17 Q. Haveyou ever screened a patient for 17 could be complementary than two types of
18 colorectal cancer? 18 biomarkers that originate from the same
19  A.l haverun patient samples that 19 origin.
20 constitute a screening test. 20 Q. Would you agree that whether DNA
21 Q. Where? 21 biomarkers and blood protein biomarkers
22  A. At Exact Sciences. 22 would be expected to pick up different
23 Q. Do you have any experiencein 23 instances of CRC would depend on which DNA
24  treatment decisions based on the results of 24 biomarker is being used?
Page 82 Page 84
1 acolorectal cancer screening test? 1 MR. JONES: Objection to form.
2  A.ldonot. 2  A. For stool-based DNA biomarkers, |
3 Q. Haveyou ever developed acommercial 3 certainly recognize that different biomarkers
4 colorectal cancer screening assay yourself? 4 havedifferent levels of sensitivity and
5 MR. JONES: Objection to form. 5 gpecificity, candidate biomarkers, | should
6  A.l havebeen part of ateam that has 6 say.
7 developed a colorectal cancer screening test. 7 Q. lsityour opinion that in 2009 it was
8 Q. A commercial one? 8 predictable that the combination of DNA and
9 A.Yes 9 blood protein biomarkers would improve
10 Q. Whichone? 10 sensitivity in a CRC screening test?
11 A.PreGen-26. 11  A.l believeit was predictable. It was
12 Q. Wheredid you do that? 12 aso demonstrated in selected studies that we
13  A. Exact Sciences. 13 referencein the declaration.
14 Q. Andthat was sold to patients? 14 Q. Youwere not working on CRC screening
15  A.Correct. | believe so. 15 testsin 2009, correct?
16 Q. Canyou turnto Paragraph 28, please. 16  A.I'msorry, was|?
17 MR. JONES: Of his declaration? 17 Q. Wereyou?
18 MS. HABERNY: Yes, sorry. 18 A. No. No.
19 Q. Of your second declaration. 19 THE VIDEOGRAPHER: Thetimeis
20  A.Okay. 20 12:39. We are off the record.
21 Q. Hereyou refer to acomplementary 21 (A lunch recess was taken.)
22 nature of a candidate biomarkers that you 22
23 say leadsto improvementsin assay 23
24  sengitivity when biomarkers are combined? |24
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1 AFTERNOONSESSION 1  A.Inthisresearch study that Vilkin
2 THE VIDEOGRAPHER: Stand by. We 2 ran, which is not how FOBT or how the FIT
3 areback ontherecord. Thetimeis1:17. 3 testisused clinicaly, in this study, yes,
4  BY MS.HABERNY: 4 he collected three consecutive samples.
5 Q. Canyou please turn to Paragraphs 31 5 Q. That again had a bunch of
6 and 32 of your second declaration. 6 nonresponsive stuff init.
7 A.Yes 7 The question is, the method
8 Q. And here you're opining on areference 8 reported -- the method in the study reported
9 Dby first author Vilkin? 9 inVilkininvolved collecting three
10 A.Yes 10 consecutive daily fecal samples, correct?
11 Q. Isthat correct? 11 MR. JONES: Objection to form.
12 A.Yes 12 A.Inmy response| believe that the
13 (Exhibit 29 marked for 13 context of this study isimportant. And by
14 identification.) 14 omitting that you change the way my response
15 Q. Okay. I'm marking as Exhibit 29 a 15 can beinterpreted.
16 paper by first author Vilkin published in 16 Q. Okay. Areyou capable of answering
17 2005 in the American Journal of 17 only the question that I'm asking you?
18 Gastroenterology. 18 MR. JONES: Objection.
19 Isthisthe Vilkin paper that 19 Argumentative.
20 you're opining on in your declaration? 20  A.What I'm capable of doingisgiving
21  A.Yes Yes. 21 you aresponseto your question in away that
22 Q. Would you turn to Page 2520 of Vilkin. |22 | believeishonest and complete which
23  A. Okay. 23 includes context.
24 Q. And you see the "Methods" section? 24 Q. Did the method of the study that was
Page 86 Page 88
1 A.Yes 1 performed and then reported in Vilkin
2 Q. You see asubsection called "Fecal 2 involve collecting less than three
3 Sampling"? 3 consecutive daily fecal samples?
4  A.Yes 4 MR. JONES: Objection. Form.
5 Q. And you see about two-thirds of the 5 A.That'sadifferent question. Let me
6 way down thereis a sentence that says "The 6 review. (Witnessreviews document.)
7 examinee isrequested to prepare three 7 To answer that question, | believe
8 consecutive daily samples during the week 8 --1do not believe that the subjects were
9 before a colonoscopy examination.” 9 asked to complete less than three samples.
10 A.lseethat. 10 Q. Would you please turn to Page 2523 of
11 Q. Okay. Soyou agree that the method 11 Vilkin. Do you see Table 3?
12 that the study reported in Vilkin used 12 A.Yes
13 involved collecting three consecutive daily 13 Q. Youwould agree that there was arange
14 samples, correct? 14 of sensitivity across the three sample sets
15  A.Thestudy asdesigned by Vilkin 15 that were analyzed in the Vilkin paper,
16 collected three samples, but | will aso note 16 correct?
17 that that's not necessarily how that would be | 17 MR. JONES: Objection to form.
18 runclinically. 18  A.I'mnotsureif | would agree to that
19 Q. I wasn't asking about clinicaly. 1 19 inthe sensethat there were six cancer
20 was asking about the Vilkin study. 20 sampleshere.
21 S0 you agree that the method the 21 Let me think about that.
22 study reported and Vilkin used involved 22 There were six cancer subjects, |
23 collecting three consecutive daily samples, 23 should say, and | don't know if the
24 correct? 24 differencesin those numbers are
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1 satistically significantly different. 1 when all three tests were performed and
2 Q. Wsdl, do you think that the difference 2 utilized for anaysis'?
3 between 66.7 percent specificity and 100 3  A.l seethat sentence.
4 percent sensitivity -- let me start he over. 4 Q. Do you have any reason to doubt that
5 Do you think that the difference 5 that isaccurate?
6 between 66.7 percent sensitivity and 100 6  A.lthink what Vilkinissaying inthis
7 percent sensitivity is not statistically 7 statement hereisthat -- I'm not sure what
8 sdignificant? 8 hemeansby "best results,” but if | wereto
9 MR. JONES: Objection to form. 9 presume that he means that the sensitivity
10  A.l don'tknow. | haven't run the stats 10 that one getsis highest by looking at three
11 onthat. Theseareavery small number of 11 different samples, then | would conclude that
12 cancer samples. 12 what he believesisthat by running three
13 Q. Soyou don't know one way or another 13 different tests on the same patient is that
14 whether thereis arange of sensitivity 14 one could get perhaps some improved results
15 across the three sample sets as reported in 15 that way, but it doesn't preclude the idea of
16 Vilkin, correct? 16 using onetest.
17 MR. JONES: Objection to form. 17 Q. Soyou think that a person of skill in
18  A.What | seefrom the table and what 18 theart reading the Vilkin statement that
19 he'sreporting isthat he had different 19 "the best results were obtained when all
20 sensitivities for the three different samples 20 three tests were performed and utilized for
21 for each of these subjects, but as | already 21 analysis' would be mativated to run just one
22 indicated, it's not clear if those 22 test?
23 differences are statistically significant. 23 MR. JONES: Objection to form.
24 Q. Okay. Soyou don't know one way or 24 A.What | believe Vilkin teaches very
Page 90 Page 92
1 another whether thereis a statistically 1 clearly inthis paper isthat he'srun a
2 significant range of sensitivity acrossthe 2 research study to try to characterize the
3 three sample sets asreported in Vilkin? 3 performance of thistest and that in his
4  A.ldonot. 4 particular design he's done it this way where
5 Q. Soyoudon't have any opinion on that? 5 heistaking three samples from each subject,
6  A.Opinion on what? 6 and heisinterpreting the results of his
7 Q. Youdon't have any opinion on whether 7 study, but he clearly indicates later onin
8 thereisastatistically significant range 8 the paper that for clinical application,
9 of senditivities across the three sample 9 whichisvery different from this research
10 setsasreported in Vilkin? 10 study, that one would haveto do an
11 A.ldont--1 haven't, as| said, | 11 independent analysis of the cost/benefit of
12 haven't run the statistics on this to know 12 running one or more samples.
13 that thereisasignificant differencein 13 He further goes on to point out
14 there. Sowhat I'm saying isthat, yeah, at 14 that intheclinical realm, that there are,
15 thispoint, asl look at that, | don't know 15 infact, different numbers of tests run per
16 that those are significant differences 16 patient in different countries.
17 between the three different samples. 17 Q. Areyou reading from the Vilkin
18 Q. Canyou turnto Page 2522 of Vilkin. 18 reference?
19 Do you seein the right-hand column the 19 A.I'msummarizing what isin my
20 paragraph that starts"Intrapatient 20 declaration. | could read it directly if you
21 Complementary Variation"? 21 would like.
22 A.Yes 22 Q. Canyou show me where the Vilkin paper
23 Q. Andyou seethelast sentence in that 23 saysthat for clinical application one would
24  section says "The best resultswereobtained |24 have to do an independent analysis of the
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1 cost/benefit of running one or more samples? | 1 THE VIDEOGRAPHER: Thetimeis
2  A.Let mego tothe declaration and see 2 1:34. We are off the record.
3 if I can find the section. 3 (A discussion was held off the record.)
4 (Witness reviews document.) 4 THE VIDEOGRAPHER: Stand by.
5 In my declaration -- shall | cite 5 We'reback ontherecord. Thetimeis1:34.
6 where|I'm reading from? 6 BY MS. HABERNY:
7 Q. Sure. 7  Q.Doyou seewhere Vilkin refersto
8 A.ldon'thaveto. 8 collecting three annual fecal tests, on
9 Q.Please 9 Page 25247
10  A. Paragraph 69, "Contrary to Patterson's 10 A.Yes | do.
11 assertions, Vilkin does not require the 11 Q. Asan expert what do you understand to
12 collection of three daily clinical samples 12 bethe purpose of doing annual fecal tests?
13 for useof thedisclosed FIT test. Vilkin 13  A.Thepurposeisto usethat test to
14 explainsthat 'the decision of the number of 14 screen for colorectal cancer.
15 feca samplesto be obtained and optimal 15 Q. And why would one want to do that
16 feca hemoglobin threshold chosen for the 16 annualy?
17 screening in average risk population will 17 MR. JONES: Objection to form.
18 asoinvolve evaluation of cost/benefit." 18  A. My belief isthat every screening test
19 Q. Andthat portion of Vilkinis 19 should be done with some degree of
20 referring to annual or biannual testing, 20 regularity. Just as colonoscopy is done on
21 correct? 21 some schedule, my understanding is the
22 MR. JONES: Objection to form. 22 Cologuard is run on some schedule. So there
23  A.I'mnot sure where you're referring 23 isrepeated testing for different tests.
24 to. 24 Q. lsareason to do the screening
Page 94 Page 96
1 Q. The preceding paragraph in Vilkin says 1 annually because the results can change from
2 "At present we will continue with collecting 2 yeartoyear?
3 threeannual fecal tests," correct? 3  A.That'strue of any test. | mean
4  A.That'swhat -- this paragraph starts 4 colonoscopy isrun every fiveto ten years,
5 by saying that, yes. 5 andthe point is that, you know, cancers can
6 Q. Andthat's not referring to any 6 grow over time.
7 methodology regarding consecutive daily 7 Q. Andto meaningfully detect that
8 tests, correct? 8 change, areasonable time span between
9  A.Inthat sentence it does not, but it 9 screening would be annual, correct?
10 aso doesn't say that there is more than one. 10 MR. JONES: Objection to form.
11 Q. What would be the point of doing 11  A.No. Theschedulein which different
12 annual feca tests? 12 types of testswould be run depends on the
13 MR. JONES: Objection to form. 13 gpecific tests.
14 A.Thepoint of doing fecal occult blood 14 Q. And herefor the feca occult blood
15 test screening isto pick up colorectal 15 teststhat are being referenced in Vilkin
16 cancer. 16 the authors posit that a reasonable time
17 Q. Andyou, sitting here as an expert, in 17 span between screening would be annual,
18 your opinion, what would be the purpose of 18 correct?
19 doing annual fecal tests? 19 MR. JONES: Objection to form.
20  A.The purpose of -- I'm not sure | 20  A.TheVilkin paper is aresearch study.
21 understand the question. 21 My belief isthat what heis describing here
22 Q. Youseewhere Vilkin refersto -- 22 iswhat'sdone clinically in different
23 MS. HABERNY: Hold on a second. 23 countries, but thisisagain, in my belief,
24 Thereis someone outside the door. 24 heisnot trying to dictate clinical practice
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1 here. What he'sdoing is heis pointing out 1  A.Insomecases, asl just explained,

2 therearedifferent intervalsthat are used 2 people may be running experimentsin

3 indifferent countries. 3 duplicate or intriplicate in order to assess

4 Q. Okay. If you go back to the "Methods' 4 reproducibility.

5 section where Vilkin explains that the 5 Q. Would-- in your experience as an

6 samplesare prepared over three consecutive 6 expert, would a patient who is undergoing

7 days. Doyou seethat? 7 fecal occult blood test over three

8 A.Yes 8 consecutive days be likely to show a

9 Q. Andthe point of that isto run the 9 differencein cancer status?
10 testintriplicate, correct? 10 MR. JONES: Objection to form.
11 MR. JONES: Objection to form. 11  A. Repeat the question.
12 A.Inthisresearch study, he's 12 Q. Would testing by fecal occult blood
13 collecting three different samples. I'm not 13 test over three days be likely to show a
14 surewhat you mean by running themin 14 difference in cancer status of a patient?
15 triplicate. 15 MR. JONES: Objection to form.
16 Q. Areyou atrained laboratory 16  A. Reproducibility could depend on many
17 scientist? 17 different factors.
18 A.Yes |am. 18 Q. Would testing by fecal occult blood
19 Q.Whenyoudoassaysisitcommontodo |19 test over three consecutive days be likely
20 themin triplicate? 20 toshow adifferencein cancer status of a
21  A. Not necessarily. 21 patient?
22 Q. It'snot acommon practice? 22 MR. JONES: Objection to form.
23 A. Not necessarily. 23  A. Depending on the reproducibility of
24 Q. What about, for example, if you're 24 any given -- okay, depending on the

Page 98 Page 100

1 goingto do abiochemical assay, isit 1 reproducibility of the fecal occult blood

2 common to perform such an assay in 2 testasit'srun may impact differencesin

3 triplicate? 3 terms of reproducibility.

4 A.l cantell youwhen | do research now 4 Q. And Vilkin reported that the best

5 using RNA sequencing, | don't do that in 5 resultsin their test were obtained when al

6 triplicate. 6 three of the consecutive daily fecal samples

7 Q. If you are doing an assay that 7 weretested and utilized for analysis,

8 requiresabiochemical reaction, isit 8 correct?

