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UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD
Case No. PGR2023-0051

U.S. Patent No. 11,617,795

——————————————————————————————————— x
KINDERFARMS LIC,
Petitioner,
- against -
GENEXA INC.,
Patent Owner.
——————————————————————————————————— x

August 14, 2024

10:04 a.m.

Remote video-teleconference
deposition via Zoom of DR. CORY BERKLAND,
pursuant to notice, before Jineen Pavesi,
a Registered Professional Reporter,
Registered Merit Reporter, Certified
Realtime Reporter and Notary Public of the

State of New York.
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1 BERKLAND
2 I'm going to assume that you understood my
3 question.
4 Do you understand that?
5 A. Yes
6 Q. Ifthereisaquestionthat |

7 ask you that you do not understand, |

8 would ask you to identify what is causing

9 aproblem with the question for you not to
10 be able to understand that.

11 Do you understand that?
12 A. Ido.
13 Q. If a some point today that you

14 need a break, please give me some warning
15 and I will do my best to accommodate that
16 request; | just would ask you, | might

17 havetofinish aline of questioning

18  Attorneysfor Patent Owner 18 and/or a pending question, do you
19 BY: ADAM PIVOVAR, ESQ. 19 understand that?
20  apivovar@cooley.com 20 A. Yes
21 21 Q. Isthereany reason today why
22 22 you cannot give full and complete
23 23 testimony?
24 24 A. No, noreasons.
25 25 Q. Haveyou taken any substances
Page 3 Page 5
1 1 BERKLAND
2 CORY BERKLAND, 2 that alter your ability to testify?
3 having first been duly sworn by a Notary 3 A. No
4 Public of the State of New Y ork, was 4 Q. Andyou understand that your
5 examined and testified as follows: 5 testimony is under oath today?
6 EXAMINATION BY 6 A. Yesldo.
7 MR. NOLAN: 7 Q. Andthistestimony isthe same
8 Q. Good morning, Dr. Berkland. 8 asif you were providing testimony
9 A. Good morning. 9 directly in front of the Patent Trial and
10 Q. MynameisBrianNolan, | aman 10 Appeal Board at the U.S. Patent and

11 attorney at Mayer Brown in New Y ork, my
12 colleague, Shantelle LaFayette, is along

13 with me, and we represent KinderFarmsin
14 this matter.

15 Have you been deposed before?
16 A. Yes

17 Q. How many times?

18 A. Probably about 20 times.

19 Q. Soyouunderstand today I'm

20 going to ask you a series of questions and
21 | would ask that you respond to them

22 verbally?

23 A. ldo

24 Q. Andtotheextent that | ask

25 you aquestion and you provide a response,

11 Trademark Office?

12 A. | understand.

13 Q. What did you do to prepare for
14 your testimony today?

15 A. Over the past few days|

16 reviewed the various declarations and
17 reportsin this matter as well asthe

18 cited art from those reports.

19 | also spent time with counsel
20 yesterday preparing.

21 Q. About how long did you spend
22 time preparing?

23 A. Probably somewhere between ten
24 and 15 hours, maybe alittle more.

25 Q. Howlong didyou spend with
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1 BERKLAND
2 counsel yesterday?
3 A. Around seven hours.
4 Q. Aspart of your preparation,

5 you stated you reviewed the various
6 declarations that have been submitted in
7 this proceeding, correct?
8 A. Correct.
9 Q. Andwasone of those
10 declarations your own declaration?
11 A. That'scorrect.
12 Q. Inreviewing your declaration,
13 did you identify any errorsin the
14 declaration?

15 A. Actudly | didfind one.
16 Q. What error wasthat?
17 A. | haveacopy of my declaration

18 and the cited exhibitsin afolder
19 provided by counsdl.

20 Q. Do those documents have any
21 annotations on them, sir?

22 A. Theydonot.

23 Q. Sowhy don't weintroduce as

24 Exhibit 1 to this declaration -- excuse
25 me-- Exhibit 1 to this deposition, the

Page 8
1 BERKLAND
2 toadepositionin a PTAB proceeding from
3 aformality perspective.
4 MR. NOLAN: We can certainly
5 just refer to it as Exhibit 2009, we can
6 change the designation onit.
7 MR. PIVOVAR: Yes.
8 And al exhibitsthat are
9 introduced by a party need to bein
10 sequentia order if they're going to be
11 attached to anything in the PTAB; you have
12 to continue with the numbering from the
13 last exhibit if you're going to try to
14 introduce anything new.
15 That is the last number you
16 used up-front and it should be 1000 and
17 whatever the next number is from the last
18 exhibit that was submitted in the Patent
19 Office.
20 These are dl standard PTAB
21 proceedings.
22 MR. NOLAN: | understand, sir,
23 | wastryingto -- we'll keep the
24 exhibitsin line; when we introduce them
25 obviously they will be numbered in

Page 7
1 BERKLAND
2 declaration of Dr. Cory Berkland in
3 support of patent owner's response to
4 petition.
5 Q. Ifitiseasierforyouto
6 review the paper copy, sir, aslong as
7 thereis no annotations on it, that's
8 acceptable to me, but we're going to make
9 the exhibit available on Exhibit Share for
10 everyone else that is participating.
11  A. Okay.
12 Q. Itshouldbeinyour exhibit
13 folder, but, again, if you already have
14 the paper copy in front of you and it's
15 easier for you to flip through that,
16 pleasefeel freeto do that, sir.
17  A. Okay.
18 MR. PIVOVAR: Counsd, isthis
19 Exhibit 2009?
20 MR. NOLAN: Yes, thisis
21 Exhibit 2009, sir.
22 MR. PIVOVAR: Yes, we don't
23 need to reintroduce it, we can just rely
24 onthat, it will be part of the record, it
25 isnot common to introduce as new exhibits

Page 9

1 BERKLAND

2 accordance with the Patent Office's

3 proceedings, but for this deposition, if

4 your preferenceisto do it, we can

5 certainly just start with the next one

6 that we have.

7 Q. But, anyway, Dr. Berkland,

8 you're looking at Exhibit 2009, sir?

9 A. That'scorrect, and asa
10 clarification, my binder contains Exhibit
11 2001 through 2023.
12 Q. Andso,sir,if youcan, |
13 believe you indicated that there was a
14 revision that you had identified for
15 Exhibit 2009, is that accurate?

16 A. Yes sir.

17 Q. Whatisthat revision, sir?
18 A. Inparagraph 137.

19 Q. Okay,sdir.

20 A. Thelast line at the bottom of

21 the page, it says, "A POSA would have been
22 motivated," and it should say "A POSA

23 would not have been motivated to combine
24 nonoverlapping and disparate viscosity

25 ranges with each other."
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1 BERKLAND
2 Q. Yourelooking at 137, the last
3 line on page 537?
4 A. Correct.
5 Q. Isthereany other editsto
6 your report, sir, that you would like to
7 make?
8 A. Notatthistime.
9 Q. Didyouidentify that error in

10 your report, sir?
11 A. |can'trecdl; it occurred
12 during discussion with counsel yesterday,

13 but | don't recall which one of us noticed
14 it.
15 Q. Youasoreviewedthe

16 declaration of Dr. Crowley, correct, sir?

17 A. Thatiscorrect.

18 Q. Doyouknow Dr. Crowley?

19 A. Yes

20 Q. How doyouknow Dr. Crowley?
21  A. ImethiminTexas, | believe,

22 probably 12, 15 years ago, something like
23 that.

Page 12
BERKLAND

business?

A. 2008, might have been the end
of 2007, but | think it was 2008.

Q. What was the technology in
general, | don't need any details about
it, but just the general nature of it.

A.  Our lab had invented an

9 approach to take drug particles and

10 improve their aerosol properties.
11 Q. Andsoat some point you or
12 Savarabegan to consult with Dr. Crowley?
13 A. | remember chatting with him, |
14 don't remember if he was retained asa
15 consultant, I'm unaware.
16 Q. Whatdid you mean when you said
17 he gave atalk about aerosol technology
18 then, sir?
19 A. Likel said, wehad atak or a
20 discussion about the technology.
21 | remember first meeting him
22 and just having a discussion about the
23 technology we used at first in my lab and
24 then at Savara Pharmaceuticals.