9 common to do that in triplicate? 9 MR. JONES: Objection to form.
10 MR. JONES: Objection to form. 10  A.What Vilkinindicatesisthat in their
11  A.Theanswer tothe questionisit 11 study, with the very small number of cancer
12 depends on what the assay is, that's what | 12 samples, and calculating averages, that there
13 wastrying to explain. 13 wasdifferences between the three different
14 Q. When would a scientist want to do 14 samples, but what is not described in hereis
15 assaysintriplicate? 15 how reproducible that test isin their hands,
16 MR. JONES: Objection to form. 16 for instance, compared to any other lab where
17  A. Assays-- if assays are simple enough 17 it may have much less variability than what
18 torun, it's not uncommon to run them either | 18 heis showing on the table.
19 induplicate or triplicate in order to assess 19 Q. You said that you thought Vilkin
20 thereproducibility. 20 teaches determining whether one or more
21 Q. Sothen areason that scientists 21 consecutive testswould be desirable; is
22 commonly run assaysin triplicateisto 22 that your opinion?
23 assess reproducibility? 23  A.lcanreadit for you.
24 MR. JONES: Objection to form. 24 MR. JONES: Objection to form.
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1 A.Letmereadittoyouagan. "Vilkin 1 very clear in that passage as to what his
2 does not require the collection of three 2 opinion ison the number of samples that
3 daily clinical samplesfor use of the 3 should be tested.
4 disclosed FIT test. Vilkin explains that 4 Q. Read me the sentence where he says a
5 'the decision on the number of fecal samples 5 POSA should test just one sample?
6 to be obtained, an optimal fecal hemoglobin 6 MR. JONES: Objection to form.
7 threshold chosen for screening in an average 7  A.Thisisn't about a POSA.
8 risk population will also involve evaluation 8 Q. Wheredoes he, anywhere in this paper,
9 of cost/benefit.™ 9 saythatitisdesirableto test just one
10 Q. Okay. Nowherein that passage does 10 sample?
11 Vilkin say aperson of skill in the art 11 MR. JONES: Objection to form.
12 should test just one sample, correct? 12 A.What'sclearly -- | mean | will just
13 MR. JONES: Objection to form. 13 repeat the same thing I've said before.
14  A.Inthat particular passage he says 14 Clearly heistalking about the number of
15 nothing about -- well, no. 15 fecal samplesthat should be tested, that
16 (Witness reviews document.) 16 should be used to report aresult, and heis
17 In terms of the discussion of 17 saying that that decision should be made
18 number of fecal samples, he'svery clear that | 18 based on a cost/benefit analysis. It's very
19 thereisno specification of how many samples | 19 clear.
20 should berun. 20 Q. Do you know what the word "one,"
21 Q. That wasn't my question. 21 o-n-e, means?
22 Nowhere in that passage does Vilkin 22 MR. JONES: Objection.
23 say aperson of skill in the art should test 23 Argumentative. Harassing the witness.
24 just one sample, correct? 24  Q.Doyou?
Page 102 Page 104
1 MR. JONES: Objection to form. 1 MR. JONES: Objection. Harassing
2  A.What he saysisthe number of samples, 2 thewitness.
3 whichiswhat you are asking about, shouldbe | 3 Q. I'm asking you where -- | want you to
4 determined based on a cost/benefit anaysis. 4  read methe sentence -- Vilkin saysthat it
5 Q. DoesVilkin or does Vilkin not say a 5 isdesirableto usejust one fecal sample
6 person of skill in the art should test just 6 for fecal occult blood sampling?
7 onesample? 7 MR. JONES: Objection to form.
8 MR. JONES: Objection to form. 8  A.Your question is not relevant.
9 A.Canyouread me back my other 9 Q. Youhaveto answer it. It'smy
10 response? 10 question.
11 Q. That'snot responsive. It'sa 11  A. Okay. My answer is "the decision of
12 yes-or-no question. 12 the number of fecal samplesto be obtained
13 Does he say it or doesn't he? 13 and optimal fecal hemoglobin threshold chosen
14  A.No. If youtakeit out of context, it 14 for the screening in average risk population
15 completely changes the response. 15 will dso involve evaluation of cost/
16 Q. would like an answer to my question. 16 benefit."
17 It'ssimple. He either does or he doesn't. 17 Q. Okay. | would like to get that
18  A.It'snot ayes-or-no question. 18 cleanly. So please read me the sentence
19  Q.lItis. DoesVilkin or does Vilkin not 19 where Vilkin saysthat it is desirable to
20 say that aperson of skill in the art should 20 usejust onefecal sample for fecal occult
21 testjust one sample? 21 blood sampling testing?
22 MR. JONES: Objection to form. 22 MR. JONES: Objection to form.
23 A.What you're asking me to say iswith 23 A.Hesaysthat the number of samplesis
24 respect to the number of fecal samples, heis |24 to be determined.
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1 Q. Okay. 1 asked for the subjectsin this case to handle
2 A.That'swhat heissaying. 2 those.
3 Q. Does he anywhere determine that that 3 Q. What would be the benefit of
4 number should be one? 4 refrigerating the three consecutive daily
5 MR. JONES: Objection to form. 5 feca samples?
6  A.Hedoesn't specify how many it should 6  A. Thebenefit would be that it would
7 be. 7 minimize any degradation of the hemoglobin
8  Q.Okay. 8 that would be in the samples by holding them
9  A. Hedoes specify, however, that in 9 over, | guess, up tothree daysin an
10 different countries, it'sasingle samplerun 10 uncontrolled environment.
11 at different timeintervals. 11 Q. Canyouturnto page 2524 of Vilkin.
12 Q. It'syour opinion that a POSA would 12 A.Yes
13 understand that the Vilkin reference does 13 Q. Do you see the top paragraph, not the
14 not require refrigeration of the stool 14 first full paragraph, but the top paragraph?
15 samples? 15 MR. JONES:
16  A.I'msorry, repeat the question. 16  A. Which column?
17 Q. lIsityour opinion that a POSA would 17 Q. Sorry, theleft column.
18 understand that the Vilkin reference does 18  A. Starting "For many years?"'
19 not require refrigeration of stool samples? 19 Q. No. Theone abovethat.
20  A.What Vilkin doesin this study is he 20  A. Okay.
21 asksthe participants to put samplesin the 21 Q. Doyouseewhere Vilkin says "It is
22 refrigerator when they're collecting three 22 important to emphasize to the patient and to
23 samples, but that is not representative of 23 themedical service the correct storage and
24 clinical practice necessarily. 24 duration of storage"?
Page 106 Page 108
1 Q. Does Vilkin say that is not 1 A.Yes | seewhereyou'rereferring to.
2 representative of clinical practice? 2 Q. Andthe storagesin the Vilkin study
3 MR. JONES: Objection to form. 3 wasin therefrigerator, correct?
4 A.No, | don't believe he does. 4 MR. JONES: Objection to form.
5 Q. Do you have any support for your 5 A.Holdon. Let meread the context
6 assertion that refrigerating fecal samples 6 here. (Witness reviews document.)
7 isnot representative of clinical practice? 7 Y eah, | mean that sentence follows
8 A. My understanding isthat if one were 8 apreamble that talks about the samples being
9 torunasinglefecal sample, there would be 9 kept up to three weeks, which | don't believe
10 no reason to refrigerate that, they would 10 isrepresentative of how this would be used
11 senditindirectly assoon asthesamplewas |11 clinicaly.
12 collected, and then it would be received at 12 Q. That's not answering the question.
13 thelab for testing. 13 A. Okay.
14 Q. Butif onewereto run three 14 Q. Thestorage used in the Vilkin study
15 consecutive daily feca samples, then there 15 wasintherefrigerator, correct?
16 would be areason to refrigerate the 16 MR. JONES: Objection to form.
17 samples? 17 A.Inhisresearch study, he asked
18  A. Not necessarily. 18 participantsto store samplesin the
19 Q. What'syour explanation for why Vilkin | 19 refrigerator.
20 required his subjectsto refrigerate their 20 Q. Okay. And can you please go to the
21 three consecutive daily fecal samples? 21 right-hand column.
22 A.l believethat it was aresearch study 22 A.Okay.
23 design aspect that they had decided on, and 23 Q. Andit'sthe second-to-last paragraph
24 that's how they collected the samples and 24 before " Acknowledgements.” The paragraph
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1 startswith "The participation rate.” 1 refrigeration at home?
2  A.Okay. 2 A.Not necessarily. All he may be saying
3 Q. Doyou seein that paragraph where the 3 inthiscaseisthat evenin -- if there's
4 Vilkin authors report "The storage of the 4 countries with high ambient temperatures,
5 prepared iFOBT in the refrigerator until 5 that would apply to homes and labs.
6 development isimportant for maintaining the | 6 S0 again he doesn't specify, he's
7 test stability"? 7 adding that even in homes when there's no
8 A.lseethat. 8 air-conditioning that can certainly provide
9  Q.Okay. Doyou disagree with the Vilkin 9 for high temperatures in the home, but heis
10 authors? 10 not talking about where the storage is
11 A. (Witnessreviews document.) 11 occurring or at what length of time heis
12 What | interpret from what he's 12 taking about.
13 saying hereisthat -- he doesn't specify at 13 Q. So he'sjust pontificating about home
14 what point the storage he's referring to, 14 temperatures when heisreally referring to
15 whether it's after collection of the sample, 15 storagein alaboratory?
16 before sending it into alab, versus after it 16  A.No. | don't read it that way at all.
17 hasbeenreceived at alab, beforeit's been 17 | read it as saying that including homes.
18 runon aninstrument. 18 Q. Okay. The next sentence says"The
19 Q. DoesVilkin anywheretalk about 19 double zip-lock bags were provided" -- let
20 refrigerating samples at alab beforeit's 20 me start over.
21 -- before they have been run on an 21 The next sentence says "The double
22 instrument? 22  zip-lock bags we provided answered some of
23  A.l believe he does. 23 the screenees hesitancy about keeping the
24 Q. Andyou think that's what this 24  prepared test transiently in their home
Page 110 Page 112
1 sentencerefersto? 1 refrigerator.” Do you seethat?
2 A.ldon'tknow. I justtold you that. 2 A.ldo.
3  Q.Okay. Soyoudon't have any reason to 3 Q. Okay. Sonow doesthat give you
4 disagree with Vilkin's statement that the 4 context to understand that Vilkin believes
5 storage of the prepared iFOBT in a 5 itisimportant to refrigerate the samples
6 refrigerator until development isimportant 6 collected at home in a home refrigerator?
7 for making the test stability, correct? 7  A.lthink what heis saying isthat for
8 MR. JONES: Objection to form. 8 the sake of collecting three samples, as was
9  A. |l don't know which storage heis 9 described in this paper, that because there
10 taking about, but if someone were to make 10 was three samples, they wanted to control
11 the comment that -- he is making the comment | 11  uncontrolled temperature, as he is describing
12 here, | can't tell you if | agree with it or 12 here, and that for the sake of this study,
13 not, only because | don't know over what 13 they provided those zip-lock bags so the
14 period of time he istalking about storing 14 people would be more acceptable to putting
15 these samples, where isthe storage 15 those samplesin their home refrigerator.
16 occurring. | don't have an opinion on that 16 What | don't believe heis doing istrying to
17 just for those reasons. 17 dictateclinical practice.
18 Q. Okay. You seethe next sentence that 18 Q. I didn't ask you about clinical
19 says"Thisiscritical in countries with 19 practice, do you understand that?
20 high ambient temperatures, even when homes | 20 MR. JONES: Objection to form.
21 areair conditioned"? 21 A.l wasoffering that to you.
22  A.lseethat. 22 Q. Yes, wdl, it'snot part of the
23 Q. Doesthat give you the context to 23 question.
24 understand that Vilkin is talking about 24 MR. JONES: Objection to form.
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1  A.Okay. 1  A.What heissayingisthat for his
2  Q.lsityour opinionthat Vilkinis 2 study, where they did collect three samples
3 discussing keeping the prepared test 3 from each individual, that their
4 transiently in subject's home refrigerator 4 recommendation was that they would keep those
5 because heisreally referring to storagein 5 samplesin ahome refrigerator.
6 alaboratory? 6 Q. Andnowherein the Vilkin reference
7 MR. JONES: Objection to form. 7 does Vilkin say that refrigeration is
8  A.What |l believe heistaking about 8 optional, correct?
9 specifically at this point is the zip-lock 9 MR. JONES: Objection to form.
10 bagsfor storing the samplesinthehomefor |10  A. The Vilkin paper describes a
11 people who are collecting three samples, 11 particular protocol that they had come up
12 which would be different if you were only 12 with for the sake of this study, and there
13 collecting one sample. It does not -- till 13 wasn't an option of whether or not or they
14 does not preclude the idea that storage could | 14 would or would not be refrigerated. The
15 also be beyond just the home. 15 request of all participants was that they
16 Q. Soinyour opinion Vilkinisusing the 16 collect three samples. It then required
17 words"home" and "laboratory” 17 storagein arefrigerator.
18 interchangeably? 18 Q. You agree that the iFOBT test reported
19 MR. JONES: Objection to form. 19 inVilkin requires user interaction with the
20  A.No, | didn't say that. 20 fecal sample?
21 Q. Inthisparagraph Vilkin isreferring 21  A.Therequirement for -- give me a
22 to storage of fecal samplesin ahome 22  minute.
23 refrigerator, correct? 23 (Witness reviews document.)
24  A.lInthelast sentence heisreferring 24 The requirement for interacting
Page 114 Page 116
1 tostoring samplesin a home refrigerator -- 1 withthefecal sample, | believeisthat,
2 sorry -- the second-to-last paragraph. 2 yeah, they haveto put the -- what's it
3 Q. Andnowherein this paragraphin 3 caled -- the -- I'm not sure what you call
4 Vilkin on Page 2524 does herefer to storage | 4 that device, but it's attached to what looks
5 inalaboratory refrigerator, correct? 5 likethe cap of the tube that would have to
6  A.Hedoesnat, but it does not preclude 6 be stuck into the stool sample and then
7 that asthe -- as a possible explanation for 7 inserted into atube.
8 what he'staking about when he describes 8 Q. Areyou familiar with the Itzkowitz
9 storage generally, because, as they describe 9 reference that you discussin your
10 earlierinthe paper, | believe, sampleswere | 10 declaration?
11 dso storedin alaboratory in arefrigerator 11  A.Yes
12 when they were received. 12 Q. And you agree that the Itzkowitz paper
13 The sentence that we are referring 13 described direct defecation into a sample
14 tointerms of the storage of the prepared 14 collection device that is then sealed?
15 iFOBT in arefrigerator until developmentis |15  A. Could werefer to the -- well, either
16 important for maintaining the testability 16 aspecific section in the declaration or the
17 obviously impliesthat it is more than just 17 actual reference?
18 thehome. These are not developed at home. | 18 (Exhibit 7 was introduced.)
19 Q. Evenif additional refrigerationis 19 Q. Yeah, I'll hand you what has been
20 required for the stool samples, the Vilkin 20 previously marked as Exhibit 7. Exhibit 7
21 authors report that refrigeration is 21 isa2007 paper published in Clinical
22 important for maintaining testability and 22 Gastroenterology and Hepatology by, first
23 that refrigeration would include in ahome 23 author, Steven H. Itzkowitz.
24  refrigerator, correct? 24 Isthisthe Itzkowitz reference
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1 that you opine on in your declaration? 1 question worthy of consideration is whether
2 A.Yes 2 or notincluding asensitive gFOBT or FIT at
3 Q. You agreethat Itzkowitz described 3 thetime of testing would improve
4 direct defecation into adevice that is then 4 sensitivity without adversely affecting
5 seded? 5 gpecificity." Do you seethat?
6 A.Letmejustfind that part in the 6 A.lseetha.
7 methods. 7 Q. Youwould agreethat thisisnot a
8 (Witness reviews document.) 8 prediction that the combination will, in
9 Yes. 9 fact, improve sensitivity without adversely
10 Q. Do you agree that Itzkowitz does not 10 affecting the specificity, correct?
11 require user interaction with the stool ? 11 A.I'msorry, repeat that.
12 MR. JONES: Objection to form. 12 Q. Youwould agreethat thisis not a
13  A.Thereisno -- yeah, thereis no 13 prediction that the combination will, in
14 manipulation of the stool samples themselves, 14 fact, improve sensitivity without adversely
15 but they were required to add a stabilization 15 affecting the specificity, correct?
16 buffer to the stool specimen. 16 A. I think we've talked about this, but
17 Q. Going back to the Lenhard reference, 17 what he's saying isthat, again sincethisis
18 which is Exhibit 6. Do you have that? 18 apaper describing guidelines and
19 A.Yes 19 recommendations, the suggestion comes from
20 Q. You understand that the aim of the 20 what was known in the art, that the
21 study reported in the Lenhard paper wasto 21 combination of FOBT with DNA testing could
22 compare testing of HIC1 methylation to gFOBT 22 provide for improved sensitivity, and so he's
23 results? 23 saying that that is something that should be
24 MR. JONES: Objection to form. 24  evauated clinicaly.
Page 118 Page 120
1  A. My understanding of the -- of the 1 Q. Levinissimply questioning whether or
2 paper, the study design wasto compare DNA | 2 not the combination would improve
3 hbiomarkersin FOBT, but also to look at the 3 sensitivity without adversely affecting
4 combination of the two. 4 specificity, he's not making a prediction
5 Q. Islooking at the combination of the 5 that it will, correct?
6 two listed in the "Background and Aims"' 6  A.He'snot stating how much sensitivity
7 section of the Lenhard paper? 7 might improve, but what you have to realize
8 A.Let mecheck. 8 isthisisaguideline committee that has
9 (Witness reviews document.) 9 reviewed alot of the literature, has avery
10 They don't explicitly cal it out 10 good understanding of the art, and he's
11 intheabstract, but clearly that must have 11 suggesting this because there is a very
12 been one of their aims because they have a 12 strong probability that the combination of
13 tablethat specifically talks about the 13 thesetwo types of tests, specifically the
14 combination of these things. 14 FOBT and the DNA stool DNA, would provide for
15 Q. Canwego back to the Levin paper, 15 improved sensitivity.
16 Exhibit 10. 16 Q. WheredoesLevin say that thereisa
17 A. Okay. 17 strong probability that the combination of
18 Q. If you can go to Page 1578. 18 FOBT and DNA stool test would provide for
19  A. Okay. 19 improved sensitivity?
20 Q. Andif you go to the sentence that we 20  A.Hedoesn't use the words "strong
21 werediscussing earlier, it'sin the 21 probability." What I'm describingisasa
22 right-hand column. 22 guideline committee, making recommendations
23  A.Uh-huh. 23 to other researchers and perhaps clinicians
24 Q. The second paragraph. "Another 24 who are going to be looking at these
Page 119 Page 121
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1 combinations, that the suggestion would not 1 MR. JONES: Objection to form.