O~NO U WNPEF

24 Q. Anddoyou recal the
25 circumstances upon which you were meeting
Page 11
1 BERKLAND
2 him?
3 A. Yes
4 Q. What werethose circumstances?
5 A. Dr. Crowley was providing some

6 advice or discussion around aerosol
7 technology that | was maturing in asmall
8 business.
9 Q. Whenyou say providing advice,
10 was he acting as a consultant?
11 A. | don'trecal; at this point |
12 waskind of arm’s length with the company
13 and any engagements would have been
14 through the company.
15 Q. What company were you working
16 with?
17 A. Itwascaled Savara,
18 S-A-V-A-R-A, Pharmaceuticals.
19 Q. What wasyour rolewith Savara
20 Pharmaceuticals?
21 A. Theorigina technology for
22 founding the company came out of my
23 laboratory at the University of Kansas, so
24 | was a co-founder for the business.
25 Q. Whendidyou found that

25 Q. Wheredidthe meeting occur?
Page 13
1 BERKLAND
2 A. |bdieveitwasinAustin,
3 Texas.
4 Q. Didyoutravel to Austin, sir?
5 A. | hadtraveled to Austin to
6 visit the CEO of our company who was aso
7 in Austin.
8 Q. Didthemeeting occur at the

9 Savarafacilities?

10 A. | don'trecdl.
11 Q. How long wasthe meeting?
12  A. | don'tknow, I'msureless

13 than part of aday, maybe a couple of

14 hours, but | actually don't recall.

15 Q. Didyou haveany other meetings
16 with Dr. Crowley related to Savara?

17 A. | don'trecal.

18 Q. DidDr. Crowley provide you any
19 information related to the aerosol

20 technology that he discussed?

21 A. Hemight have, but it'sbeen a

22 long time ago and | don't remember.

23 Q. Other than that interaction

24 with Dr. Crowley, have you had any other
25 interactions with him?
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1 BERKLAND
2 A. ldontrecdl, | don't believe
3 s0.
4 Q. Doyoustill havea
5 relationship with Savara Pharmaceuticals?
6 A. | amstll ashareholder, but |

7 haven't done anything on behalf of the

8 company since 2014, | believe.

9 Q. Otherthan your interactions
10 related to Savara, have you had any other
11 interactions with Dr. Crowley?
12 A. Notthatl recal.
13 Q. If you have Exhibit 2009 up, |
14 would like you to turn to your discussion
15 of aperson of ordinary skill in the art,
16 sir.

17 A. Okay.
18 (Witness complying.)
19 Q. Doyouseein paragraph 21 of

20 that you lay out your definition of a
21 person of ordinary skill in the art?

Page 16
1 BERKLAND
2 time, my apologies.
3 Do you mind asking the question
4 again.
5 Q. Sure
6 Areyou holding yourself out as
7 an expert in pharmaceutical regulatory
8 approvals?
9 A. lamnat; | have exposure to

10 the approval pathways, but | wouldn't call
11 myself an expert.

12 Q. Andsointhisdefinition of a

13 POSA, can you explain to me how the

14 description that you've provided here of
15 access to a pharmaceutical regulatory

16 approval personnel impacts your opinions
17 inthis matter?

18 MR. PIVOVAR: Objection to
19 form.
20 A. ThePOSA would have accessto

21 these one or more team members, according

22 A, Just amoment. 22 to this definition, and would take into
23 (Witness perusing document.) 23 consideration regulatory hurdles, this
24 A. Yes 24 would commonly be called chemistry
25 Q. Canyou seethat you indicated 25 manufacturing and controls, that could
Page 15 Page 17
1 BERKLAND 1 BERKLAND

2 that the person would have access to one
3 or more team members having experiencein
4 pharmaceutical formulation and
5 pharmaceutical regulatory approvals, do
6 you seethat, sir?
7 (Witness perusing document.)
8 A. |doseethat,it'sinthe
9 context of the larger definition with
10 quadlifiers, but | see that phrase.
11 Q. Wouldyou hold yourself out as
12 an expert in pharmaceutical regulatory
13 approvals?

14 MR. PIVOVAR: Objection to
15 form.
16 A. I'msorry,just sol'mclear,

17 areyou able to hear the objections?

18 Q. | heardthe objection; it was
19 taken down.

20 Y ou can answey.

21 A. Okay.

22 Q. Thankyou.

23 A.  Normadly thereisabit of

24 feedback and | can't tell when counsdl is
25 speaking and | didn't hear it at that

2 impact their work.

3 Q. Sir,inproviding your

4 opinions, have you relied upon in any way
5 issues related to pharmaceutical

6 regulatory approval to develop your

7 opinions presented?

8 MR. PIVOVAR: Objection to
9 form.
10 A. Wadl, certainly to the extent

11 that the regulatory pathway isa

12 consideration when developing an approved
13 pharmaceutical product, | have considered
14 that aspect.

15 If you're referring to my

16 opinions about the prior art cited by

17 Crowley and whether | think the patent is
18 obvious, maybe we should just specify what
19 you mean when you say opinions, are you
20 talking about my opinions regarding

21 obviousness or the opinions throughout the
22 declaration?

23 Q. Well,if thereisany opinions

24 inyour declaration that you think are

25 impacted by your definition, that a POSA
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1 BERKLAND

2 would have access to aregulatory person
3 with pharmaceutical regulatory approval
4 experience, I'd want you to identify

5 those.
6 If there's some that don't,
7 then you can identify those as well.
8 MR. PIVOVAR: Objection, form.
9 (Witness perusing document.)
10 A. |think the answer I've given
11 issufficient.
12 Q. Okay.
13 So tell me which opinionsin

14 your report are affected by your view that
15 the person of skill in the art would have

16 accessto one or more team members having
17 experience in pharmaceutical regulatory

18 approvals.

19 MR. PIVOVAR: Objection, form.
20 A. Myopinionsaresimply in

21 responseto Dr. Crowley and are from the
22 perspective of a POSA, whoisa

Page 20
1 BERKLAND
2 Q. With respect to your opinions
3 on the formulations in the '795 patent,
4 have any of those opinions been influenced
5 by your requirement that a POSA have
6 access to one or more team members having
7 experience in pharmaceutical regulatory

8 approval?
9 MR. PIVOVAR: Objection to
10 form.
11  A. I havealot of opinionsin
12 this declaration.
13 We can probably try to pick
14 them up one-by-one as we go through the
15 opinions.
16 Q. But,sir, canyou answer my

17 question; can you tell me right now are

18 any of the opinions that you've presented

19 impacted by your reguirement that the POSA
20 have access to one or more team members
21 having experience in pharmaceutical

22 regulatory approvals?

23 formulator, with the qualifications| laid 23 MR. PIVOVAR: Objection to
24 out. 24 form.
25 It would be helpful to have an 25 A. That'smy answer; | mean, we
Page 19 Page 21
1 BERKLAND 1 BERKLAND

2 understanding of the regulatory pathway,
3 which | believe | do to the extent it
4 appliesto, say, chemistry manufacturing
5 and control aspects of pharmaceutical
6 products that need to be addressed in
7 order to be approved or on the shelf.
8 Q. Whenlinitialy asked you if
9 you're holding yourself out as a
10 regulatory expert, | thought you stated
11 you were not, but you do think you have
12 sufficient regulatory experience to fit
13 into this one or more team members having
14 experience in pharmaceutical formulation
15 and pharmaceutical regulatory approvals?
16 A. Totheextent that the
17 regulatory piece shapes or provides
18 information to the formulator, | have
19 experienced that many times.
20 I'm not an expert in regulatory
21 approval pathways, like the documentation
22 for 505b2 pathways or generic pathways
23 from a paperwork perspective.
24 But to the extent it relates to
25 formulation, | have experience.

2 haven't -- | don't know if you're calling
3 opinionsjust cabining them to the

4 obviousness opinions or al the opinions |
5 provided in the declaration.

6 I'm happy to go through them
7 and --
8 Q. Youcanuseyour own definition

9 of opinion, sir.
10 | am just asking you to
11 identify anything you consider an opinion
12 inthisreport that is affected by the way
13 you've defined the POSA to include access
14 to pharmaceutical regulatory approval
15 knowledge.

16 MR. PIVOVAR: Objection to
17 form.
18 A. | would say the bulk of my

19 criticisms of Dr. Crowley's report and
20 analysisdon't require that knowledge.
21 Q. Thankyou,sir.

22 Is there any criticisms that

23 you think do require that knowledge?
24  A. That's--

25 MR. PIVOVAR: Objection to
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Page 22
1 BERKLAND
2 form.
3 A. That'satougher oneto answer;

4 | think we'd haveto try to pin down a

5 particular opinion and then maybe | can do
6 the analysis at that time.

7 Q. Thankyou,sir.

8 Y ou mentioned criticisms of

9 Dr. Crowley's declaration, right, sir?

10 MR. PIVOVAR: Objection, form.
11 MR. NOLAN: | will fix that.
12 Q. Youmentioned that you have

13 criticisms of Dr. Crowley's declaration,
14 correct, Sir?

15 A. Yes.
16 Q. Oneof those-- strikethat.
17 Is one of those criticisms a

18 mis-citation to aviscosity for agave

19 syrup?

20 A. lcanttdlifitisa

21 mis-citation or a misunderstanding or how
22 theerror arises.

23 Q. Didyou review the declaration
24 exhibits, sir?

BERKLAND
Objection to form.
A. Therewere alot of documents,
I'm sure | didn't read every page of every
document, but | did search them.
Q. What do you mean by you

7 searched them?

8 A. Irecdl trying to understand

9 thiserror in viscosity and looking
10 through exhibits from Dr. Crowley that
11 disclosed viscosity and not being able to
12 reconcile the mistake -- well, not being
13 able to reconcile where this number came
14 from, | actualy don't know if it'sa
15 mistake or a misunderstanding or if that's
16 what Dr. Crowley believesto be the
17 viscosity.
18 Q. Wiédll, doyou understand that
19 agave syrup has arange of viscosities,
20 sir?

OO WNE

21 MR. PIVOVAR: Objection, form.
22 A. |takabout thisin my report.

23 (Witness perusing document.)

24 A. | believel usesimilar

Page 24

25 A. Formy report or Dr. Crowley's? 25 language to that.
Page 23 Page 25
1 BERKLAND 1 BERKLAND
2 Q. |lwill clearitupfor you. 2 Q. Andsowhereareyou
3 Why don't we go to paragraph 17 3 referencing, sir?
4 of Exhibit 2009, sir. 4 A. Atleastonelocationis
5 (Witness complying.) 5 paragraph 49 of my report, in the opening
6 Q. Areyou atthat paragraph, sir? 6 linel talk about petitioner acknowledging
7 A. Yes 7 thevariability of agave syrup's
8 Q. Itindicatesthat you reviewed 8 properties, including viscosity,
9 United States Patent 11,617,795, correct? 9 describing agave syrup as capable of

10 A. Yes
11 Q. Youreviewed its prosecution
12 history, correct?

13 A. |don'tknow that | read every
14 page of the prosecution history, but, yes,
15 | am familiar with the prosecution

16 history.

17 Q. Andyousay"l haveaso

18 reviewed the documents described in the
19 index of exhibits," correct?

20 A. Correct.

21 Q. Whenyou said you reviewed
22 those documents, did you read the

23 documents, sir?
24 A. Therewerealot --
25 MR. PIVOVAR: Hold on.

10 having athinner or thicker viscosity.

11 Q. Isityour understanding that,
12 asyou defined it, a person of ordinary
13 skill in the art would understand that

14 different types of agave syrup can have
15 different viscosities, correct, sir?

16 A. My understanding isthat agave
17 syrups can have different viscosities; it
18 also occursin the patent.

19 Q. Itoccursinthe patent, you

20 say that agave syrups can have different
21 types of viscosity?

22 A. Inthepatent | believeit says
23 syrups.
24 Q. Andsoyouretelling methat

25 the patent discusses the types of
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1 BERKLAND 1 BERKLAND
2 viscosity that agave syrup can have? 2 5 of Exhibit 1001.
3 A. Itwould be helpful just to 3 A. lhaveit.
4 ook at the patent. 4 Q. Andyou seethefirst claim, it
5 Q. Fromyour memory, are you 5 says"apharmaceutical syrup formulation,”
6 saying, isit your testimony that the 6 sir?
7 patent discloses that agave syrup has 7 A. |seethat.
8 different ranges of viscosity? 8 Q. Hereitisusingtheterm syrup
9 A. |dontwanttotry torecal 9 separate and apart from agave syrup,
10 that from memory. 10 correct?
11 Q. Sothenwhat wasyour basis of 11 MR. PIVOVAR: Objection to
12 thetestimony you just gave, sir? 12 form.
13 A.  Just amoment. 13 A. That'scorrect, butit'sthe
14 Q. Sir, canyou tell mewhat 14 only syrup in the pharmaceutical syrup
15 you're reviewing right now. 15 formulation.
16 A. lamtryingto find the patent 16 Q. Butthe pharmaceutical syrup
17 so | can go to that language. 17 formulation hereis not just agave syrup,
18 Q. Butwhat | was asking you was 18 correct, sir?
19 what was the basis for your testimony that 19 A. It'stheonly syrupinthe
20 you gave without reviewing the patent, 20 formulation, but it includes other things,
21 sir. 21 yes.
22 A. |recdl the patent disclosing 22 Q. And sothe pharmaceutical syrup
23 arange of viscosities. 23 described in claim 1 isnot just agave
24 Q. Isityour testimony that you 24 syrup, correct?
25 recall it disclosing arange of 25 MR. PIVOVAR: Objection, form.
Page 27 Page 29
1 BERKLAND 1 BERKLAND
2 viscosities for agave syrup? 2 A. Thepredominant ingredient is
3 A. Tha'swhat | amtryingto 3 agave syrup, but there are other
4 resolve; if helpful, you can point meto 4 ingredients.
5 the exhibit for the patent. 5 Q. Wastheanswerto my question
6 Q. Sure 6 correct, that the pharmaceutical syrup
7 Why don't we go to what was 7 formulation of claim 1 is not just agave
8 previously marked as | think it was 1001. 8 syrup, correct?
9 Do you have that, sir, it'sin 9 A. |think | answered that, the
10 your Exhibit Share? 10 predominant ingredient is agave syrup,
11 A. | haveit, I'mlooking at the 11 that isthe syrup in the pharmaceutical
12 paper copy from the Crowley binder, and 12 formulation.
13 just for your information, it covers 13 But, yes, there are other
14 Exhibit 1001 to 1043. 14 ingredients present.
15 Q. Sir, I would liketo direct you 15 Q. Andthose other ingredients,
16 to maybe column 2 of that Exhibit 1001. 16 will they affect the characteristics of
17 A. Okay. 17 the pharmaceutical syrup, sir?
18 Q. Youseearoundline7 it has 18 MR. PIVOVAR: Objection to
19 the term agave syrup in quotes, sir? 19 form.
20 A. | seethat. 20 A. They will have an effect on the
21 Q. Andsoitprovidesadefinition 21 pharmaceutical syrup.
22 for the term agave syrup, correct, sir? 22 Q. Forexample, thoseingredients
23 A, Yes 23 will have effect on the viscosity of the
24 Q. | wouldlikeyoutoturnto, 24 pharmaceutical syrup, correct?
25 before we continue, can you turn to column 25 MR. PIVOVAR: Objection to
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Page 30
1 BERKLAND
2 form.
3 A. Theycould.
4 Q. Wouldyou expect them to have
5 an effect on the viscosity of the
6 pharmaceutical formulation?
7 MR. PIVOVAR: Objectionto
8 form.
9 Q. Wouldyou expect them to have

10 an effect on the pharmaceutical syrup of
11 claim 1?

12 MR. PIVOVAR: Objection to
13 form.
14 A

15 analysis.
16 What comes to mind is that they
17 may or may not.

18 Q. Wouldyou expect adiluent to
19 affect the viscosity of the pharmaceutical
20 syrup of claim 1?

| haven't conducted that

21 MR. PIVOVAR: Objection to
22 form.
23 A. | would expect that to have an

24 effectif it was added enough to create a
25 change in the viscosity, for example.

Page 32
1 BERKLAND
2 the syrup formulation," would you agree
3 that the term the syrup formulation is
4 referencing back to a pharmaceutical syrup
5 formulation listed in the preamble of this
6 clam?
7 A. | seetheterm pharmaceutical
8 syrup formulationin claim 1 and | seethe
9 termin column 2.
10 Q. Sir,what | amaskingyouis,
11 looking at claim 1, and we see that on
12 column 5, around line 38, it says --
13 maybe 39 -- it says "the pharmaceutical
14 formulation," do you see that, sir?
15 (Witness perusing document.)
16 A. |don't see"pharmaceutical
17 formulation,” "pharmaceutical syrup
18 formulation"?

19 Q. Letmeclear up my question, my
20 apologies, Sir.

21  A. Okay.

22 Q. If wego back to Exhibit 1001,

23 column 5, looking at claim 1, do you see
24 around line 38 there's the term "wherein
25 the syrup formulation," do you see that,

Page 31
1 BERKLAND

2 Q. Sothepharmaceutical syrup

3 will have different characteristics than
4 the agave syrup that is a constituent of
5 that pharmaceutical syrup, correct, sir?

6 MR. PIVOVAR: Objectionto
7 form.
8 A. | mean, theagave syrup isthe
9 syrup component of the pharmaceutical
10 syrup.
11 I'm not sureif that's what you
12 mean.
13 Q. Wadl, would you expect the

14 agave syrup that's the constituent to have
15 the same characteristics as the

16 pharmaceutical formulation, for example,
17 with respect to viscosity?