2 be made unless there was a good probability 2  A.ldon'tthink | said -- did | say

3 that thiswould work. 3 "Levinsays'?

4 Q. Youunderstand Levin is questioning 4 Q. Doyou believethat Levin saysthere

5 whether or not it would work to be a 5 isastrong probability that the combination

6 suggestion that it will work; is that what 6 of FOBT and DNA stool testing would provide

7 you'resaying? 7 for improved sensitivity?

8 A.What I'msayingisthat thisisnot a 8  A.Levindoes not use the specific words

9 description of the -- well, hold on. 9 "strong probability," if that's all we are
10 (Witness reviews document.) 10 arguing about, but what he does indicate, as
11 Can you repeat the question? 11 | wastrying to explain, isthat he'susing a
12 Q. Doyou understand Levin'squestioning |12 very conservative manner of speech when he
13 whether or not it would work to be a 13 sayswhether or not the combination of these
14 suggestion that it actually will work, is 14 two types of tests would result in improved
15 that what you're saying? 15 sensitivity, and he followsit up in the very
16 A.No. I think it'samanner of speech 16 next sentence by pointing to an independent
17 personally, and | would note that hegoeson |17 study where they did exactly that and did see
18 inthevery next sentenceto say -- to 18 animproved sensitivity.
19 describeresults of the Kutzner paper, where, |19 Q. Could we go back to the Lenhard paper.
20 infact, it was seen that the FOBT and DNA | 20 It's Exhibit 6. If you look at the
21 markersthat were used in that study did 21 conclusion in the abstract on the first
22 result in an improved sensitivity. 22 page, do you see where the authors
23 Q. Youwould agree that Levin does not 23 postulate, they say, "We postulate that a
24 actualy say thereisagood probability 24 panel of merely afew genetic and epigenetic

Page 122 Page 124

1 that the combination will work, correct? 1 markerswill be required for the highly

2 A.Weare picking on words, and we are 2 sensitive and specific detection of CRC and

3 talking about manner of speech. He'swriting 3 adenomain fecal samples of affected

4 inavery conservative manner to say that 4 patients'?

5 thiswould be agood thing to look at. He's 5 A.lseethat.

6 not guaranteeing that it's going to be 6 Q. Theauthors here are not concluding

7 successful in terms of further clinical 7 that those genetic and epigenetic markers

8 study, but heis pointing out that there is 8 should be combined with a blood protein