18 MR. PIVOVAR: Objection to
19 form.
20 A. | mean, | redly haven't

21 conducted that analysis, it may or may not
22 bethe same, it depends on a number of

23 factors.

24 Q. Andifyoulook at thisclaim,

25 dir, you seethat it says that "wherein

Page 33
1 BERKLAND
2 sir?
3 A. ldo
4 Q. Anddoyou understand "wherein

5 the syrup formulation" is referencing back
6 to thelanguagein line 34 of column 5
7 that says"a pharmaceutical syrup
8 formulation"?
9 (Witness perusing document.)
10 A. | redly haven't conducted that
11 analysis.
12 | mean, contextually -- |
13 don't know.
14 Q. You'reproviding opinionson
15 whether or not this claim is obvious and
16 you don't understand what the language of
17 the claim references, sir, isthat your
18 testimony here?

19 MR. PIVOVAR: Objection to
20 form.

21 A. | dounderstand.

22 Q. Okay.

23 So does the language "wherein

24 the syrup formulation” of line 38, in your
25 understanding, reference back to the
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Page 34 Page 36
1 BERKLAND 1 BERKLAND
2 language "a pharmaceutical syrup 2 A. Tomeitdoesn't make senseif
3 formulation” in line 34 of column 5? 3 you don't understand the syrup as the
4 MR. PIVOVAR: Objection, form. 4 driving ingredient of the viscosity.
5 (Witness perusing document.) 5 Q. Sir,what | am asking you, are
6 A. Itwould make sensethat the 6 you putting any limitation on this claim
7 syrup formulation is referring to the 7 astothetype of agave that can be used
8 combined ingredients. 8 based on the viscosity of that agave
9 Q. Andso by that you mean his 9 syrup?
10 referencing back to the preamble, that 10 MR. PIVOVAR: Objection to
11 includes all of the combined ingredients 11 form.
12 of thisclaim, correct, sir? 12 A. No, I'mgiving you the POSA's
13 MR. PIVOVAR: Objection to 13 perspective, I'm giving you how this would
14 form. 14 be understood as a formulation.
15 A. Wadl, at least in the scope of 15 Q. ButI'masking you asaPOSA
16 the claim it would include the active 16 and I'm asking your interpretation of this
17 acetaminophen, the agave and the diluent. 17 claim.
18 Q. And so that pharmaceutical 18 Isit your interpretation that
19 syrup formulation of claim 1, which at a 19 the agave syrup asrecited in this
20 minimum includes acetaminophen, agave 20 limitation has some sort of viscosity
21 syrup and adiluent, if we look forward in 21 limitation associated with it?
22 thisclaim, that formulation has to have a 22 MR. PIVOVAR: Objection, form.
23 viscosity less than 1500 centipoise at 23 A. | might have misunderstood the
24 about 22 degrees, correct, sir? 24 question now.
25 A. Itseemsyou'veread that 25 Maybe you can rephrase it for
Page 35 Page 37
1 BERKLAND 1 BERKLAND
2 correctly. 2 we.
3 Q. Wadl, doyou agree, sir, that 3 Q. Certainly.
4 what is being requested there isthe 4 Y ou agree that claim 1 of the
5 viscosity of the pharmaceutical syrup 5 '795 patent requires agave syrup, Correct,
6 formulation of the claim? 6 sir?
7 A. That makes sense, yes. 7 A. Correct.
8 Q. Andsothisviscosity 8 Q. Doesthat clam, inyour
9 limitation that's recited inclam 1is 9 opinion, limit the type of agave syrup
10 not referencing to a requirement for the 10 that can be used based on the viscosity of
11 viscosity of the agave syrup of claim 1, 11 that agave syrup?
12 isthat fair, sir? 12 MR. PIVOVAR: Objection to
13 MR. PIVOVAR: Objection to 13 form.
14 form. 14 A. A POSA would understand that
15 A. Theré'sno explicit indication 15 syrup isthe contributing factor to the
16 of arequirement for the agave syrup 16 viscosity in the formulation.
17 viscosity. 17 Q. Sir, isthere areason why you
18 However, agaveisthe only 18 don't want to answer my question?
19 syrup in the formulation. 19 MR. PIVOVAR: Objection, that's
20 Q. Butyouagree, sir, that from 20 not a question --
21 an analysis perspective, there's not a 21 MR. NOLAN: | am going to ask
22 limitation in this claim that limits the 22 the court reporter to read my last
23 viscosity of the agave syrup, correct, 23 question back.
24 sir? 24 Q. Andl would like you to answer
25 MR. PIVOVAR: Object to form. 25 that question; if you can't answer that
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Page 38 Page 40
1 BERKLAND 1 BERKLAND
2 question, you can put on the record "I 2 correct, sir?
3 cannot answer that question because.” 3 MR. PIVOVAR: Objection to
4 (Record read.) 4 form.
5 MR. PIVOVAR: Objectionto 5 A. | mean, they'relinked, because
6 form. 6 the pharmaceutical syrup properties are at
7 A. Andl believe my answer was 7 least in part determined by or driven by
8 something to the effect that the agave 8 the agave syrup properties, the
9 syrup istheonly syrup in the 9 pharmaceuticals -- sorry, go ahead.
10 pharmaceutical syrup formulation, so it 10 Q. It'sadsodrivenby the
11 would be contributing to the viscosity in 11 diluent, correct, sir?
12 part to that formulation. 12 A. Thediluent would contribute as
13 Q. Andsowhat I'maskingyouis, 13 well.
14 istherein agave syrup, in your opinion 14 Q. Andsoevenif youhadahigh
15 -- strikethat. 15 viscosity of agave syrup, but you had
16 Isthere arange of viscosities 16 added alow viscosity diluent, the overall
17 for agave syrup that in your view could 17 viscosity of the pharmaceutical syrup
18 not be used in this patent claim? 18 formulation very well may be within the
19 MR. PIVOVAR: Objection to 19 viscosity limitation of this claim,
20 form. 20 correct, Sir?
21 A. That'sadifferent question; | 21 MR. PIVOVAR: Objection, form.
22 haven't conducted that analysis. 22 A. That seemsreasonable.
23 Q. Andsoif you have agave syrup, 23 Q. Andsoitisnot justthe
24 irrespective of its viscosity of that 24 viscosity of the agave syrup that dictates
25 syrup, and the overall pharmaceutical 25 the viscosity of the pharmaceutical syrup
Page 39 Page 41

1 BERKLAND
2 formulation has the viscosity of less than
3 1500 centipoise, do you understand that to
4 be within the scope of thisclaim, sir?
5 MR. PIVOVAR: Object to form.
6 A. |didn't conduct that analysis,
7 but that seems to make sense.
8 Q. Soaslongasyou havethe 1500
9 centipoise or lower for the entire
10 pharmaceutical formulation, the claim is
11 not limiting you to the viscosity range
12 for the agave syrup, correct?
13 A. Youkeeptrying to separate the
14 two and, | mean, a POSA would see thisand
15 understand that the agave syrup isthe
16 driving factor for the viscosity.
17 Q. Butthedriving claim language
18 isthe syrup formulation has a certain
19 viscosity, sir, and | am just trying to
20 understand whether you appreciate that the
21 viscosity limitation is only to the syrup
22 formulation, correct, sir?
23 A. | understand that.
24 Q. Andtheviscosity limitationis
25 not to viscosity of the agave syrup,

1 BERKLAND

2 formulation of claim 1, right, sir?

3 A. Butitistheonly syrupinthe
4 formulation, so what I'm trying to

5 communicate is that the POSA would

6 understand agave syrup has to be the syrup

7 in apharmaceutical syrup formulation.
8 Q. Sir,yourview isthat agave
9 syrup needs to be part of the formulation,
10 right, sir?
11 A.  Yes
12 Q. Butwhenwerelooking at the
13 viscosity, we're looking at the viscosity
14 of the formulation as opposed to the
15 viscosity of the agave syrup, correct,
16 sir?
17 A. Yes, | understand that.
18 Q. Andsoifyoucouldgoto
19 column 2, and you see around line 9 it
20 says, "The term 'syrup' means a
21 formulation that has a flow without
22 applied pressures and is sticky or tacky
23 to thetouch," do you see that, sir?
24 A. Yes
25 Q. Andyou understand that
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Page 42
1 BERKLAND

2 definition is separate from the definition
3 of the agave syrup that's above, correct,
4 sir?
5 MR. PIVOVAR: Objection, form.
6 A. |do, butagave syrupisthe
7 only syrup in that formulation that would
8 be contributing this sticky or tackiness
9 to the touch.
10 Q. Butjustsowereclear, the
11 patent is using the term agave syrup and
12 it'salso using the term syrup separate
13 and independent, correct, sir?
14 MR. PIVOVAR: Objection, form.
15 A. Yeah, wdl, | seetheterm
16 agave syrup and pharmaceutical syrup,
17 formulation and syrup formulation.
18 Syrup isused in a couple of
19 different contexts there.
20 Q. Andthenif yougoonin column
21 2, it says, "The syrup can have a
22 viscosity of the type used with
23 pharmaceutical suspensions or syrup
24 formulations," do you see that, sir?