9 other prior art that suggests that it 9 tedt, correct?
10 absolutely would work because they describe 10  A.Inthissentencethat you are
11 that in an independent paper. 11 referring to they don't mention the FOBT test
12 Q. Earlier you stated that Levin says 12 asapossible marker to combine, but | will
13 thereisastrong probability that the 13 point out that they are also saying that they
14 combination of FOBT and DNA stool test would | 14  are postulating, meaning they don't know if
15 provide for improved probability, correct? 15 even combinations of genetic and epigenetic
16 MR. JONES: Objection to form. 16 markerswould give them the sufficient
17 Q. Sensitivity. 17 sensitive they might need. Thereisno way
18 MR. JONES: Objection to form. 18 they can conclude that based on this study.
19  A.Canyou read that back again? 19 Q. Nowherein the "Conclusion" section of
20 Q. Earlier you stated that Levin says 20 theabstract of Lenhard do the authors even
21 thereisastrong probability that the 21 discuss combining a DNA test with a blood
22 combination of FOBT and DNA stool tests 22 protein test for CRC screening in stool,
23 would provide for improved sensitivity, 23 correct?
24 correct? 24 A.| think what we were talking about
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1 previoudly isthat although the FOBT is not 1 theteaching of the study asawhole are very
2 mentioned in the abstract section, clearly it 2 clear.
3 must have been apart of the design of the 3  Q.I'malowed to ask you about what is
4 study, because they have atable in here 4 inone part of apaper, okay. If your
5 whichlooks at the sensitivity and 5 counsel want to ask you about other things,
6 gpecificity of the combined tests. 6 hecan.
7 Q. Areyou capable of confining your 7 My question is just about this
8 answer to my question about what the 8 conclusion section in the abstract, and
9 conclusion states in the abstract of 9 nowhere in the conclusion section of the
10 Lenhard? 10 abstract of Lenhard do the authors discuss
11 MR. JONES: Objection to form. 11 combining a DNA test with ablood protein
12 Argumentative and harassing. 12 test for CRC screening of stool samples,
13 A.ljustdid answer it. 13 correct?
14 Q. Areyou capable of confining your 14  A. (Witness reviews document.)
15 answer to what the conclusion saysin the 15 One minute.
16 abstract of the Lenhard paper? 16 Q. will note for the record that the
17 MR. JONES: Objection. Harassing. 17 witnessisreviewing other parts the paper,
18  A. My responseisto providethe 18 not the part | asked him about.
19 appropriate context to your question, because |19  A. SoI'mjust going to answer the
20 | believe without the appropriate context it 20 question the exact sameway. Infact, if you
21 providesadifferent meaning. 21 canread that back.
22 Q. Sol'masking you only about what the 22 Q.| withdraw the question, and | will
23 Lenhard authors report in the conclusion in 23 ask you something else.
24  the abstract, what they report there. You 24 A. Okay.
Page 126 Page 128
1 canhaveadll thetimein the world when your 1 Q. Wouldyou please read for methe
2 counsel redirectsyou if he wantsto talk 2 conclusion section of the abstract of the
3 about other things, but in a deposition 3 Lenhard paper.
4 proceeding there are rules that you must 4 A. The conclusion as written here
5 answer the questionsthat | ask. And if 5 indicatesin Lenhard's words "The epigenetic
6 your counsel wantsto ask you different 6 marker HIC1 promoting methylation carries
7 questions after, he can do so; do you 7 high potential for the remote detection of --
8 understand that? 8 THE COURT REPORTER: Could you
9 MR. JONES: Objection to form. 9 readthat alittle clearer.
10 He'sanswering the question that you asked. 10 THE WITNESS:. Sorry.
11 Q. Doyou understand what | said? 11  A."The epigenetic marker HIC1 promoting
12 A. | understand what you said. 12 methylation carries high potential for the
13 MR. JONES: Objection to form. 13 remote detection of CRCs. We postulate that
14 Harassing. 14 apanel of merely afew genetic and
15 Q. Somy question is confined to what is 15 epigenetic markerswill be required for the
16 saidinthe conclusion in the abstract, and 16 highly sensitive and specific detection of
17 nowherein the conclusion section of the 17 CRCsand adenomasin fecal samplesfrom
18 abstract of Lenhard do the authors discuss 18 affected patients."
19 combining a DNA test with a blood protein 19 Q. Okay. Theword "protein” does not
20 test for the CRC screening in stool samples, |20 occur in that passage you just read,
21 correct? 21 correct?
22  A.Thisisavery curiousline of 22  A.Theword "protein" does not appear in
23 questioning when we are talking about what is | 23 there.
24 inone part of apaper, when the lesson and 24 Q. Theterm "FOBT" does not occur in that
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1 passageyou just read, correct? 1 Q. Wasthe number of sentencesin the
2 A.FOBT isnotin that particular 2 conclusion responsive to my question?
3 passage. 3 MR. JONES: Objection to form.
4 Q. Theterm "hemoglobin" is not present 4  A.l believel'm able to answer a
5 inthe conclusions of the abstract of 5 questioninthe way that | feel provides
6 Lenhard that you just read, correct? 6 appropriate context and understanding. |
7  A. Theword "hemoglobin" is not in there. 7 don't think that | have to -- I'm still
8 Q. Theterm "fecal occult blood test" 8 speaking -- | don't think that | have to have
9 does not appear in the conclusion section of 9 theway | respond to your questions dictated
10 the Lenhard abstract that you just read, 10 by you.
11 correct? 11 MR. JONES: Objectionto form. |
12 A. Regardless of what it saysin the 12 don't think thisis an appropriate back and
13 conclusion -- 13 forth for adeposition.
14  Q.lsitthereor not? 14 MS. HABERNY: Wéll, we will seeif
15 MR. JONES: Objection to form. 15 the court thinks he's being responsive.
16  A.Thereisvery clear teaching from this 16 MR. JONES: Yeah, | would liketo
17 study about the combination of DNA testsand | 17 go to the court because he said there are
18 the FOBT. 18 two sentencesin the concluding statement.
19 Q. Youcantell that to your counsel if 19 Can we take a break?
20 hewantsto ask you about it. | asked you a 20 MS. HABERNY: Almost.
21 very straightforward question. If you are 21 Q. Canyou goto Page 148 of Lenhard. Do
22 ableto focuson what I'm asking, it would 22 you see the concluding paragraph --
23 besimpleto answer. 23 MR. JONES: Objection to form.
24 MR. JONES: Objection to form. 24 MS. HABERNY: : | wasn't finished.
Page 130 Page 132
1 Q. Theterm "fecal occult blood test" 1 MR. JONES: Sorry.
2 does not appear in the conclusion section of 2 Q. Do you see the concluding paragraph on
3 theLenhard abstract that you just read, 3 theright-hand column of the Lenhard paper
4  correct? 4 on Page 148 that starts with "In summary"?
5  A."Feca occult blood test" isnot in 5 A.Yes
6 theconclusion. 6 Q. Nowherein that paragraph do the
7 Q. And thereis no reference to ablood 7 Lenhard authors refer to blood protein,
8 proteintest in the conclusions of the 8 correct?
9 Lenhard abstract, correct? 9  A.(Witness reviews document.)
10  A.Inthat particular section of two 10 No. What the paragraph describes
11 sentences, whichisnot asufficient summary |11 isthat, thereisan initial sentence that
12 of the whole study, it does not have that in 12  says"In summary this study shows HICl asa
13 there. 13 sensitive and specific marker well-suited for
14  Q.Okay. Thereisno referenceto a 14 stool-based CRC screening,” and then it goes
15 blood protein test in the conclusions of the 15 on to speculate about a number of other DNA
16 Lenhard abstract, correct? 16 markersthat might be useful to combine with
17  A. Againinthetwo sentencesthat are 17 theHIC1 --
18 described under the "Conclusions® part of the |18 Q. Okay. | will ask --
19 abstract to describe this whole study, it 19  A.--butit'snot asummary of what this
20 does not have that. 20 studyis.
21  Q.DidI ask you how many sentenceswere |21 Q. Thelast paragraph of the Lenhard
22 inthat conclusion? 22  paper starts with the two words"In
23 MR. JONES: Objection to form. 23 summary," correct?
24 Harassing. 24 A.Yep.
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1 Q. Okay. And nowherein that paragraph 1 experience processing or analyzing feces,
2 dothe authors refer to ablood protein, 2 correct?
3 correct? 3 MR. JONES: Objection to form.
4 A.They do not refer to ablood protein 4 A.If someone had experience processing
5 here. 5 bat feces, they would certainly have
6 Q. Okay. Thank you? 6 experience processing bat feces. | don't
7 MS. HABERNY: We can take our 7 know that that's generally applicable to all
8 bresk. 8 species.
9 THE VIDEOGRAPHER: Thetimeis 9 Q. Wadll, aperson who had experience
10 2:31. We're off the record. 10 analyzing bat feces would have experience
11 (A recess was taken.) 11 analyzing aform of feces, correct?
12 THE VIDEOGRAPHER: Stand by. We 12 A. |l mean | think it's just saying the
13 areback ontherecord. Thetimeis 2:43. 13 samething twice. If someone has experience
14 BY MS. HABERNY: 14 processing bat feces, yes, then | would
15 Q. Doyou believe that a person of skill 15 acknowledge that they are knowledgeable on
16 inthe art relevant to the patents at issue 16 how to process bat feces.
17 herewould have had to have experiencewith |17 Q. Okay. Did you offer -- I'm sorry,
18 human fecesor could it be any fecesfroman |18 let'sdothat again. Let me start over.
19 anima? 19 A person who had experience
20 MR. JONES: Objection to form. 20 analyzing bat feces would have experience
21 A.I'mnot sure what you're asking about. 21 analyzing aform of feces, correct?
22 Q. Doyou believe that a person of skill 22 MR. JONES: Objection to form.
23 intheart relevant to the patents at issue 23 A. Soaperson processing bat feces has
24 here would have had to have experience 24 the experience of that particular type, but
Page 134 Page 136
1 processing feces? 1 that does not mean they generaly have
2 A.Todowhat? 2 experience processing any type of feces.
3 Q. To perform the methods that are 3 Q. Butyoudon't deny that bat fecesisa
4 claimed in the patents, to be a person of 4 type of feces, correct?
5 sKill inthe art relevant to those methods? 5 A.I'massumingthatitis. | never have
6 MR. JONES: Objection to form. 6 worked with bat feces.
7  A.I'mbaking at answering only because 7 Q. Soyou don't know oneway or another
8 the patent coversalot of different topics, 8 whether bat fecesis feces?
9 and there's also obviously an issuewith some | 9 MR. JONES: Objection to form.
10 of the scope of the patents and what's 10  A. | assume by the fact that it hasthe
11 actualy being claimed there. Soif you 11 word "feces’ init that it's probably feces.
12 could more specific about what youmeanby |12 Q. Okay. Do you offer opinions regarding
13 conducting the patents, that would be 13 marketing efforts of Exact Sciences?
14 helpful, if we could refer to a specific 14  A. Dol have opinions?
15 example. 15 Q. Areyou offering opinions about
16 Q. Actuadly I will ask you something 16 marketing efforts of Exact Sciencesin this
17 different. 17 case?
18 Do you believe that bat fecesis 18  A. Offering opinions? | discuss Exact
19 feces? 19 marketing efforts within the declaration.
20 MR. JONES: Objection to form. 20 Q. But you're not offering opinions about
21  A.lmean--ifit'scaled "feces" | 21 them?
22 would assumeit's feces, yes. 22 MR. JONES: Objection to form.
23 Q. So aperson who had experience 23  A.What iswrittenin the declaration is
24 processing or analyzing bat feceswould have | 24 based on materials that were reviewed and
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1 takinginformation out of those. 1 thereeither.
2 MS. HABERNY': I'm sorry, my 2 Q. Sositting here today, you can't
3 redtime stopped working. 3 identify any Exact Sciences marketing or
4 THE VIDEOGRAPHER: Thetimeis 4 advertising materials that you considered in
5 2:48. We are off the report. 5 connection with your opinions?
6 (A discussion was held off the record.) 6  A. Certainly nothing that islisted. |
7 THE VIDEOGRAPHER: Stand by. We 7 did go on the website and may have seen some
8 areback ontherecord. Thetimeis2:51. 8 materialsthere.
9 BY MS HABERNY: 9 Q. What materials?
10 Q. Areyou an expert on marketing 10  A. Il don't recall specificaly.
11 efforts? 11 Q. Sositting here today, you can't
12 A.No. 12 identify any particular Exact Sciences
13 Q. Didyou consider any Cologuard 13 marketing or advertising materials that you
14 advertising materialsin forming your 14 considered in connection with your opinions?
15 opinionsin this case? 15  A.l couldn't point to any in particular.
16  A.I'mtrying to recall. 16 Q. You agree that Cologuard requires a
17 | don't know if -- | don't recall 17 prescription?
18 if | referred specific -- to any specific 18  A. |l believethat to be true.
19 marketing materials from Exact but, yeah. 19 Q. Doyou agree that the medica
20 Q. Sositting here today, you can't 20 community would not prescribe Cologuard if
21 identify any Exact Sciences marketing 21 there was not data to support its use?
22 materialsthat you considered relating to 22 MR. JONES: Objection to form.
23 your opinion? 23  A.Asweestablished earlier, I'm not a
24 A. |l don't recall specifically which 24 doctor. So I'm not prescribing these. So |
Page 138 Page 140
1 marketing materials| did refer to, if | 1 would have assumptions about that is all.
2 referred to them. 2 Q. Do you have any opinion one way or the
3 Q. Doyouwant to check your Materials 3 other asto whether the medical community
4 Considered and see? 4 would prescribe Cologuard if there was not
5 A Sure 5 datato support its use?
6 MR. JONES: It's Exhibit 26 and 28 6 MR. JONES: Objection to form.
7 areyour Materials Considered. 7  A. Sorry, the question was opinions?
8  Q.Ithink 26, it's 28, and it's part of 8 Q. !l will repeat it. Do you have any
9 your second declaration? 9 opinion one way or the other as to whether
10 A. (Witnessreviews document.) 10 the medical community would prescribe
11 Yeah, | don't believe | see any 11 Cologuard if there was not data to support
12 marketing materials on here or advertising. 12 itsuse?
13 Isthat what you said? 13  A.I do have opinions about that, yes.
14 Q. Advertising or marketing materials, 14 Q. Onwhat do you base your opinions?
15 either one? 15  A. | base my opinions based on my
16  A. (Witnessreviews document.) 16 understanding asto someone who has worked in
17 No, | don't believe | see anything 17 thisfield asto what is required to offer a
18 onhere. 18 screening test.
19 Q. Youalso had Materials Considered in 19 Q. Andwhat isyour opinion asto whether
20 your second declaration. It was at the end 20 the medical community would prescribe
21 after -- 21 Cologuard if there was not data to support
22 A.Thevery end? 22 itsuse?
23 MR. JONES: Exhibit A. 23 MR. JONES: Objection to form.
24  A.Yeah, | don't believe | see anything 24 A.My opinion isthat Cologuard would
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1 only be prescribed if it was by alicensed 1 scope of your opinions.
2 doctor. 2 Do you not have an opinion then
3 Q. AndI'masking about data to support 3 about whether Cologuard practices the
4 itsuse. 4 asserted clamsin thislitigation?
5 A.Oh,sorry. 5 MR. JONES: Objection to form.
6 Q. Doyou believe -- well, strike that. 6  A.Agan|'mnot exactly sure how
7 What is your opinion as to the 7 Cologuardisrun. Soif | don't have
8 whether the medical community would 8 completeinformation, it's hard for meto be
9 prescribe Cologuard if there was not data to 9 ableto say that | have an opinion about
10 support its use? 10 whether or not the test follows the claimsin
11  A.l believethat the datato support its 11 the patent.
12 useisapart of what isinvolved in the FDA 12 Q. Sothenyou do not have an opinion
13 approval, as anecessary part of offering 13 about whether Cologuard practices the
14 thistest. 14 asserted claimsin thislitigation?
15 Q. Soearlier you said you had an opinion 15  A.Tomean opinion about whether it does
16 asto whether the medical community would |16 or it doesn't is based on fact. What I'm
17 prescribe Cologuard if therewasnot datato | 17 sayingis| don't have al of the facts.
18 support itsuse. Do you still have an 18 Q. It'snot acomplicated or trick
19 opinion on that? 19 question. | want to know if you have an
20  A. Sorry, say that again. 20 opiniononitor not. If you're saying you