Page 44

1 BERKLAND
2 form.
3 A. | don'tdisagree with the

4 language in the patent.
5 Q. Soyouagreethat the patent is
6 instructing the POSITA that the ranges
7 that follow for viscosity are those that
8 are used in pharmaceutical suspensions and
9 formulations, correct, sir?
10 A. They canbe, yeah, it saysthe
11 syrup can have viscosity in those ranges.
12 Q. Anddo you agreefrom your
13 experience in the pharmaceutical
14 formulation that the ranges listed below
15 in column 2, lines, say, 13 through 27,
16 areviscosity rangesthat, as of thetime
17 of this patent, were used with
18 pharmaceutical suspensions and syrup
19 formulations?
20 MR. PIVOVAR: Objection, form.
21 A. | canagreethat the viscosity
22 of pharmaceutical suspension products are
23 within those ranges often; | cite acouple
24 of examplesin my report.

25 A. ldo. 25 Q. Sothepatent at thistime, at
Page 43 Page 45
1 BERKLAND 1 BERKLAND
2 Q. Andthenitlistsawhole host 2 least with respect to the viscosity
3 of viscosities, correct, sir? 3 requirements, was pointing to viscosity

4 A. | seethose, yes, theranges

5 and sort of book-ends.

6 Q. Andsothepatentistellinga

7 POSA that the syrup can have the

8 viscosities of the type used in the

9 pharmaceutical suspensions and syrup
10 formulations and then defines a whole host
11 of viscosity ranges, correct?

12 MR. PIVOVAR: Objection, form.
13  A. |seethat.
14 Q. Doyou agreethat's how a POSA

15 would understand this, sir?

16 MR. PIVOVAR: Objection, form.
17 A. 1think you just read it, so, |

18 mean, | agreethat's what it says.

19 Q. Whalamaskingyou, sir,is

20 would a POSA reading this understand that
21 the viscosity rangesthat are listed after

22 thefirst sentence are viscosities of the

23 type used in pharmaceutical suspensions or
24 syrup formulations?

25 MR. PIVOVAR: Objection to

4 requirements that were known to be used in
5 pharmaceutical suspensionsin syrup
6 formulations, isthat what the patent

7 states, sir?
8 MR. PIVOVAR: Object to form.
9 A. Idontthinkitexplicitly

10 saysthat or givescitations, but in my

11 report, for example, | point to a couple
12 that are around 2000 centipoise.

13 Q. Anddidyou seeany viscosity

14 formulations-- strikethat --

15 pharmaceutical suspensions and syrup

16 formulations that were below 2000, sir?
17 A. Areyouaskingif | saw those

18 inmy analysis or in my report or in the
19 text herein front of us?

20 Q. Wadll,inyour analysis, are you
21 aware of any pharmaceutical formulations
22 that existed as of the date of the '795

23 patent that would have been below 1500
24 centipoise?

25 MR. PIVOVAR: Objection, form.
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Page 46
BERKLAND

1
2 A. ldidn'tlook, | didn't conduct
3 that analysis, but | suspect there were.
4 Q. Ithink wegot alittle
5 side-tracked initially on this, because |
6 had asked you about whether you had done
7 ananalysisrelated to Dr. Crowley's --
8 dtrikethat -- an analysis of the
9 criticism that you had for Dr. Crowley's
10 report, do you recall that, sir?
11 A. |recdl that discussion.
12 Q. Andl believe one of the
13 criticisms was related to the citation of
14 the viscosity of agave syrup, correct?
15 A. Yes andl clarified that |
16 don't know if it was the citation or
17 mistake or if that was his understanding
18 of the viscosity or where that came from.
19 THE COURT REPORTER: The
20 witness al of a sudden sounds echoey; am
21 | the only one hearing it?

Page 48

1 BERKLAND
2 you want alittle bit and try to come up
3 with alist, but | don't recall.
4 Q. Doyourecdlif youlooked at
5 Exhibit 1030, and we can add that to the
6 Exhibit Share.
7 A. | havethat one, just amoment.
8 (Witness perusing document.)
9 A. 1030ishy Soto?

10 Q. Correct,dir.

11 A. Givemeasecond, please.

12 (Witness perusing document.)

13 A. Yes | believel did ook at

14 thisone, at least superficially.

15 Q. Andsothisreportrightinits

16 abstract talks about the viscosity of

17 agave syrup, correct, sir?

18 A. Correct.

19 Q. Andsowhenyouweretryingto
20 review the exhibitsto identify the origin
21 of the 212 viscosity that Dr. Crowley

22 cited for agave syrup, did you look at

23 this exhibit, sir?

22 MR. NOLAN: I'm hearing it as
23 well.
24 THE WITNESS: Counsel muted
25 now, so we're good.
Page 47

1 BERKLAND

2 Q. Areyouinthe same room with

3 counsd, sir?

4 A. Yeah, wereacrossthe table.

5 Q. Okay.

6 And you stated that you had

7 conducted areview of the exhibits

8 provided with the petition to try to

9 understand the origin of | believeit was
10 the 212 centipoise viscosity for agave
11 syrup referenced in Dr. Crowley's report?
12 A. Correct.
13 Q. Pleasedescribefor me how you
14 went about conducting the review of the
15 exhibitsto Dr. Crowley's report.
16 A. | focused my review on exhibits
17 where | knew of aviscosity disclosure and
18 then | searched those particular exhibits
19 for information on the viscosity of agave.
20 Q. Doyou recal which exhibits
21 you reviewed?
22 A. Therewasquiteafew, | don't
23 recall which ones.
24 I'm looking at the 40 plus
25 exhibits here, | can pick through them if

24  A. | suspect| did, there were so
25 many that | don't recall specifically the
Page 49
1 BERKLAND
2 onesthat | searched.
3 Q. Doyouthink you read this
4 exhibit, sir?
5 MR. PIVOVAR: Objection, form.
6 A. [I'mfamiliar with this exhibit.
7 Q. Didyoulook at the tables of

8 thisexhibit, sir?

9 A. |Irecdl reviewing thefigures
10 and thetables, at |east to the extent of
11 trying to resolve viscosities.

12 Q. Andwereyou ableto resolve
13 theissue with Dr. Crowley's citation of
14 212 for centipoise for the viscosity of
15 agave syrup?

16 MR. PIVOVAR: Objection, form.
17 A. Atthetimel wasnot ableto

18 resolveit.

19 Q. Areyouabletoresolveit now,
20 sir?

21 A. Canyoupoint metoa

22 particular table you're referencing?

23 Q. Whydon't welook at the one
24 that talks about physical characteristics
25 of syrups, Table 4.
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BERKLAND
(Witness perusing document.)
A. Yes | seeit.
Q. Doesthat help you resolve part

of your criticism to Dr. Crowley's report?
MR. PIVOVAR: Objection, form.
A. | seethe 212 for viscosity in
8 Table 4, that's the same number that
9 Dr. Crowley used.
10 | wouldn't be able to tell you
11 if he pulled it from this citation or
12 others.
13 Q. Butyouwould agreethat agave
14 syrup has been reported to have a
15 viscosity of 212 centipoise, right, sir?
16 MR. PIVOVAR: Objection, form.
17 A. Asl say in my report, agave
18 syrup comesin avariety of grades and
19 from a number of resources and they can

NOoO Ok WN P

Page 50

Page 52
BERKLAND

on that exhibit number, sir.
A. I'mthere.

Q. Youseeit talks about the
physical characterization of the syrups?

A. Yes

Q. Youseethefirst full

8 paragraph, it says, "Both surface tension
9 and viscosity of the syrup depend on the

10 fructose and glucose content and as a
11 result of the higher content of glucose,
12 both properties were higher in corn
13 syrup," do you see that?
14 A, |seeit
15 Q. If yougo further down on that
16 paragraph, it talks about the impact of
17 fructose and glucose and fructose
18 combinations and sucrose on viscosity,
19 sir.