21 Q. Earlier you stated that you have an 21 don't havethe facts, then I'mjust trying
22 opinion about whether the medical community | 22  to clarify that that means you don't have an
23 would prescribe Cologuard if there was not 23 opinion about it, right? Let me ask again.
24 datato support its use. Do you remember 24 Y ou do not have an opinion about
Page 142 Page 144
1 saying that? 1 whether Cologuard practices the asserted
2 A.Yes 2 clamsinthislitigation, correct?
3 Q. Andwhat isyour opinion about that, 3 A.Based onwhat | understand about how
4 not about the FDA, but about whether the 4 thetest isrun and the nature of the claims
5 medica community would prescribe Cologuard 5 aswritten, | do not have an opinion asto
6 if there was not data to support its use? 6 whether it strictly follows those claims or
7 MR. JONES: Objection to form. 7 not.
8 A.lsee |seewhat you're getting at. 8 THE VIDEOGRAPHER: Thetimeis
9 | believe that the -- let me think 9 3:03. We're off the record.
10 about the way | want to answer this. 10 (A recess was taken.)
11 | believe there must be evidence 11 THE VIDEOGRAPHER: Stand by. We
12 that provides some convincing aspect of 12 areback ontherecord. Thetimeis3:10.
13 utility of atest in order for people to 13 BY MS.HABERNY:
14 prescribeit. 14 Q. Doyou know what DNaseis?
15 Q. Doyou have any opinions about whether |15  A. Yes.
16 Cologuard practices the asserted claimsin 16 Q. What is DNase?
17 thislitigation? 17  A.Itrefersto atype of enzyme which
18  A.I'mnot acutely aware of every step of 18 cleaves DNA molecules.
19 what is doneto run Cologuard, but to the 19 Q. DoesDNase degrade DNA?
20 extent that the asserted claims have aspects 20  A.Youcould describeit that way. It
21 of those -- well, strike that. 21 basicdly -- it cutsthe DNA iswhat it does.
22 | don't know precisely how 22 Q. Areyou familiar with what an RNase
23 Cologuardisrun. 23 is?
24 Q. Sol'mjust trying to ascertain the 24 A.Yes
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1 Q.Whatisan RNase? 1 A.Myopinionisthat it's not so much a
2 A.AnRNasewill cut the strands of an 2 question asto whether or not the RNases, or,
3 RNA molecule. 3 sorry, the deactivation mechanisms could or
4 Q. Doyou believe that DNases are 4 could not be applied to stool samples, but
5 ubiquitous? 5 that it's-- the further context isthat if
6 MR. JONES: Objection to form. 6 onewanted to be ableto isolate an RNA
7  A.Ubiquitous where? 7 molecule which was associated with human
8 Q. Let'sstart in cells. Are DNases 8 cdls, and furthermore was associated with
9 ubiquitousin cells? 9 thesmall proportion of the human cells which
10  A. Therearecertainly DNasesin cells. 10 areassociated with cancer if it exists,
11 Q. Arethey ubiquitous? 11 presents avery different context from using
12 A. Youwould have to help me with the 12 those sameinhibitorsin any sample.
13 definition of what you mean by "ubiquitous." |13 Q. SoI'masking just atargeted
14 Q. Didyou usethe term "ubiquitous" in 14 question, which is whether it's your opinion
15 your declaration to describe RNases? 15 that the methods known as of 2009 to
16  A.lDbdievel did. 16 deactivate RNases could be applied to stool
17 Q. What did you mean by "ubiquitous'? 17 samples?
18  A.What | meant by "ubiquitous" in that 18 A.What I'mtrying to get you to
19 context isthat there's alarge quantity of 19 appreciate isthat the deactivation is very
20 them, which exist intracellularly as well as 20 much dependent on what the goal is but also
21 extracellularly, and that they can originate 21 what the challengeis, and so what I'm trying
22 in both human cells as well as bacterial 22 toanswer isthat the effectiveness of a
23 cdls, aswell asfood product, | suppose. 23 deactivation mechanism will depend on those
24 Q. Using that definition, do you believe 24  things.
Page 146 Page 148
1 DNases are also ubiquitous? 1 If you're asking simply could you
2  A.l believethat there are certainly 2 mix A with B, then, sure, the answer is, yes,
3 high concentrations of DNases in stool 3 youcould doit, but if you're looking to see
4 samples. 4 if that deactivation is going to be
5 Q. RNasesare not unique to feca 5 effective, you have to appreciate the
6 samples, correct? 6 context.
7  A.Correct. 7 Q. Soyou'rekind of dancing around the
8 Q. Thereare RNasesin other types of 8 question.
9 hiological samples? 9 | would like to know whether it's
10 A.Yes 10 your opinion that the methods known as of
11 Q. Doyou believe that prior to 2009 11 2009 to deactivate RNases could be applied
12 persons of skill in the art understood that 12 to stool samples? Could they or not?
13 RNaseswere present in stool samples? 13 MR. JONES: Objection to form.
14  A. 1 do believe people knew that, yes. 14  A. Soareyou asking meif the RNases
15 Q. Doyou believe that methods existedas |15 would be effective -- I'm sorry -- that the
16 of 2009 to inhibit RNase activity? 16 deactivators would be effective at
17 MR. JONES: Objection to form. 17 deactivating the RNases?
18  A.Inwhat type of sample? 18 Q. Right. Isit your opinion that the
19 Q.Inany sample. Let's start there. 19 methods known as of 2009 to deactivate
20  A. I think that there were methodsknown |20 RNases could be applied to deactivate RNases
21 on how to deactivate RNases. 21 instool samples?
22 Q.Andisit your opinion that those 22 MR. JONES: Objection to form.
23 methods to deactivate RNases could not be 23  A.Sol think in that context | think
24 applied to stool samples? 24 that my opinion isthat there have been some
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1 methods which have been looked at, but it 1 of nucleic acids?
2 depends on, you know, which deactivator we're 2  A.What | understand "extract" to mean is
3 talking about in order to understand the 3 reliably recover atargeted amount of nucleic
4  effectiveness. 4 acid from asample.
5 Q. Sotheanswer to my question is"yes'? 5 Q. Okay. Isityour opinion that the
6 MR. JONES: Objection to form. 6 QlAamp DNA Stool Mini Kit would not extrag
7  A. There have been descriptions prior to 7 both DNA and RNA from a stool sample?
8 2009 of people recovering RNA from stool 8 A.If | wasto usethat definition that |
9 samples. 9 just gavewhichisthat it would bea
10 Q. Isit your opinion that the QlAamp DNA 10 reliable quantity of targeted nucleic acid,
11 Stool Mini Kit would not co-extract both DNA 11 then | would -- my opinion isthat the QIlAamp
12 and RNA from astool sample? 12 Kit would not extract reliable quantities of
13  A.Well, asthe nameimplied, it's 13 RNA.
14 primarily intended to recover DNA from stool 14 Q. Have you done experiments to test
15 samples. | would not exclude the possibility 15 that?
16 that some RNA might also be extracted along 16  A.lcan't point to one-- I'm guessing |
17 withthe DNA. 17 haveactualy, but | can't point to the
18 Q. Soit'syour opinion that the QlAamp 18 results of those studies.
19 DNA Stool Mini Kit would co-extract DNA and 19 Q. Sitting here today, can you identify
20 RNA, correct? 20 any study that has been done by anyone
21 MR. JONES: Objection to form. 21 anywhereto quantify the amount of RNA that
22 A.ltismy opinion that if one were 22 can be extracted using the QlAamp Stool Mini
23 looking explicitly to extract RNA from a 23 Kit?
24 stool sample, you wouldn't necessary start 24  A.Youreaskingif | recdl orif one
Page 150 Page 152
1 withaQlAamp DNA Mini Stool Kit. 1 comesto mind?
2 Q.| did not ask you about explicitly 2 Q. Sitting here today can you identify
3 extracting RNA. My question is different. 3 any study that has been done by anyone
4 Pleaselistentoit. 4 anywhere to quantify the amount of RNA that
5 It isyour opinion that the QlAamp 5 can be extracting using a QlAamp DNA Stool
6 DNA Stool Mini Kit would co-extract DNA and 6 Mini Kit.
7 RNA, correct? 7  A. |l cannot point to a study, but if that
8 MR. JONES: Objection to form. 8 were an area of research that | was
9  A.lt'smy opinion that the QIAamp DNA 9 interested in, that's something | could do.
10 Stool Kit would contain contaminating 10 Q. Butyoudid not do that in connection
11 quantities of RNA. 11 with forming your opinionsin this case,
12 Q. Soitisyour opinion that the QlAamp 12 correct?
13 DNA Stool Mini Kit would extract both DNA 13  A. I did not conduct a comprehensive
14 and RNA from astool sample, correct? 14 search of that.
15 MR. JONES: Objection to form. 15 Q. Did you conduct any search whatsoever
16  A.No, | didn't say that. 16 for any study that has been done by anyone
17 Q. lIsit your opinion that the QlAamp DNA 17 anywhere to quantify the amount of RNA that
18 Stool Mini Kit would not extract both DNA 18 can be extracted using the QlAamp DNA Stool
19 and RNA from a stool sample? 19 Mini Kit?
20 MR. JONES: Objection to form. 20 A. Asfar asastudy that has targeted
21  A.Weare putting alot of emphasison 21 that, | can't point to a study that comesto
22 “extract" without having defined that. 22 mind that -- where people have looked at
23 Q.Let'sdefineit. What do you 23 that, but | know -- it's my opinion, at
24 understand "extract" to mean in the context 24 least, that recovery of RNA, that that's not
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1 thekind of kit that people would use for 1 don't know of anyone who has used the -- that
2 recovering RNA from a stool sample. 2 particular kit to extract RNA from stool.
3 Q. Andthat's not based on any sort of 3 | think what heis speculating is
4 experimental data, correct? 4 that it might work. You know, | think this
5 A.Notinterms of an experiment that | 5 isfrom somebody who has never worked with
6 can point to. 6 stool samples and doesn't appreciate the
7 Q. Do you know whether or not prior to 7 difficulty.
8 2009 anyone anywhere used the QlAamp DNA 8 Q. Can you turn to Paragraph 122 of your
9 Stool Mini Kit to extract RNA from a stool 9 second declaration, please.
10 sample? 10 A.Yeah
11 MR. JONES: Objection to form. 11 Q. Doyouseewhereit says, "First, as
12 A. I know of paperswhere people -- as | 12 Dr. Eshoo acknowledged in his deposition,
13 mentioned earlier, | know of papers where 13 the QIAamp DNA Stool Mini Kitisakit for
14 people arerecovering RNA from stool samples, 14  extracting DNA from fecal samplesin a
15 | don't recall which kits they were or which 15 laboratory. Such alaboratory kit would not
16 kitstechnologiesthey wereusingingeneral. |16 be suitable for use by a patient at hometo
17 Q. And when you testified earlier that 17 stabilize their at-home collected feca
18 you don't believe reliable amounts of RNA 18 sample asdone in the asserted claims'?
19 could be extracted from stools using the 19 What isyour basisfor that?
20 QlAamp DNA Stool Mini Kit, that was not 20  A.Just that thereis no evidence that
21 based on any data or experimentation or 21 I'maware of to indicate that that kit would
22 study, correct? 22 stabilize samples. It's used for laboratory
23 MR. JONES: Objection to form. 23 work where samples are in contact with the
24 A. It'snot based on any experimentation 24 solution for arelatively short period of
Page 154 Page 156
1 thatl canrecall or that | did myself. 1 time, and so in my opinion thereis nothing
2 My recollection of the papersthat | have 2 thereto suggest that it could be used for
3 seen where people are recovering DNA from | 3 long-term stabilization for shipping samples
4  stool samplesthat -- | don't believe any of 4 from home.
5 those were using that kit, but again | can't 5 Q. Areyou asserting that Dr. Eshoo
6 say for certain. 6 tedtified that the QlAamp DNA Stool Mini Kit
7 Q. Doyou have any basisfor opining that 7 canonly be used in alaboratory?
8 Dr. Eshoo testified that the QlAamp DNA 8 A.What I'm describing hereisthat he
9 Stool Mini Kit would not be suitable for a 9 acknowledgesthat it's used for extracting
10 patient at home? 10 DNA from stool samplesin alaboratory.
11 A.Ithink I may have opined about that 11 Q. Youwould agree that Dr. Eshoo never
12 inhere. Do you mindif | look? 12 tedtified that the QlAamp DNA Stool Mini Kit
13 Q. Fed free. 13 canonly be used in alaboratory, correct?
14  A. (Witness reviews document.) 14 MR. JONES: Objection to form.
15 Okay. Sorry, could you repeat the 15 A.l--what| acknowledge here, or,
16 question? 16 sorry, what I'm writing hereisthat he
17  Q.Doyou haveany basisfor opiningthat |17 acknowledged that it is designed for usein a
18 Dr. Eshoo testified that the QlAamp DNA 18 laboratory. Thereis nothing here that says
19 Stool Mini Kit would not be suitable for a 19 anything about what else it might be useful
20 patient at home? 20 for.
21 A.Widl, | would simply note that | don't 21 Q. Do you contend that Dr. Eshoo
22 think hisopinion is based on any 22 testified that the QIAamp DNA Stool Mini Kit
23 experimentation either, so I'm not surewhere |23 can only be used in alaboratory?
24 hegetshisopinion, and as | indicated, | 24 A.No. | don't believethat's what he's
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1 saying. What heis saying isthat thekit is 1 that the homogenate created from the stool
2 designed for extracting DNA from fecal 2 inexample 1 contained RNA?
3 samplesin alaboratory, and that heis 3 MR. JONES: Objection to form.
4 acknowledging that that is the case. 4 A.l mean my interpretation -- well, hold
5 Q. Then you would agree that Dr. Eshoo 5 on. Let mereview again exactly what...
6 did not testify that the QIAamp DNA Stool 6 (Witness reviews document.)
7 Mini Kit can only be used in alaboratory, 7 The stool homogenization buffer is
8 correct? 8 not described in detail here. So | don't
9 MR. JONES: Objection to form. 9 recal if that was described in detail
10  A.Thereisnothing stated to that 10 somewhere elsein the patent, or what the
11 questionin here. 11 composition of that is. So | don't have any
12 Q. Sotheanswer is"yes'? 12 way of making an assessment asto how well it
13 MR. JONES: Objection to form. 13 may have been preserving any RNA that might
14  A.Thereisnothing said one way or the 14 have been there.
15 other. Sothereisno opinionwhichisbeing |15 Q. Soyou have no basisfor opining that
16 stated here as to whether it could be used 16 the homogenate created in example 1 of the
17 outside of alaboratory or not from his 17 '746 patent did not contain RNA, correct?
18 perspective. 18 MR. JONES: Objection to form.
19 (Exhibit 17 was introduced.) 19  A. There'sno way from this example -- |
20 Q.1 am handing you what has been 20 haven't read the whole thing right at this
21 previously been mark Exhibit 17. ThisisUS |21 moment, but | have read it before -- but this
22 Patent No. 11,970,746. Do you recognize 22 example goeson to talk about al of the
23 this asone of the patents that has been 23 stepsthat are taken to process that sample
24 asserted in this case? 24  and then to analyze DNA, which is recovered
Page 158 Page 160
1 A.Yes|do. 1 fromthat, but thereis no written
2 Q. Didyoureview the '746 patent in 2 description whatsoever asto any RNA that
3 preparing your opinions for this case? 3 might berecoverable from that. Soit's
4  A.ldid. 4 readlly hard to form an opinion on that.
5 Q. Didyoureview itinitsentirety? 5 Q. Soyou have no opinion one way or
6 A.ldid. 6 another asto whether the homogenate created
7 Q. Didyoureview example 1 of the '746 7 inexample 1 of the '746 patent did not
8 patent in forming your opinions? 8 contain RNA?
9 A.Yes |did. 9 MR. JONES: Objection to form.
10 Q. It startson column 28, line 35. 10  A.Inthis-- theway thispassageis
11 A. (Witness reviews document.) 11 written and the fact that thereisno
12 Q. Doyou see the sentence starting on 12  assessment whatsoever of any RNA that might
13 column 28, line 55, which says " Stool 13 betherg, it'svery dif -- it'simpossible to
14 homogenization buffer wasaddedto aratio |14 know what that buffer is doing with respect
15 oneto seven, and the samples were 15 to RNA preservation.
16 homogenized and aliquoted in portionsof 32 |16 Q. Do you or do you not have an opinion
17 mi"? 17 asto whether the homogenate created in
18 A.Yes, | seethat. 18 example 1 of the '746 patent contained RNA?
19 Q. Isityour opinion that that 19 MR. JONES: Objection to form.
20 homogenate contained RNA? 20 Asked and answered.
21 MR. JONES: Objection to form. 21  A.lIt'shardto have an opinion on
22 A.ltismy opinionit hasRNA init. 22 something when thereis zero evidence to
23 Q. Waell, let me ask adifferent question. 23 judge from.
24 Do you have any reason to dispute 24 Q. Sotheanswer is, "no," you don't have

Page 159

Page 161

41 (Pages 158 - 161)

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

Exact Sciences Ex. 2054, Page 41 of 116



1 anopinion? 1 proteinase K isto also clean the sample to
2 MR. JONES: Objection to form. 2 remove any contaminating proteins.
3 A.That'snot what you asked me. You 3 Q. Do you have any corroboration for your
4 asked meif | had an opinion asto whether or | 4 suspicions that the inventor of the '746
5 not thereis RNA in that sample, and my 5 patent wasjust following the instructions
6 responseto that, very clearly is, because 6 of the QlAamp kit when adding the RNase to
7 thereisnoindication of any RNA that has 7 thesamplein example 1?
8 beentested, it'simpossible to form an 8 MR. JONES: Objection to form.
9 opinion. 9  A.I'mnot saying for certain that that
10 Q. Okay. So canyou move on to column 10 iswhat they did. What | was suggesting is
11 29. Actudly it'sthe bridging sentence 11 that -- it'saguess actually on my part that
12 between column 28 and column 29. It starts | 12 that might be part of the procedure of the
13 at column 28, line 66, and it says, "22 13 kit, but | also know that it's pretty
14  milliliters of the supernatant obtained 14 gandard procedure for people working with
15 following the second centrifugation stepwas | 15 DNA samples who are then going on to do PCR
16 incubated 5 microliters RNase A for 60 16 andysisthat you treat those with an RNase
17 minutes at 37 degrees celsius." Do you see 17 treatment to clean them up.
18 that? 18 Q. Do you have any corroboration for your
19 A.ldo 19 speculation that the inventor of the '746
20 Q. You previoudly testified that RNaseis 20 patent used RNasein example 1 in order to
21 used to degrade RNA, correct? 21 remove small amounts of contaminating RNA?
22 A.Yes. Wdll, it'sused to cut RNA, 22 MR. JONES: Objection to form.
23 yeah. 23 A.What I'm -- you had asked me about why
24 Q. Okay. Do you have any explanation for |24 would they possibly -- what are the possible
Page 162 Page 164
1 why RNase A would be used to process the 1 reasonsfor why they would do that step; and
2 samplesin the example 1 of the '746 patent 2 aspart of that, | responded with two parts,
3 if they did not contain RNA? 3 which wasthat it may be part -- | said "may"
4 MR. JONES: Objection to form. 4 or something to that effect -- it may be part
5 A.Yeah, | have acouple of explanations. 5 of theinstructions for the kit, but even if
6 Oneisthat they're using the QlAamp kit, 6 not, that's a pretty standard procedure for
7 which | believe has as a standard procedure 7 molecular biology labsto treat the DNA
8 inthekit to treat DNA sampleswith RNase, 8 sampleswith RNase to remove contaminating
9 and | suspect that if they were just 9 materias, and so that constitutes a second
10 following the instructions of the kit, that 10 portion of my answer, which isthat that
11 that's one reason why they would have done 11 would have been second that they might have
12  that. 12 been done to address contaminating RNA in the
13 Secondly, | believe that, as you 13 sample.
14  know, if you're recovering DNA samples, it's 14 It's also not clear that, in fact,
15 not uncommon to have even small amounts of 15 therewasany RNA inthe sample, and so
16 contaminating RNA in your sample, whichcould | 16 oftentimes those steps may or may not even be
17 potentialy interfere with downstream PCR 17 necessary.
18 reactions, and so to avoid any contamination, 18 Q. Doyou have any factua basisto
19 you would want to clean up your sample, and 19 dispute that the reason RNase was used in
20 that's oneway of cleaning up the DNA is by 20 example 1 of the '746 patent was because
21 treating it with a RNase. 21 therewas RNA inthe sample?
22 It'salso, | believe, why similar 22 MR. JONES: Objection to form.
23  type of mindset is further down when they 23 A.Aganl| think that it's entirely
24  talk about treating the sample with 24  possible that there may have been some
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1 contaminating qualities of RNA inthesample. | 1 (Exhibit 30 was marked for
2 SoI'm not saying that there wasn't any. 2 identification.)
3 Q. Areyou aware that the 746 patent 3 Q. SoI'mhanding you Exhibit 30. This
4 citesto alaboratory manual called Sambrook | 4 isan excerpt from Volume 1 of Molecular
5 and Russeall? 5 Cloning Laboratory Manual, Third Edition, by
6  A.lthink | had seen that before, but 6 Sambrook and Russell.
7 let me check. 7 Do you recognize this as the
8 (Witness reviews document.) 8 Sambrook that is cited in column 21 of the
9 Do you want to help me out or do 9 '746 patent?
10 you just want meto look through thiswhole |10 MR. JONES: Objection, only to the
11 ligt? 11 extent that thisisn't the entirety of
12 Q. No, I'mlooking for it, too. 12 Sambrook.
13 Okay. | foundit. It'scolumn 21, 13 MS. HABERNY : It'san excerpt.
14 lines 24 to 25, or actually lines 24 to 26. 14  A.Yes |recognizeit asVolume 1.
15 A.Wait. I'msorry. Page-- 15 Q. And that's the Sambrook that's cited
16 Q. Column 21. 16 incolumn 21 of the '746 patent?
17 A.Oh, column2l. Sorry. 17  A.Yes
18 Okay. Yep. 18 Q. Soyou would agree that the inventor
19 Q. Didyou review the Sambrook reference |19 of the '746 patent had possession of the
20 that'scited in column 21 of the '746 20 ideasof thisreference that he cited in the
21 patent? 21 patent, correct?
22 A.l glanced through parts of it. | have 22 MR. JONES: Objection to form.
23 not read that entirely. It's ahuge manual. 23 A.l would presume, since he has got it
24 Q. Doyou agree that fecal samples 24 referenced in the patent, that he had at
Page 166 Page 168
1 contain intact human cells? 1 least referred tothis. | can't speak to,
2 A.Dol agreethat fecal samples-- | 2 you know, how well he read it or understood
3 think it -- are you saying when the fecal 3 what wasinit.
4 samples exit the body? 4 Q. You have no reason to dispute that the
5 Q. Wecan start there. 5 inventor of the '746 patent had possession
6 A.Yes. | believethere'scdlsin 6 of theideas and protocolsin this reference
7 there. 7 that he cited in the patent, right?
8 Q. Anddoyou believethat if apatient 8 MR. JONES: Objection to form.
9 defecates directly into avessel that feces 9  A.Agan| can't account for how he
10 will contain whole cells? 10 handled this material, but | don't have
11 MR. JONES: Objection to form. 11 anything in my possession to suggest that he
12 Q. Whole human célls? 12 didn't.
13 MR. JONES: Objection to form. 13 Q. Okay. Canyou turnto Page -- well, |
14  A.l bdievethat if, asI've already 14 guesswe could start at Page 7.9 in the
15 established, there are cellsin the fecal 15 Sambrook reference in Exhibit 30. Do you
16 sample, andif it dropsdirectly into a 16 seeProtocol 2?
17 bucket, at that moment, then, yes, | believe 17 A.Yes.
18 thecdlsaresditill there. 18 Q. Okay. Anddo you seethat istitled
19 Q. The human cells present in afeca 19 "A single step method for the simultaneous
20 sample are eukaryotic cdlls, right? 20 preparation for DNA, RNA and protein from
21 MR. JONES: Objection to form. 21 celsintissues'?
22 A.Wadll, | should have clarified that's 22 A.Yes
23 what I'm referring to as well. 23 Q. Youwould agree that thisis protocol
24 Q. Okay. 24 for isolating nucleic acids including RNA
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1 from eukaryotic cells? 1 MR. JONES: Objection to form.
2 MR. JONES: Objection to form. 2 A.Basedontheway itisreferredtoin
3 A Letme.. 3 the patent, and again because there is no
4 (Witness reviews document.) 4 written description here as to whether or
5 I'm looking for the word 5 not, you know, RNA can be recovered and
6 "eukaryotic," which | don't see on that page. 6 tested, that | don't have an opinion.
7 Q. Oh, sorry, that's -- if you look at 7 Q. Somy question is whether or not, yes
8 Page 7.10, that's the chapter -- the title 8 or no, you have an opinion one way or
9 of the chapter. 9 another asto whether protocol starting at
10  A.Okay. 10 Page 7.9 in Sambrook Exhibit 30 could be
11 Q. Soyou would agree that Protocol 2, 11 used on afeca sampletoisolate RNA?
12 starting at Page 7.9 of Sambrook, 12 MR. JONES: Pleasefeel freeto
13 Exhibit 30, isaprotocol for isolating 13 review the protocol.
14 nucleic acids, including RNA, from 14 MS. HABERNY': That's coaching.
15 eukaryotic cells? 15  A. (Witnessreviews document.)
16 MR. JONES: Objection to form. 16 What the protocol describes --
17  A.lwould agree -- based on thetitle 17 againisrecovering DNA and RNA from cells,
18 certainly, you know, it is a method for 18 cultured cells and tissue samples. It does
19 simultaneously prepping DNA, RNA proteinfrom |19 not say anything about cells that are
20 cellsand tissues, that thisis a method that 20 suspended in stool samples.
21 hasbeen described, but | think this -- what 21 The fact that thisisreferenced in
22 itisdescribing is pure cells and tissues as 22 the patent as a methodology for working with
23 opposed to stool samples. 23 stool samples would mean that in order to
24 Q. Do you have any factual basis for 24 judge whether or not it can be used to
Page 170 Page 172
1 opining that Protocol 2 starting at Page 7.9 1 effectively recover RNA from stool samples,
2 in Sambrook Exhibit 30 could not beusedon | 2 therewould have to be some kind of
3 afecal sampleto isolate RNA from cells? 3 assessment of RNA from the stool samples that
4 MR. JONES: Objection to form. 4 are used here, and thereis no written
5 A.l don't have any basis to opine that 5 description of that.
6 thiswould be effective at recoveringRNA and| 6 Q. So you have no factual basisfor
7 DNA from human cellsin stool. 7 forming an opinion one way or another asto
8 Q. Andyou aso do not have any factual 8 whether the protocol, Protocol 2 starting at
9 basisfor opining that Protocol 2 starting 9 Page 7.9 in Sambrook, could be used on a
10 at Page 7.9 in Sambrook Exhibit 30 could not |10 feca sampletoisolate RNA, correct?
11 beused on afecal sampleto isolate RNA, 11  A. Il haveno basisfor understanding
12 correct? 12 whether it could work, nor if it wouldn't
13 A. Il base my opinions on things which -- 13 work.
14 asmuch as| can -- on positive evidence for 14 Q. Okay. So can you pleaseturnto
15 proof that things would work or not, and, you |15 Paragraph 127 of your second declaration.
16 know, | don't know what the results of a 16 Areyou there?
17 study would be to use this methodology totry |17  A.Yes.
18 torecover DNA and RNA from stool samples |18 Q. You say here that the common
19 that have cells, human cells. 19 specification explicitly identifies certain
20 Q. Soyou don't have an opinion one way 20 off-the-shelf products as ones to be used
21 or another asto whether Protocol 2, 21 for DNA anaysisonly; isthat correct?
22 starting at Page 7.9 in Sambrook Exhibit 30, (22  A.In127?
23 could be used on afecal sampletoisolate 23 Q.Yes.
24 RNA, correct? 24 MR. JONES: Objection to form.
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1  A.What'swrittenis"Dr. Eshoo then 1 manufacturer.
2 notesthat the '746 patent identifies 2 Q. Why did you not review any materials
3 off-the-shelf products’ -- | won't read those 3 related to NucliSens easyMAG?
4 --"that aPOSA would know extract both RNA| 4 MR. JONES: Objection to form.
5 and DNA. However, here once again, the 5 A.l know that | have used that in the
6 common specification explicitly identifies 6 past. The--youknow, what I'm writing
7 these products as onesto be used for DNA 7 about here doesn't require that | review what
8 anaysisonly,"” which issimilar to what | 8 the product characteristics are, the product
9 wasdescribing earlier when we were talking 9 description.
10 about Sambrook, which isthat thereis no 10 What | am trying to describein
11 description, there is no written description 11 thissection isthat there was no written
12 of any RNA whichisisolated fromthe stool |12 description of using this kit and then being
13 samples. 13 abletorecover RNA from stool samplesin the
14 Q. One of the off-the-shelf products that 14 patent.
15 you refer to in Paragraph 127 of your expert | 15 (Exhibit 31 was marked for
16 report is NucliSens easyMAG, correct? 16 identification.)
17  A. That's correct. 17 Q.| am handing you what has been marked
18 Q. Doyou deny that NucliSens easyMAG canl8 as Exhibit 31. Thisisthe NucliSens
19 extract both RNA and DNA -- 19 easyMAG new innovation from bioMerieux for
20 MR. JONES: Objection to form. 20 nucleic acid extraction press rel ease dated
21  Q.--fromclinica samples? 21 June 7th, 2005. Have you seen this before?
22 MR. JONES: Objection to form. 22 A.| may have back in that time frame.
23 A. Areyou asking specifically about 23  Q.Okay. Sointhethird paragraph down
24  stool samples? 24 thereisaquote from Dr. Christopher
Page 174 Page 176
1 Q. Okay. Doyou deny that NucliSens 1 Menieux R&D and Medical Affairs Senior Vice
2 easyMAG can extract both RNA and DNA from 2 President that says "With the launching of
3 stool samples? 3 NucliSens easyMAG we significantly reinforce
4 A.ldon't-- off thetop of my head, | 4 our position in molecular biology by
5 don't know of studies-- | couldn't point to 5 addressing our customers needs with afully
6 any studiesthat have provided convincing 6 automated platform for RNA and DNA
7 evidencethat they get recovery of DNA and 7 extraction." Do you seethat?
8 RNA from stool samples. 8 A.Yes | seethat.
9 Q. Didyoureview any of the NucliSens 9 Q. Andif you go down two more
10 easyMAG materials? 10 paragraphs, it reads "Extraction of nucleic
11  A.You mean marketing materials? 11 acids (RNA and DNA) in the clinical sample
12 Q. Any materials whatsoever relating to 12 isanimportant step prior to molecular
13 that product. 13 amplification and detection of the target
14 MR. JONES: Objection to form. 14 nucleic acid present using a molecular
15  A. What time frame? 15 diagnostics testing platform which performs
16 Q. Haveyou ever -- strike that. 16 thelatter two steps simultaneously, such as
17 In preparing for your deposition 17 bioMerieux NucliSens EasyQ." Do you see
18 today or for your declaration, either the 18 that?
19 first or second, did you review any 19 A.Yes
20 materials whatsoever relating to NucliSENS 20 Q. Andthen in the next paragraph, the
21 easyMAG? 21 second sentence says, "Like the NucliSens
22 MR. JONES: Objection to form. 22 miniMAG system, the NucliSens miniMAG
23 A.l have-- no, | don't believel have 23 platformis capable of extracting both RNA
24 looked directly at any materials from the 24 and DNA from abroad variety of sample types