20 have arange of viscosities. 20 MR. PIVOVAR: Objection to
21 But | do seein this particular 21 form.
22 exhibit the agave syrup they used is 22 A. |seethat.
23 reported to have aviscosity of 212 23 Q. Justsowereclear, I'm
24 centipoise. 24 talking about the sentence that starts
25 Q. Doyou agree that the viscosity 25 "these results are consistent with those
Page 51 Page 53
1 BERKLAND 1 BERKLAND

2 of the agave syrup will be affected by the
3 types of sugar that arein that agave

4 syrup?
5 MR. PIVOVAR: Objection to
6 form.
7 A. ltcanbe
8 Q. Andhow canit be affected by
9 thetype of sugar that'sin the agave
10 syrup?
11 A.  Just amoment.
12 (Witness perusing document.)
13 A. Factorslikethe types of

14 sugars and the ratios of those sugars and
15 the concentration of those sugars, for

16 example, can contribute to viscosity.

17 Q. So, for example, higher

18 fructose content may result in alower
19 viscosity for the agave syrup, correct?

20 MR. PIVOVAR: Objectionto
21 form.

22 A. Youwould have to point meto
23 that.

24 Q. Why don't we stay with Exhibit

25 1030 and | can direct you to page 5 of 7

2 reported," and thisis on Exhibit 1030,
3 page 5 of 7 on the bottom right; are you
4 looking at the sametext, sir?

5 A. lam.
6 Q. Anddoyou agreethat the
7 percentage of fructose in agave syrup will

8 affect the viscosity?

9 MR. PIVOVAR: Objection, form.
10 (Witness perusing document.)
11 A. | don'tthink it's quite that

12 simple sincethere's avariety of factors
13 that contribute to viscosity, we can't say
14 that just increasing the fructose content
15 will result in an increase in viscosity,

16 especidly if the comparison is between
17 agave and corn syrup or frudex.

18 Q. Doyou agreewith the statement
19 that "The viscosity of the syrup depends
20 on thetype of sugar, this viscosity being
21 lower in fructose syrup, followed in

22 ascending order by the invert sugar syrup
23 (50 glucose and 50 percent fructose) and
24 then by sucrose syrups and finaly glucose
25 syrups, whose viscosity was much higher
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Page 54 Page 56

1 BERKLAND 1 BERKLAND

2 than everyone else,” do you see that, sir? 2 was fructose and in another all the sugar

3 MR. PIVOVAR: Objectionto 3 was glucose, would you expect those to

4 form. 4 have the same viscosity?

5 A. |doseethat. 5 MR. PIVOVAR: Objection to

6 Q. Doyouagreewith that 6 form.

7 statement, Sir? 7 A. Theconcentrations of the

8 MR. PIVOVAR: Objection to 8 sugars are the same and so forth?

9 form. 9 Q. Everythingisthe same.
10 A. Theauthorsdo state fructose 10 A. Idontrecal.
11 isacontributor, the fructose content, 11 | know some of the sugars are
12 but then in the remainder of that 12 very close to the same and some have
13 paragraph they talk about other 13 differences, but | don't recall sitting
14 differences, the way the extraction is 14 here which one of them is more viscous as
15 done, there could be maillard differences. 15 apure solution versus the other.
16 Anyway, the extraction process, 16 Q. Haveyou ever heard the term
17 the preparation of the syrup, led to 17 brix, B-R-1-X?
18 differencesin colors, differencesin 18 A. Youmight haveto give me some
19 other things that are present in the 19 context, I'm not sure.
20 syrup. 20 Q. Wadl,if youlook Exhibit 1030,
21 In this section they're 21 and we can stay on page 5 of 7 at the top,
22 comparing the fructan content, but other 22 maybe that will give you some context when
23 things are changing. 23 wetalk about the chemical
24 Q. lamaskingyou, sir, whether 24 characterizations of the syrups, you can
25 you agree or disagree with the statement 25 asolook at Table 4, sir, of the same

Page 55 Page 57

1 BERKLAND 1 BERKLAND

2 that the article makes. 2 exhihit.

3 MR. PIVOVAR: Objection to 3 (Witness perusing document.)

4 form. 4 A. ldon'tseebrixinTable4 --

5 A.  Andmy answerisl beievein 5 oh, are you referring to the soluble

6 that comparison the authors are sort of 6 solids and then thereis aunit?

7 setting aside the other differencesin 7 Q. Yesdir.

8 making the observation that the fructose 8 A. Iseeit.

9 content does have an effect on viscosity. 9 Q. Haveyouever heard of that
10 Q. Anddoyou agreethat the 10 unit beforehand, sir?
11 fructose content's effect would tend to 11 A. Maybealongtimeago, it
12 lower viscosity relative to glucose and 12 sounds familiar, but I'm having trouble
13 sucrose? 13 placingit in time.
14 MR. PIVOVAR: Objection, form. 14 Q. Inreading the various exhibits
15 A. It'sredly hard to tell from 15 for your declaration, did you come across
16 thisone cite and the reason is because 16 discussions of brix at any time?
17 natura products like these tend to have a 17 A. Ithink | have, but it didn't
18 lot of variability. 18 use that term.
19 There are many other 19 Q. Doyou have an understanding of
20 differences besides just the fructose 20 whether or not the brix content of agave
21 contribution. 21 syrup will affect viscosity of the agave
22 Q. I'masking you from your 22 syrup?
23 experience; if you had two pharmaceutical 23 MR. PIVOVAR: Objection to
24 formulations that were identical, with the 24 form.
25 exception of in one you had al the sugar 25 A. Atleastinthisstudy it looks
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Page 58
1 BERKLAND
2 like they've controlled for it, so the
3 soluble solids --
4 THE WITNESS: You might haveto
5 mute, counsel.
6 Thank you.
7 A. -- sothe soluble solidsin

8 thetop line of Table 4 are both showing a
9 brix value of 70.
10 Q. AndI'mjusttryingto
11 understand from your expert perspective,
12 doesthe brix content of an agave syrup
13 affect the viscosity of the agave syrup?

14 MR. PIVOVAR: Objectionto
15 form.
16 A. It should, becausethebrixis

17 the soluble solids content and the counter
18 to that is akin to the moisture content,

19 and soit'salmost -- the analog in my

20 mind is concentration and concentration
21 can affect viscosity of course.

22 Q. Wouldyou expect ahigher brix
23 content to result in a higher viscosity?

Page 60
1 BERKLAND
2 Q. Andwould you expect that it
3 could end up in alower viscosity --
4 drike that.
5 Can you provide an instance
6 where you think it would end up in alower
7 viscosity if you increase the brix level.

8 MR. PIVOVAR: Objection to
9 form.
10 A. Thisisobviously anincomplete

11 hypothetical, but if you remove moisture
12 to the extent that you just have alot of
13 solids, | suppose there's a possibility

14 viscosity could go down.

15 It'samost like viscosity

16 isn't asrelevant as you go more towards a
17 solid and remove moisture.

18 So I'm having adilemma herein
19 terms of answering your question.

20 Q. Butwhenyou remove moisture,
21 wouldn't you be increasing the brix

22 content, sir, because isn't -- the brix

23 content isasoluble and then thereisa

24 MR. PIVOVAR: Objection to 24 moisture content, correct, sir?
25 form. 25 MR. PIVOVAR: Object to form.
Page 59 Page 61

1 BERKLAND 1 BERKLAND
2 A. |canthink of in both 2 A. That'sreasonably right, yes.
3 instances the instances where it would and 3 Q. Andsoif youremove moisture,
4 instances where it wouldn't. 4 you wouldn't be decreasing the brix
5 Q. Givemeaninstancewhereit 5 content in your response, correct, sir?
6 would impact viscosity by resulting in a 6 A. | thought we were talking about
7 higher viscosity. 7 viscosity.
8 A. Thatfeelslikeadifficult 8 Q. No,butwhat | am asking you

9 hypothetical; maybe you can help me narrow
10 it down.
11 Q. Let'stalk aboutitinthe
12 context of agave syrup.
13 So if we're using the same
14 percentage of sugar content in that agave
15 syrup, would you expect the -- by
16 percentage of sugar, | mean percentage
17 between fructose and sucrose and glucose
18 -- would you expect a higher brix content
19 to result in a higher viscosity of the
20 agave syrup?

21 MR. PIVOVAR: Objection to
22 form.
23 A. ltcouldvery well, it depends

24 if those solids are dissolving or
25 interacting in some way.

9 is, I've asked you for an instancein
10 which you think if you lowered the brix
11 content that would result in an increased
12 viscosity and your response wasiif you
13 change the moisture content.
14 | am just trying to understand
15 your response to that, sir.