Page 175

Page 177

45 (Pages 174 - 177)

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

Exact Sciences Ex. 2054, Page 45 of 116



1 such as plasma, serum, whole blood, stool, 1 A.l don't have an opinion asto whether
2 sputum and cerebrospinal fluid." Doyousee | 2 or not thiswould be useful for recovering
3 that? 3 RNA from stool samples.
4 A.Yes 4 Q. Doyou dispute that it was known as of
5 Q. Doyou have any basisfor denying the 5 2009 that in certain embodiments expression
6 NucliSENS easyMAG product cited inthe'746 6 -- I'm sorry, let me start over.
7 patent is capable of extracting both RNA and | 7 Do you dispute that it was known by
8 DNA from stool? 8 personsof skill in the art as of 2009 that
9 MR. JONES: Objection to form. 9 expression at the RNA level can be
10 A.Yes | meanthisisa--it'sa 10 determined by reverse transcription
11 descriptive statement, but there is no data 11 polymerase chain reaction otherwise known as
12 here. Sol don't know thisto be true. 12 RT PCR?
13 Q. Doyou have any factual basisfor 13 MR. JONES: Objection to form.
14 denying that what is written in this press 14  A.Inthe 2009 timeframe, | believe that
15 release from bioMerieux about NucliSENS 15 it waswell-known that RT PCR was oneway d
16 easyMAGistrue? 16 being able to measure gene expression.
17 MR. JONES: Objection to form. 17 Q. Andasof 2009, a person of skill in
18 A.What | know isthat I've read similar 18 theart would not haveto do RT PCRina
19 types of descriptions back when | wasworking| 19 specia or unique way to amplify RNA that
20 at Exact Sciences about kits that would be 20 was extracted from a stool sample, correct?
21 useful for recovering DNA from stool samples| 21 MR. JONES: Objection to form.
22 and oftentimes products not providing results |22 A. I'm trying to think about how to
23 that are consistent with the claims. 23 answer that.
24 Q. Andyou did not have that experience 24 | mean again thereis no evidence
Page 178 Page 180
1 with NucliSens miniMAG, correct? 1 that that was done, at least aswrittenin
2 MR. JONES: Objection to form. 2 thedescription of the patentsin this case,
3 A. At that time period, working with 3 thereisno basisto form an opinion.
4 stool samples, we were not aiming to recover 4 In terms of prior art, where people
5 RNA aong with the DNA. 5 wererecovering RNA from stool samples, |
6 Q. Doyou have any factua basis specific 6 don't recall exactly how the gene expression
7 to NucliSENS easyMAG for denying that what 7 was being measured. | would have to go back
8 iswritten in the NucliSENS easyMAG June 8 andlook at that.
9 T7th, 2007 pressrelease istrue? 9 Q. Sositting here now, you don't have an
10 MR. JONES: Objection to form. 10 opinion one way or the other as to whether
11  A. 1l have no reason to deny that, but | 11 asof 2009 aperson of skill in the art
12 haveno reason to believe it either. 12 would have had to do RT PCR in a specia or
13 Q. Soyou have no factual basis specific 13 unique way to amplify RNA that was extracted
14 tothe NucliSENS easyMAG product for denying |14 from astool sample, correct?
15 that what iswritten in this June 7th, 2007 15 MR. JONES: Objection to form.
16 pressreleaseistrue? 16  A.lthink that the RT PCR step itself --
17 MR. JONES: Objection to form. 17 my opinion isthat the RT PCR step itself
18  A. |l think that's the same question you 18 could probably be done in away that it's
19 just asked me. 19 relatively standard procedure, but that in
20 I have no reason to deny that this 20 order to determineif the result of those
21 istrue, but I have no reason to believe that 21 reactions was something that was useful asa
22 thisistrue. 22 biomarker would still haveto be
23 Q. Soyou have no opinion on it one way 23 demonstrated. And what | mean by that is
24 or the other? 24  that the quality of the RNA, the quantity of
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1 theRNA, and the correlation of that RNA with| 1 art at that time may not be able to do that,
2 tumor biology would have to be demonstrated | 2 that'sthe answer that | gave you aready.
3 toshow that it could be a useful molecule, 3 Q. What corroboration do you have for
4 or, yeah, useful target for diagnostics. 4 that opinion?
5 Q. Sitting here now you have no factual 5 MR. JONES: Objection to form.
6 basisfor disputing that as of 2009 a person 6  A. I know from working with -- my own
7 of skill inthe art could use standard RT 7 experience working with RNA recovered from a
8 PCR to amplify RNA that was extracted froma 8 variety of different kinds of samples, that
9 stool sample, correct? 9 if particular steps aren't taken to preserve
10 MR. JONES: Objection to form. 10 thesample, it can dramatically impact the
11  A.You'retaking -- you'retrying to get 11 downstream analysis of that.
12 meto take my answer out of context, andthe |12 Q. And you know of no factual
13 point of my context isthat one could run a 13 corroboration for any opinion that as of
14 reaction. That's not the question. 14 2009, in fact, persons of skill in the art
15 The question is could you run the 15 were unableto isolate RNA from stool
16 reaction for the sake of getting a useful 16 samplessuch that it could be amplified by
17 result, and what I'm trying to explain is 17 RTPCR?
18 that the useful result is asimportant, if 18 MR. JONES: Objection.
19 not more so, than just running the reaction. 19  A.lcan't spesk for al of the
20 Q. Please provide the complete factua 20 experimentsthat people tried that may not
21 basisfor any opinion you have that as of 21 havereported on, and so | think one would
22 2009 a person of skill in the art could not 22 haveto at least consider all of that work as
23 use standard RT PCR to amplify RNA that wag 23 someone who is skilled in the art in their
24  extracted from a stool sample? 24 success, but what I'm trying to explain is
Page 182 Page 184
1 MR. JONES: Objection to form. 1 that there's-- that one would haveto
2  A.What I'm suggesting is if that one 2 preserve samples sufficiently, be able to
3 weretodo-- well, okay. So here's-- one 3 extract samples sufficiently prior to then
4 would have to know that the RNA that is 4 being ableto do an RT step and analyze the
5 recovered from a stool sample has sufficient 5 c¢DNA downstream from that.
6 integrity, asit's often referred to, or 6  Q.Whatisthefactual basisor
7 essentially the quality of the RNA molecules, | 7 corroboration for any opinion that, in fact,
8 such that one could actually reverse 8 aperson of skill inthe art in 2009 could
9 transcribeit aswell asthen be able to 9 not preserve samples sufficiently to be able
10 design primersthat would be effectivewhen, |10 to extract RNA prior to doing an RT PCR on
11 infact, the RNA molecules may be degraded or 11  samples from stool ?
12 short, and, therefore, it couldn't be done. 12 MR. JONES: Objection to form.
13 Q. Please provide the complete factual 13 Q. I'mjust looking for afactua basis,
14 basisfor your opinion that, in fact, as of 14 because this seems very abstract when you're
15 2009 persons of skill in the art could not 15 sayingit.
16 usestandard RT PCR to amplify RNA that was 16 MR. JONES: Objection to form.
17 extracted from astool sample? A factual 17 A.I'mnot sure what you're actually
18 basis. 18 looking for in terms of factual basis.
19 MR. JONES: Objection to form. 19 What 1'm describing to you is that
20 A.Sowhat | wasjust describing to you 20 it'scommon knowledge that if, you know,
21 --if you're asking meto point to an 21 stepsare not taken to preserve RNA
22 experiment, | don't have that in front of me. 22 molecules, that they degrade very quickly,
23 If you're asking me for my opinion 23 more fragile than DNA molecules, and that
24 asto why aperson of ordinary skill in the 24 these effects can have a dramatic effect on
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1 thedownstream analysis, and soeventhe RT | 1 couldn't be done, right?
2 PCR step doesn't come until after, you know, | 2 MR. JONES: Objection to form.
3 inthe case of stool samples, you know, you 3 A.l don't understand what you're asking.
4 have done agood job of preserving the stool 4 Q. Wsdl, | have heard you give alot of
5 sample, but also figuring out away to 5 abstract ideas, but | have not heard you yet
6 robustly extract the RNA, and it's not 6 identify a source of corroboration in any
7 opinion. Thisiswhat isknownin the art. 7 way for any of it.
8 SoI'm not sure which facts you're looking 8 MR. JONES: Objection to form.
9 for. 9 A.ldisagree
10 MR. JONES: We have been going for | 10 MR. JONES: Mischaracterizes.
11 an hour and 15. Can we wrap up soon. 11 Q. Sowhat isyour sources of
12 MS. HABERNY: A couple minutes. 12 corroboration, corroborating evidence, for
13 Q. Soyou'resaying that al these things 13 any opinion you might have that a person of
14 you just mentioned would need to be knownin| 14  skill in the art would be unable to isolate
15 order to be perform RT PCR on RNA froma |15 RNA from afecal sample and perform RT PCR
16 stool sample. What's your factual basis for 16 toamplify it?
17 saying that they weren't known in 20097 17 MR. JONES: Objection to form.
18 MR. JONES: Objection to form. 18  A.lregard that as ahypothetical
19 A.In2009, likel said, | -- onewould 19 consideration, and that in order to disprove
20 havetolook at the evidence that's out 20 it'shypothetical, provethat it could be
21 there. | know that there are papers that 21 done, there would have to be positive
22 were prior art that talk about analyzing RNA | 22  evidenceto support that. Thereisnonein
23 from stool samples. | would havetorefresh |23 the written description of this patent.
24 my memory as to what the steps were to 24 Q. Areyou aware of any corroborating
Page 186 Page 188
1 processthe samples and if they had done the 1 evidenceto show that persons of skill in
2 RT PCR step that we are talking about in 2 theartin 2009 failed in attempts to
3 order to answer the question. So from that 3 isolate RNA from afecal sample and perform
4 perspective, | can't. 4 RT PCR to amplify it?
5 From the perspective of looking to 5 A. Soyou're asking me did somebody write
6 seewhether or not you could do aRT PCR stey 6 apaper saying | failed to run RT PCR on RNA
7 based on what iswritten in the description 7 from stool samples? | do not know of such a
8 inthe common specification of this patent, 8 paper.
9 thereisalso noway to judge, because there 9 Q. Areyou aware of papers reporting that
10 isno written description of any of the RNA 10 personsof skill intheart in 2009, in
11 that may or may not beinthesesamples. So |11 fact, were able to isolate RNA from afecal
12 it'sunknown whether or not one could do RNA| 12 sample and perform RT PCR to amplify it?
13 or RT PCR based on the written description |13 A. Asl said a couple of times now, | am
14 either. 14 aware of peoplein the prior art who have
15 Q. Soyou don't know one way or another 15 isolated RNA from stool samples and analyzed
16 whether one could do RT PCR based onthe |16 that in conjunction with colorectal cancer.
17 written description of the '746 patent? 17 | do not recall exactly what the steps were
18 MR. JONES: Objection to form. 18 they used to process those samples.
19  A. No. Based on the written description 19 Q. Soyou don't know one way or another
20 of the patent, there is nothing to suggest 20 whether persons of skill in the art in 2009
21 that it could be done. 21 had been able to isolate RNA from afecal
22 Q. Youcan'tidentify any factual basis 22 sample and perform RT PCR to amplify it,
23 for the reasons that you mentioned 23 correct?
24 previously that you think it possibly 24 MR. JONES: Objection. Form.
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1  A.lwill answer it the sameway. | know 1 MR. JONES: Objection to form.
2 that there's people who recovered RNA from | 2 Q. -- than onesthat aren't?
3 stool samples. | don't know if they have 3 MR. JONES: Objection to form.
4 used RT PCR as part of the processing of 4 A.lsthat different from the question
5 samples. 5 youjust asked?
6 If they did, then they would have 6  Q.Yes Sowhen testing astool sample
7 successfully done exactly what you'reasking, | 7 for blood, would you agree that it would be
8 but if they used some other process, then 8 easier to test for the presence of blood
9 they may havefailed at using RT PCR. 9 proteinsthat are common in blood as opposed
10 So | don't know what the exact 10 toblood proteins that are not common in
11 stepswere. Sol can't answer your question. |11 blood?
12 MS. HABERNY: Okay. Youwantto |12 MR. JONES: Objection to form.
13 takeabreak? 13 A.Again| think it depends on the assay
14 MR. JONES: Yep. 14 that oneis using to detect the proteins, and
15 THE VIDEOGRAPHER: Thetimeis |15 aslong asthe proteinsare specificto
16 4:28. We are off the record. 16 blood, then -- and were within the dynamic
17 (A recess was taken.) 17 range of an assay, it doesn't necessarily
18 THE VIDEOGRAPHER: Stand by. 18 matter if they're high or low concentration.
19 Okay. Weare back ontherecord. Thetime |19 Q. Hemoglobin isone of the more common
20 is4:42. 20 blood proteins, correct?
21  BY MS.HABERNY: 21 A.l believethat'strue.
22 Q.When testing astool samplefor blood, |22 Q. Andif you test asamplefor the
23 would you agree that it may be easier to 23 presence of hemoglobin, you've tested the
24 test for the presence of blood proteins that 24 sample for an amount of ablood protein,
Page 190 Page 192
1 appear in higher amounts rather than less 1 correct?
2 common ones? 2 MR. JONES: Objection to form.
3 MR. JONES: Objection to form. 3  A.If you'vetested asamplefor
4 A.| think one would have to specify 4 hemoglobin, then you have tested for
5 which blood proteins we're talking about. 5 hemoglobin, that doesn't necessarily mean
6 Q. Whentesting astool sample for blood, 6 that you have tested for any blood protein.
7 would you agree that it would be desirable 7 Q. asked adifferent question. 1'm not
8 totest for the presence of blood proteins 8 asking you about the word "any."
9 that appear in high concentrations? 9 If you test a sample for the
10 MR. JONES: Objection to form. 10 presence of hemoglobin, then you've tested
11  A.Sol take that to mean that you're 11 the samplefor an amount of ablood protein?
12 asking if al you wanted to do wasto test 12 MR. JONES: Objection to form.
13 for the presence of blood, and you're doing 13  A. Soif you havetested asample -- are
14 that by looking at blood proteins, would it 14 wetaking about a stool sample?
15 be better to test with higher or lower 15 Q. Sure, stool sample.
16 concentrations? 16  A.If wetested astool sample for amount
17 | think that aslong as you're 17 of hemoglobin, and hemoglobin is contained in
18 within the dynamic range of any given assay, |18 blood, then you would be testing for a
19 it doesn't necessarily matter if it's high or 19 proteinin blood.
20 low concentration. 20 Q. Areyou aware of any teststhat test
21 Q. When testing astool samplefor blood, |21 for the presence of blood proteins other
22 would you agree that it would be easier to 22 than hemoglobin in feces?
23 test for the presence of blood proteins that 23 MR. JONES: Objection to form.
24 are common in blood -- 24 A. Areyou asking about clinical tests or
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1 research studies, or what arewe-- how would | 1 A.ldon't know. You'rereferring to the
2 you characterize your question? 2 first and second declaration?
3 Q. Areyou aware of any test of any form 3  Q.Yes Anywhereinthiscase, | would
4 that testsfor the presence in feces of 4 liketo know if you've identified any assay,
5 blood proteins other than hemoglobin? 5 research or clinical that tested for ablood
6 MR. JONES: Objection to form. 6 protein other than hemoglobin in feces?
7  A.Soagain!'mnot-- I'mjust trying to 7  A.(Witness reviews document.)
8 clarify. Areyou asking about clinical 8 | found at least one other
9 tests? When you say "tests,” how do you 9 citation.
10 characterize what atest is? 10 Q. Okay. What paragraph isthat in?
11 Q. Areyou aware of any assay of any 11  A.Soit'send of Paragraph 42.
12 form, clinical or not, that tests for the 12 Q. Of which declaration?
13 presence of blood proteins other than 13 A.Thefirst.
14 hemoglobinin feces? 14 Q. Which reference?
15  A.I'mawarethat people have done 15  A.Well, thetitle -- the Hirata -- the
16 research studiesto look for other proteins 16 titleisindicated "Usefulness of fecal
17 besides hemoglobinin feces. | can't recall 17 lactoferrin and hemoglobin in diagnosis of
18 exactly which studies those are at this 18 colorectal diseases.”
19 poaint. 19 Q. Sowould you agree that in testing for
20 Q. Didyou cite any of them in your 20 blood protein from stool, tests for the
21 expert declarations? 21 presence of hemoglobin were the more common
22 A.Let mereview. 22 testsin 2009?
23 (Witness reviews document.) 23 A.l would say there's far more studies
24 I mean you're asking me to confirm, 24 looking at FOBT-type tests, which target
Page 194 Page 196
1 [Ithink, if I have cited anything relative to 1 hemoglobin, than other proteins.
2 those -- the other studiesthat | recall, but 2 Q. Sotesting for the presence of
3 | don't know which onesthey are, and quite 3 hemoglobin as the blood protein from stool
4 honestly it would take me some time to go 4 would be arepresentative test among the
5 through -- to answer your question, it would 5 available options at that time?
6 take sometimeto go through and scan for 6 MR. JONES: Objection to form.
7 every citation that | made, if that's what we 7  A.ltisoneof thousands of proteins
8 aretaking abouit. 8 which arein the blood.
9 Q. Sositting here today, you can't 9 Q. Sotesting for the presence of
10 identify any research studiesto look for 10 hemoglobin asablood protein from stool
11 proteins besides hemoglobin in feces that 11 would be arepresentative test among the
12 you've cited? 12 available options at the time in 2009?
13 MR. JONES: Objection to form. 13 MR. JONES: Objection to form.
14 A.No, that'snot what | am saying. What 14  A. Representative for what?
15 I'msayingisthat in order to confirm 15 Q. Representative of test for blood
16 whether or not | did, | would haveto go 16 proteinin stool.
17 through -- you're asking about this PI 17 MR. JONES: Objection to form.
18 declaration in addition to the IPRs? 18  A.No. What I'm asking you for
19 Q. I'masking just about in the district 19 clarificationis, if one were to measure a
20 court litigation. 20 blood protein and you're asking meif it's
21 A.Yeah, | could spend sometime going 21 representative, | want to know what it's
22 through thisto answer your question, if 22  representative of.
23 that'swhat we would like to do. 23 Q. Would you agreethat FIT, F-1-T, is
24 Q. How long would it take you? 24 another way of saying iIFOBT, that those

Page 195

Page 197

50 (Pages 194 - 197)

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

Exact Sciences Ex. 2054, Page 50 of 116




1 termsmean the same thing? 1  A. Sorry, repeat the question.
2  A.lwould agree, yes. 2  Q.Areyouawarethat NASBA isa
3  Q.AndaFIT testisanimmunochemical 3 technique for amplifying RNA?
4 test, correct? 4 MR. JONES: Objection to form.
5 A.AFIT test, yeah, | would characterize 5 A. Il havenot used that assay, so -- and,
6 that asimmunochemical, in the sense it uses 6 asl said amoment ago, I'm not familiar just
7 antibodiesto detect the hemoglobin. 7 based on the acronym asto what isinvolved
8 Q. In 2009, commercial serviceswere 8 inthat. Sol may have read papers about
9 availableto produce antibodies against 9 that techniquein the past, but | don't
10 numerous antigens, correct? 10 recall at this point the details.
11 MR. JONES: Objection to form. 11 Q. Areyou familiar with a method called
12 A. Il don't pretend to represent the 12 transcription mediated application?
13 antibody manufacturing industries, but | 13 MR. JONES: Objection to form.
14 would agreethat -- well, inthat timeframe? |14  A.I'm aware of the acronym, and | am --
15 Actualy, no, I don't presume to make any 15 yes, soI'mfamiliar at least with the
16 kind of statement asto how common it wasto | 16 acronym.
17 generate antibodies against any protein. 17 Q. Doyou know how it works?
18 Q. Soyou're not offering an opinion one 18  A.Atthismoment | could not give a
19 way or another as to whether commercial 19 detailed accounting asto how to run the
20 serviceswere availablein 2009 to generate 20 assay.
21 antibodies against proteins? 21 Q. Areyou aware that transcription
22 MR. JONES: Objection to form. 22 mediated amplification is atechnique for
23 A.No, that'snot what | said. | -- 23 amplifying RNA?
24  well, so let me clarify. 24 MR. JONES: Objection to form.
Page 198 Page 200
1 | do know that there were 1 A.l havenot -- that's another
2 commercial sources available to generate 2 methodology which | personally have not run.
3 antibodies against protein antigens. 3 Sol can't spesk to that from my own personal
4 Q. And areyou offering an opinion one 4 experience.
5 way or another asto whether the commercial | 5 (Exhibit 32 was marked for
6 servicesavailableto generate antibodies 6 identification.)
7 against protein antigensin 2009 were 7 Q. I'mhanding you what has been marked
8 common? 8 asExhibit 32. Thisisa 2007 paper
9 MR. JONES: Objection to form. 9 published in Cancer Epidemiology Biomarkers
10  A. How do you define "common"? 10 Prev -- I'm not sure what that stands for --
11 Q. Werewidely used by persons of skill 11 by first author Hongzhi Zou, H-0-n-g-z-h-i
12 intheart. 12 Z-o-u. Did you review this paper in viewing
13  A. 1 would say that services were 13 your opinions for this case?
14 certainly availablein the 2009 time frame. 14  A.Yes | beievel did.
15 Asto how widely they were used to people 15 Q. Areyou aware that this paper analyzes
16 trainedintheart, | can't say. 16 the effect of methylation on gene
17 Q. Areyou familiar with a method called 17 expression?
18 NASBA? 18 MR. JONES: Objection to form.
19 A.NASBA? | believe | have seen the 19  A. (Witnessreviews document.)
20 acronym before, but | don't recall exactly 20 Weéll, in reading the abstract, what
21 what it stands for or how the assay isrun. 21 | see, isthat they describe, the effective
22 Q. Areyou awvarethat NASBA isa 22 methylation on gene expression being
23 technique for amplifying RNA? 23 evaluated in colon cancer cell lines.
24 MR. JONES: Objection to form. 24 Q. And what do you understand "gene
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1 expression” to mean? 1 reasonably good degree of specificity.
2  A.l understand gene expression to be the 2 Q. Specificity?
3 tranglation from DNA to RNA and measurement 3  A. Meaning that they were -- the
4 of therelative quantities of RNA. 4 methylation was specific to cancer.
5 Q. If you can look please at Page 2689 of 5 Q. Sotheauthors of the Zou paper,
6 the Zou paper, Exhibit 32. Do you see that 6 Exhibit 32, were correlating methylation
7 thereisasection entitled "Realtime 7 statusfor genesin colon cancer to MRNA
8 Reverse Transcription - PCR"? 8 expression levels, correct?
9 A.Yes 9 MR. JONES: Objection to form.
10 Q. Anddo you seethat the authors 10  A. I think what they were doing here to
11 performed realtime reverse transcription PCR 11 --it'sbeenalittle while sincel've
12 to measure mRNA expression levels? 12 re-read this paper, but | believe what they
13 A.Let mereview first before answering. 13 were doing was to measure the methylation
14 (Witness reviews document.) 14 level of these genesin stool samples
15 Yes. Sorry, could you repeat the 15 collected from cancer patients, and then
16 question? 16 separately looking at RNA expression levels
17 Q. Do you see that the authors performed 17 incel line RNA.
18 realtime reverse transcription PCR to 18 Q. Andthiswas astudy that was
19 measure mRNA expression levelsin the Zou 19 published in 2007?
20 study of Exhibit 32? 20  A.Correct.
21  A. (Witness reviews document.) 21 Q. Andif youlook at Page 2693 of Zou
22 | see the section you're talking 22 Exhibit 32, there's a section titled
23 about. | haven't read, re-read the paper 23 "Reexpression of Methylated Genesin Colon
24 carefully enough to remember where the RNA 24  Cancer Cdl Lines By Demethylation." Do you
Page 202 Page 204
1 originatesfrom, if that's-- oh, sorry it's 1 seethat?
2 right here. Soit'sfrom the cancer cell 2  A.| seethesection, yes.
3 lines, yeah. 3  Q.Okay. And the second sentencein that
4 Q. Soyou agree that the authorsin the 4 section says " Suppression of MRNA expressior]
5 Zou -- strike that. 5 inthese geneswas generally observed in the
6 Y ou agree that in the Zou study of 6 methylated cell lines without
7 Exhibit 32 the group performed realtime 7 5-aza-deoxycytidine treatment." Do you see
8 reversetranscription PCR to measure mMRNA | 8 that?
9 expression levels? 9 A.Yes
10  A. From the description, what they talk 10 Q. So herethe authors, in fact, showed
11 about isrunning standard curvesin order to 11 that thereisacorrelation between DNA
12 do aquantitation, and that they were using 12 methylation status and colorectal cancer and
13 RT PCR proceduresto be able to measure then| 13 mRNA levels, correct?
14 the quantity -- to be able to calculate -- 14 MR. JONES: Objection to form.
15 measure and calculate the concentrations of 15  A. Fromthissection, so if we avoid the
16 RNA from these colon cancer cell lines. 16 question of using the methylation level of
17 Q. Andyou understand that the genesthat |17 the same genes from stool samples, which was
18 weretargeted for thisRNA expression 18 DNA, and just focus on the experiment here
19 measurement were genes that were methylated | 19 looking at cell lines, what they're talking
20 incolon cancer? 20 about isthat using a demethylation agent
21  A. My -- yeah, my understanding from 21 reversesthe methylation changes to then have
22 reading the -- re-reading the abstract was 22 animpact on the expression of the genes. So
23 that these are associated with colon cancer, 23 thereissome correlation in the cell lines.
24 and, infact, have -- may have had some 24 Q. Do you have any reason to dispute that
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1 that same correlation would be found in a 1 cell line experiments, there is always going
2 stool sample? 2 to be caveatsto how that can be translated
3 MR. JONES: Objection to form. 3 toclinical examples.
4 A.Theevidence for that being similar in 4 Q. lIstransfer RNA ahiomarker, used asa
5 astool sample would have to be shown. 5 biomarker to test for CRC?
6 S0 again as we have gone through 6  A.I'mnot aware of transfer RNA asa
7 thisin other lines of questioning, if there 7 biomarker, as| sit heretoday. It's
8 isno evidence, it's hard to have an opinion 8 possible that somebody has used that in a
9 ortobeabletobelieveor refuteina 9 study.
10 different context. 10 Q. IsMicroRNA used as a biomarker to
11 Q. Haveyou ever used cancer cell lines 11 testfor CRC?
12 to mimic the cancer condition that occursin |12 A. What time frame and what sample?
13 apatient's colorectal cancer? 13 Q. Areyou aware of MicroRNA ever having
14  A.ldon't understand your question. 14 been used as a biomarker to test for
15 Q. Haveyou ever used cancer cell lines 15 colorectal cancer?
16 to do experiments -- 16 A.Yes
17 A.Yes 17 Q. Inwhat context?
18 Q. -- related to colorectal cancer? 18  A. I know that shortly after MicroRNASs
19 A.Yes 19 werediscovered, they were being explored in
20 Q. Why did you use those cancer cell 20 virtually every cancer, and again I'm not
21 lines? 21 pointing to any particular reference, but |
22 A.Tostudy the behavior of certain cells 22 know that people skilled in the art were
23 inacontrolled environment. 23 certainly aware of MicroRNA being used as a
24 Q. And did you ever relate the results of 24  hiomarker for colon cancer.
Page 206 Page 208
1 your cancer cell line experiments to stool 1
2 sample experiments? 1 .
3 A.Which experiments are you talking 1 I
4 about? | don't understand what you're 1 S
5 asking. 1 I
6  Q.Haveyou ever relied on cancer cell 1
7 line experiments to design further 1
8 experiments on astool sample?
9 A.lactually don't recall. I'mtrying 1 I
10 toremember all of the cell line experiments ||} I
11 that were done and what we did with that data |||} | GGG
12 andit'svery hard for me to answer that B
13 question. | don't recall H
14 Q. Isit common for scientiststo use H
15 cell linesto mimic conditionsthat occurin - ||| | G
16 afull organism? N |
17 MR. JONES: Objection to form. | |
18  A.That'savery vague question. I'm B B
19 really not surewhat youareasking, but | - ||} NN
20 people use cell lines for many, many H s
21 different reasons -
22 One has to recognize that that's a B
23 very different set of conditionsto an H
24 organism, and whatever onelearnsfromthe || NG
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Q. Isit your opinion that a combination
of two or more ideas that are individually
in the prior art can never be patentable?

MR. JONES: Objection to form.

A. Jeez, no, | wouldn't say that.

Q. Can you please open your second
declaration.

A. Sure.

Q. Can you turn to the table of contents,
please?

A.Yes.

Q. Can you explain why the word "second"
isin bigger font than everything elsein
the header?

A. Nope, | can't explain it.

Q. Would you agree that it is not
scientifically sound to compare
sensitivities reported from studies by
different groups testing different sample

types from different patient populations?
Page 212
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MR. JONES: Objection to form.

A. | mean it depends on what the aim of
that comparison is. One can always make
comparisons, but you would have to be more
specific asto what theaim is.

Q. Would you agree that it's not
scientifically sound to compare
sensitivities reported from different groups
in amanner that is not a head-to-head
analysis?

MR. JONES: Objection to form.

A. You haven't clarified what theaimis.
So you can't answer the question unless you
know what theaimis.

Q. What would be the aim of comparing
sensitivities reported from different
groups?

MR. JONES: Objection to form.

A. | mean it depends what kind of
comparison we're doing. If you'relooking at
one group, which islooking at one biomarker,
and you're looking at another group to seea
different biomarker, and each is using

different sets of samples, one aim would be
Page 211 Page 213
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1 tosay who had ahigher sensitivity. 1 transcripts, was trying to suggest that this
2  Q.Would it be scientifically sound to do 2 isonly something which would -- that in
3 what you just described in amanner that is 3 order to usethisin abroad diagnostic
4 not a head-to-head analysis? 4 screening program, that this would -- because
5 MR. JONES: Objection to form. 5 thiswasn't in abroad diagnostic screening
6 A.Theanaysisof -- acomparative 6 program, that this -- you know, that he
7 sensitivity analysis as an example would be 7 disregards the teaching.
8 best done using the same sets of samplesand | 8 Q. Why did you choose the word
9 the same analytical procedures. 9 "disingenuous'?
10 Q. Doyou bdlieve that Dr. Patterson's 10  A.ldontrecdl, to be perfectly
11 opinions are disingenuous? 11 honest.
12 MR. JONES: Objection to form. 12 Q. Didyou choose that word?
13 A. Could you point meto any particular 13  A.Yes
14 opinion that you're asking about? 14 Q. Isthat aword you chose?
15 Q. Doyou have an opinion that 15 A.Yes Yes.
16 Dr. Patterson's interpretation of any of the 16 Q. Doyouthink Dr. Pattersonisaliar?
17 prior art references at issue in this case 17 MR. JONES: Objection to form.
18 isdisingenuous? 18  A.No. | mean we're picking on the
19 MR. JONES: Objection to form. 19 meaning of words here at this point | guess.
20  A.l guess| would want to -- before | 20 | think that it -- from my
21 answer that question, | would like to know 21 perspectiveit isvery hard to understand why
22 which part of the declaration you're 22 onewould ignore the clear teachings of this
23 referring to? You're obviously looking at 23 paper and instead say this may not be useful
24  something. 24 for broad diagnostic testing.
Page 214 Page 216
1 Q. Takealook at Paragraph 90 of your 1 Q. Doyou believe that increased
2 second declaration? 2 diagnostic accuracy is an inherent result of
3 A.Paragraph 90. Okay. 3 astool test that combines nucleic acid
4 Q. You say here"Dr. Patterson's 4 biomarkers and protein biomarkersto screen
5 interpretation of Kutzner islikewise 5 for CRC?
6 confounding and disingenuous." Do you see 6 MR. JONES: Objection to form.
7 that? 7  A.I'msorry, could you repeat that?
8 A.Yes, | seethat. 8 Q. Do you believe that increased
9  Q.lIsityour opinion that 9 diagnostic accuracy is an inherent result of
10 Dr. Patterson's opinions are disingenuous? 10 astool test that combines nucleic acid
11  A.Let meread what | wasreferring to 11 biomarkers and protein biomarkers to screen
12 there. 12 for CRC?
13 MR. JONES: Objection. 13 MR. JONES: Objection to form.
14  A. (Witnessreviews document.) 14 A.No. | think that the whole point of
15 Yeah, so what | wasreferringtois 15 doing laboratory testing studiesisto
16 theresults of the Kutzner paper is 16 determine the answer to that question.
17 describing the clear benefit in sensitivity 17 Q. Soaperson of skill intheart as of
18 of combining two different types of assays, 18 2009 wouldn't have expected a stool test
19 specifically the MD, which isthe DNA 19 that combines nucleic acid biomarkers and
20 portion, and the FOBT, which is the blood 20 protein biomarkers to have increased
21 protein portion, and that it's, in my 21 diagnostic accuracy, correct?
22 opinion, irrefutable based on this study that 22 MR. JONES: Objection to form.
23 the combination provides for improvement, and23  A. What -- I'm sorry, repeat the
24 that Dr. Patterson, according to the 24 question.
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1 Q. A person of skill inthe art as of 1 Q. Waysthat increased diagnostic
2 2009 would not have expected a stool test 2 accuracy could be accomplished?
3 that combines nucleic acid biomarkers and 3 A.Yes
4 protein biomarkers to have increased 4 Q. A person of skill intheartin 2009
5 diagnostic accuracy, corrects? 5 would have expected a stool-based CRC
6  A.Onewould haveto be -- in order to 6 screening test combining DNA and protein
7 form an opinion on that, the -- you know, the | 7 biomarkersto increase patient uptake,
8 person of ordinary skill in the art, myself, 8 correct?
9 would have to understand what is a specific 9 MR. JONES: Objection to form.
10 biomarker that we are talking about if one 10  A. 1 think that the patient uptake of a
11 werelooking for some kind of increasein 11 test depends on many things. You're asking
12 performance. 12 me specificaly isit aresult of combining
13 Q. Soaperson of skill in the art as of 13 DNA and FOBT, actually | think you said blood
14 2009 would only have expected a stool test 14 proteins, and | would not suggest -- | would
15 that combines nucleic acid biomarkers and 15 not agree with that generalized statement
16 protein biomarkersto have increased 16 that you made.
17 diagnostic accuracy if that person knew what |17 Q. Would you agree that the addition of a
18 specific biomarkerswere goingtobeusedin |18 blood protein test to afecal nucleic acid
19 thetest? 19 test increasesits diagnostic accuracy?
20 MR. JONES: Objection to form. 20 MR. JONES: Objection to form.
21 A. I think that the general idea of using 21 A.l believethat the way you're
22 the DNA biomarker at that time was that there | 22  describing it is very general, and if -- |
23 was no description that I'm aware of where 23 believethat a person of ordinary skill in
24  the DNA-based test had a hundred percent 24 theart in that time frame, or even today for
Page 218 Page 220
1 senditivity. 1 that matter, would make their conclusions
2 Further, it was known that the FOBT 2 based on results of studies.
3 testswere generaly pretty specific and 3 So | wouldn't necessarily make a
4 operate through a completely different 4 generalized statement asyou are. | would
5 mechanism than the DNA-based tests. 5 say that they would look for specific studies
6 And so asagenera rule at the 6 like Lenhard, like Kutzner and othersto come
7 time people believed that the combination of 7 tothe conclusion that in some cases one
8 thetwo would provide for an improvement, 8 could combine DNA and FOBT to improve
9 without abig lossin the specificity. 9 accuracy and that that was known in that time
10 Q. Sothen aperson of skill in the art 10 frame.
11 asof 2009 would have understood that 11 MS. HABERNY: Do you want to take
12 increased diagnostic accuracy is a property 12 alittle break?
13 of aCRC stool-based screening test 13 THE VIDEOGRAPHER: Thetimeis
14 combining nucleic acid and protein 14 5:48. We're off the record.
15 biomarkers? 15 (A recess was taken.)
16 MR. JONES: Objection to form. 16 THE VIDEOGRAPHER: All right.
17 A.Ithink what -- a person understanding 17 Stand by. We are back on therecord. The
18 theart would recognize that based onresults |18 timeis 6:00 p.m.
19 of studiesthat, in fact, combined DNA and 19 MS. HABERNY:: | have no additional
20 FOBT and demonstrated an increasein 20 questions.
21 performance with the combination over either | 21 MR. JONES: | have no questions.
22 one of those individually would have 22 MS. HABERNY: Okay. Thank you
23 understood that there were certainly ways 23 very much, Dr. Whitney.
24  that that could be accomplished. 24 THE WITNESS: Thank you.
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1 THE VIDEOGRAPHER: The time is ! Cai“ﬁ‘:;:_‘ Smﬁﬁgr?gmmﬁggc%%
2 6:01. We are off the record. 2 Dep Dae: 119725
3 (The deposition adjourned at 6:02 p.m.) g R DURCEHWHINEFRD
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Federal Rules of Civil Procedure

Rule 30

(e) Review By the Witness; Changes.

(1) Review; Statement of Changes. On request by the
deponent or a party before the deposition is
completed, the deponent must be allowed 30 days
after being notified by the officer that the
transcript or recording 1is available in which:

(A) to review the transcript or recording; and

(B) 1f there are changes in form or substance, to
sign a statement listing the changes and the
reasons for making them.

(2) Changes Indicated in the Officer's Certificate.
The officer must note in the certificate prescribed
by Rule 30(f) (1) whether a review was requested
and, if so, must attach any changes the deponent

makes during the 30-day period.

DISCLAIMER: THE FOREGOING FEDERAL PROCEDURE RULES
ARE PROVIDED FOR INFORMATIONAL PURPOSES ONLY.

THE ABOVE RULES ARE CURRENT AS OF APRIL 1,

2019. PLEASE REFER TO THE APPLICABLE FEDERAL RULES

OF CIVIL PROCEDURE FOR UP-TO-DATE INFORMATION.
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VERITEXT LEGAL SOLUTIONS

COMPANY CERTIFICATE AND DISCLOSURE STATEMENT
Veritext Legal Solutions represents that the
foregoing transcript is a true, correct and complete
transcript of the colloquies, questions and answers
as submitted by the court reporter. Veritext Legal
Solutions further represents that the attached
exhibits, if any, are true, correct and complete
documents as submitted by the court reporter and/or
attorneys in relation to this deposition and that
the documents were processed in accordance with

our litigation support and production standards.

Veritext Legal Solutions is committed to maintaining
the confidentiality of client and witness information,
in accordance with the regulations promulgated under
the Health Insurance Portability and Accountability
Act (HIPAA), as amended with respect to protected
health information and the Gramm-Leach-Bliley Act, as
amended, with respect to Personally Identifiable
Information (PII). Physical transcripts and exhibits
are managed under strict facility and personnel access
controls. Electronic files of documents are stored

in encrypted form and are transmitted in an encrypted
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fashion to authenticated parties who are permitted to
access the material. Our data is hosted in a Tier 4

SSAE 16 certified facility.

Veritext Legal Solutions complies with all federal and
State regulations with respect to the provision of
court reporting services, and maintains its neutrality
and independence regardless of relationship or the
financial outcome of any litigation. Veritext requires
adherence to the foregoing professional and ethical
standards from all of its subcontractors in their

independent contractor agreements.

Inquiries about Veritext Legal Solutions'
confidentiality and security policies and practices
should be directed to Veritext's Client Services
Associates indicated on the cover of this document or

at www.veritext.com.

Exact Sciences Ex. 2054, Page 116 of 116