16 MR. PIVOVAR: Objection to
17 form.
18 A. Inthishypotheticd, |

19 properly or improperly, I'm kind of
20 anchoring on Table 3 and in that

21 application --

22 THE WITNESS: I'm getting
23 feedback again, Adam, sorry.

24 A. -- looking at that table,
25 they're adjusting the moisture and it
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1

BERKLAND

2 doesn't sound like you are in your
3 hypothetical, is that correct?
Q. No, I think if welook at, for
5 completeness, Exhibit 1030, page 5 of 7,
6 it says, "Since the content of soluble
7 solidsin syrups was previously adjusted
8 to 70 percent brix, in thisway the
9 moisture content of 30 was also adjusted,”
10 soit'scoming up to a hundred percent,
11 right, sir?
A. | think that's correct, it says
13 Table 3in parenthesis and that's why |
14 wastrying to resolve thiswith Table 3.

4

12

15

Q. Do you seethe humidity

Page 62

16 percentage of 30 percent isthe same for

17 both, sir?
18 A. Yes
19 Q. Andyouseeon Table4 the

20 solid percent of 70 percent isthe same
21 for both, sir?

22
23

A. | seethat.

Q. Andl amjust asking you, would
24 you expect the viscosity of either of
25 these components, the frudex of 55 or the

Page 64
1 BERKLAND
2 the only thing changing in this particular
3 example from Exhibit 1030.
4 To extrapolate that to other
5 situations would require a new framework
6 of variables or assumptions.
7 Q. Areyouagreeing or disagreeing
8 with my statement, sir?
9 A. Maybeyoucan--
10 MR. PIVOVAR: Objection-- go
11 ahead.
12 A. Canyou offer the statement
13 again, please.
14 Q. Ingenerd, if youincreasethe
15 solid component of a syrup and decrease
16 the moisture component, would you expect
17 the viscosity to increase?
18 MR. PIVOVAR: Objection, form.
19 A. Andl believe my answer was
20 that you might expect the viscosity to
21 increase as moisture content goes down.
22 However, | provided a couple of
23 my assumptions that are baked into that,
24 one of which is that something doesn't
25 happen with the solids, for example, you

1

BERKLAND

Page 63

2 agave syrup, to decrease if you change the
3 soluble solidsto 75 percent and the
4 humidity to 25 percent?

5 MR. PIVOVAR: Objection to
6 form.
7 A. Lesswater or less moisture

8 would seemingly increase the viscosity,

9 but that assumes that the soluble solids
10 are still soluble and we don't know that.
In other words, as you decrease
12 the water, the moisture content by 5
13 percent, you might be having more of a
14 portion of it be a powder-like consistency
15 or particulate.

11

16

It can do weird things when

17 you're making viscometry measurements.
Q. Butyouwould agree in genera
19 asyou reduce the water content, the
20 viscosity -- strike that.

18

21

Would you agreein genera

if

22 you increase the solid content and reduce
23 the water content, the viscosity will
24 increase?

A. You're cabining thisto being

25

Page 65
1 BERKLAND
2 have more powder-like properties and less
3 fluid-like properties because you've
4 removed enough water or moisture to change
5 the system and then you can get straight
6 rheological effects.
7 Q. Ithink we have been going for
8 alittle under 90 minutes, why don't we
9 take abreak if that worksfor you, sir.
10 A. That would befine.
11 (Recess taken.)
12 BY MR. NOLAN:
13 Q. Dr. Berkland, you had mentioned
14 that you had looked at certain parts of
15 the prosecution history, isthat fair to
16 state?
17 A. Yes
18 Q. I'dliketodirect your
19 attention to Exhibit 1001, sir, do you
20 havethat?
21 A. ldo.
22 Q. The'795 patent.
23 A. Pleasegive mejust amoment to
24 flip all the way back to it.
25 (Pause.)

212-279-9424
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Page 66
1 BERKLAND
2 Q. Youcantell mewhenyoure
3 ready.
4 A, I'mready.
5 Q. |Ifyoulook at thefirst page
6 it talks about related U.S. application
7 data?
8 A. Canyou point meto that.
9 Q. Onthefirst page, ontheleft,

10 there should be a heading that says

11 "Related U.S. Application Data."

12 A. |seeitnow.

13 Q. Itstates, "Continuation of

14 Application No. 17/342,414, filed on June
15 8, 2021, which is a continuation-in-part

Page 68
1 BERKLAND
2 A. Just amoment.
3 (Witness perusing document.)
4 A. |don'trecal seeingthatin

5 the petition nor any of the documents|
6 reviewed, | was focused on the technical
7 subject matter.
8 Q. Dr.Berkland, do you understand
9 that the original application that's
10 listed on Exhibit 1001, that's at the
11 bottom of related U.S. application,
12 specifically Application No. 15/912,785,
13 did not include a discussion of any
14 viscosity parameters for the formulation,
15 sir?

16 of Application No. 16/827,529, filed on 16 MR. PIVOVAR: Objection, form.
17 March 23, 2020." 17 A. | dontrecal having reviewed
18 Do you see that, sir? 18 that.
19 A. ldo. 19 Q. Anddoyouknow if that
20 Q. Do you have an understanding of 20 application included any information about
21 theterminology continuation-in-part? 21 using acetaminophen in aformulation, sir?
22 A. Yes 22 MR. PIVOVAR: Objection, form.
23 Q. Whatisyour understanding? 23 A. It'sheenawhilesincel
24 A. Youcancorrect meif | get 24 looked, | don't recall.
25 thiswrong, but this would be continuing 25 Q. If youlook at your report,
Page 67 Page 69
1 BERKLAND 1 BERKLAND

2 the same original filing typically with
3 largely the same specification, if not
4 completely the same specification, and
5 pursuing different or additional claims.
6 Q. Sothat'syour understanding of
7 theterminology continuation-in-part, sir?
8 A. That'sat least part of my
9 understanding.
10 Q. Doyouunderstand that thereis
11 adifference between an application that's
12 called a continuation and an application
13 that's called a continuation-in-part?
14 A. | amnot aware of thelegd
15 distinction for that.
16 Q. Doyouunderstand that a
17 continuation-in-part is an application in
18 which an applicant has added additional
19 materials to the specification, sir?
20 MR. PIVOVAR: Objection, form.
21 A. If that'swhat you're
22 representing, | can accept that.
23 Q. Haveyou conducted an analysis
24 of what the earliest priority date that
25 the 795 application is entitled to?

2 Exhibit 2009, paragraph 56, sir, can you
3 turnto that.

4 (Witness complying.)
5 A. Okay.
6 Q. Youseethat you discussthe

7 variousrelated U.S. applications, at
8 least list them here, sir, correct?
9 MR. PIVOVAR: Objection, form.

10 (Witness perusing document.)
11 A. Yes/ | atleast list them

12 there.

13 Q. Aspart of your analysisto

14 understand the earliest filing date

15 associated with the 795, did you compare
16 the content of Application No. 16/827,529,
17 with the content of the application that's
18 No. 15,912,785?

19 MR. PIVOVAR: Objection to
20 form.

21 A. |didn't conduct that analysis.
22 Q. Didyoulook back tothe

23 exhibits cited associated with the
24 petition, sir?
25 A. |recdl at least seeing them.
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Page 70
1 BERKLAND
2 Q. Didyoulook at Exhibit 1011,
3 sir?
4 MR. PIVOVAR: Objection, form.
5 A. It'sinmy binder, if you give
6 me amoment.
7 (Pause.)
8 A. |haveit.
9 Q. Doyouknow what that document
10 is?
11 MR. PIVOVAR: Objection, form.
12 (Witness perusing document.)
13 MR. PIVOVAR: Brian, what

14 exhibit are we on?

15 MR. NOLAN: Thisis Exhibit
16 1011, sir.

17 MR. PIVOVAR: Thank you.

18 (Witness perusing document.)
19 A. | might haveto go tothe

20 citation of this exhibit to better

21 understand what it is, it looks like a
22 portion of thefiling history.

23 Q. Sir,why don't you look at
24 Exhibit 1010, sir.

Page 72
BERKLAND
A. Down at the bottom, yes.
Q. If youjust read that

paragraph, sir, do you understand that it
isdisclosing aviscosity of less than
1500 centipoise at 22 degrees?
(Witness perusing document.)
A. | seethat disclosure.
Q. Doyou know if that disclosure
10 wasin any of the earlier applications,
11 sir?

O©CoO~NOOOITA~,WNPE

12 MR. PIVOVAR: Objection to
13 form.
14 A. | can'trecal from memory

15 sitting here.

16 Q. Justquickly,itsays?22

17 degrees; do you know if that's Celsius or
18 Fahrenheit?

19 MR. PIVOVAR: Objection to
20 form.

21 A. Itwould be understood to be
22 Celsius.

23 Q. Why would it be understood to

24 be Celsius?

25 A. Okay. 25 A. Itisanapproximation of room
Page 71 Page 73
1 BERKLAND 1 BERKLAND
2 Q. Doyouunderstand that thisis 2 temperature.
3 from application 17/342,414, that 3 Q. Butyou agreethat oftentimes

4 application, sir?

5 A. | seethat application number
6 inthe upper left-hand corner.

7 Q. Andyouseethatif yougoto
8 page 3 of 38 of this, sir.

9 A. Sorry, which page?
10 Q. Exhibit 1010, page 3 of 38.
11 A. Yes
12 Q. Andyou seethat it says

13 "domestic priority date" -- excuse me,
14 "domestic priority data as claimed by

15 applicant"?
16 A, |seeit
17 Q. |Itsays "Thisapplicationisa

18 CIP of 16/827,529 from March 23, 2022," do
19 you seethat, sir?

20 A. Yes

21 Q. Andthenif you canturnto

22 page 18 of 38 of Exhibit 1010.

23 A. Okay.

24 Q. Doyou seeinthe summary there

25 isaparagraph that's identified as 0005?

4 it's appropriate to write the measurement
5 that you're using here, right, sir?

6 MR. PIVOVAR: Objection to
7 form.
8 A. That would bealittle clearer.

9 Q. Whenyou draft things, do you
10 normally leave out the Celsius or
11 Fahrenheit?

12 MR. PIVOVAR: Objection to
13 form.
14 A. | would normally include the

15 units, but | understand here what 22

16 degreesmeansand | believe a POSA would
17 aswell.

18 Q. If yougo down on page 19 of

19 Exhibit 1010, you see the paragraph that's
20 identified as 0009, sir?

21 A, |seeit

22 Q. Doyou seethat this paragraph
23 discusses potential active ingredients?

24 (Witness perusing document.)

25 | seethat.

A.
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Page 74
BERKLAND

Q. Do those activeingredients
include acetaminophen?
A. | see acetaminophen on the
list.
Q. What I'm asking you, sir, the
7 applications that were filed before this
8 application, do they include any
9 disclosure of the viscosity range that we
10 just discussed for active ingredients
11 including acetaminophen as being part of
12 the pharmaceutical formulation?

OO, WN P

13 MR. PIVOVAR: Objectionto
14 form.
15 A. | haven't reviewed that, |

16 assumeit isafactual matter, but |
17 haven't reviewed it.

18 Q. Doyou--

19 A. Atleadt, sorry, let me
20 clarify, | can't recall.

Page 76

1 BERKLAND

2 but at least asit stands today, that's

3 the date of my assumption.

4 Q. Butlamaskingyou, didyou

5 review thefile history to determine if

6 there would be any basis to allege that

7 the accused claims are entitled to a

8 priority date earlier than June 8, 20217

9 MR. PIVOVAR: Objection, form.
10 A. | didn't conduct that analysis.
11 Q. Wasthereanything preventing
12 you from conducting that analysis and
13 including it in your opening report?

14 MR. PIVOVAR: Objection to
15 form.
16 A. | amnotsurewhat you mean if

17 thereis anything preventing.

18 Q. | saidwasthereanything

19 preventing you from doing that in your
20 opening report?

21 Q. If you go back to your Exhibit 21 MR. PIVOVAR: Objection to
22 2009, paragraph 56, do you see that, sir? 22 form.
23 A.  Just amoment. 23 A. |didn't seeareason to do so.
24 (Pause.) 24 Q. DoyouhaveDr. Crowley's
25 A. Okay. 25 expert report, Exhibit 1003, sir?
Page 75 Page 77
1 BERKLAND 1 BERKLAND
2 Q. Doyouseethelastlineyou 2 A. ldo.
3 say "l understand Genexa contents that 3 Would you like meto gotoit?
4 each accused claim has a priority date at 4 Q. Yes canyou,Sir.
5 least as early as June 8, 2021," do you 5 (Witness complying.)
6 seethat, sir? 6 A. I|haveit.
7 A. That should probably be 7 Q. Canyouturnto page 21 of that
8 "contends," but, yes, | seethat line. 8 report, sir.
9 Q. Youusedtheterm"at least as 9 A. I'mthee
10 early as,” do you seethat, sir? 10 Q. Youseethereisasectionin

11 MR. PIVOVAR: Object to form.
12 A. | seethat.
13 Q. Doyouintendto give any

14 testimony that the asserted accused claims
15 of the '795 patent are entitled to a

16 priority datethat is earlier than June 8,

17 20217

18 MR. PIVOVAR: Objection to

19 form, beyond scope.

20 A. | stateback in paragraph 19

21 when defining a person of ordinary skill
22 intheart that | used June 8th, 2021, as

23 thedate, and it is an assumption; if

24 something else comes up that | need to

25 evaluate, perhaps | would change the date,

11 thisreport that says "the priority date

12 to which the '795 patent is entitled"?

13 A. | seethattitle.

14 Q. Didyoureview thiswhen you
15 reviewed Dr. Crowley's declaration?

16 A. |Irecdl reading this.

17 Q. Andyou did not provide any
18 testimony in your expert report to address
19 Dr. Crowley's opinion here, correct, sir?
20 MR. PIVOVAR: Objection.

21 A. | mean, ultimately we both

22 state June 8, 2021, so I'm not sure what |
23 would contend.

24 Q. You used some language that
25 said at least as early as.
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Page 78
1 BERKLAND

2 So to the extent that you

3 intend to provide testimony that it is

4 entitled to a date before June 8, 2021,

5 what is your basis for that position?

6 MR. PIVOVAR: Objectionto

7 form.

8 And, counsd, just to help you

9 out here, at what point in this proceeding
10 areyou worried about Dr. Berkland giving
11 additional testimony, I'm confused?
12 MR. NOLAN: I just want to make
13 surethat at some point we're not going to
14 get an opposition that saysit's not
15 entitled to the earlier priority date,
16 sir.
17 He used theterm "at least as,"
18 which gives him room to change his
19 testimony and so | want to explore that.
20 MR. PIVOVAR: Itisnotin
21 dispute, thisis awaste of time.
22 But, look, you have been doing
23 it, itisfine, but thisisn't an issue
24 that'sin dispute in this proceeding --

Page 80
BERKLAND
Q. Dr. Crowley, | would like to
direct you to your Exhibit 2020, sir.
A. YousadDr. Crowley, sol got
confused.
Q. Dr. Berkland, my apologies,
7 Dr. Berkland, | would like to direct you
8 to your Exhibit 2020.
9 A. Okay, give mejust amoment to
10 flip toiit, please.

OO WNE

11 Q. Takeyourtime.

12 (Witness complying.)
13 A.  Okay.

14 Q. | believeyou cited this

15 document to point to certain viscosities
16 of existing pharmaceutical formulation, is
17 that fair?

18 A. | would haveto go back to my
19 report to see how | rely on this document,
20 | can't recall dl the citations from my

21 report.

22 Q. Ifyoulook at the abstract of

23 Exhibit 2020, you see that it discusses

24 the viscosity range of various of the

25 MR. NOLAN: That'sfine, if 25 pediatric liquid medicinesin this
Page 79 Page 81
1 BERKLAND 1 BERKLAND
2 you're going to represent that you're not 2 article?
3 going to challenge the earliest priority 3 A Yes

4 date for this application is the June 8th,
5 2021, date, | can move on, but that's not
6 how you drafted his declaration.
7 MR. PIVOVAR: We haven't
8 challenged that at all, but that's fine, |
9 understand where you're trying to go with
10 this.
11 It just seems like everybody
12 agreesthe operative date is June 8, 2021,
13 for this proceeding.
14 MR. NOLAN: That'sfine and we
15 can moveon.
16 | just didn't want to have
17 something pop up later with that.
18 So with your representation,
19 that June 8th, 2021, isthe priority date
20 for the claims of the 795 patent, we can
21 proceed.
22 MR. PIVOVAR: Yes, and I'm
23 saying we're not challenging that issue
24 here now because we don't have to, not
25 that we are forever agreeing on that.

4 Q. What viscosity range doesit
5 discussfor the pediatric medicinesin
6 thisarticle?
7 (Witness perusing document.)
8 A. Inthisparticular article,
9 they evaluate a handful of pediatric
10 liquid medicaments and they list the range
11 of 307.33 centipoise to 2408.33
12 centipoise.
13 THE WITNESS: We're getting a
14 little feedback again, Adam.
15 Q. Earlier when we discussed the
16 disclosure of the 795 patent, that
17 mentioned the types of viscosity used with
18 pharmaceutical suspensions and syrup
19 formulations-- strike that.
20 Do you recall earlier we
21 discussed in the '795 patent, column 2,
22 itsdisclosure about the types of
23 viscosity used with pharmaceutical
24 suspensionsin syrup formulations, do you
25 recall that, sir?
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Page 82
1 BERKLAND
2 A. Yes
3 Q. Arethoserangesdisclosedin

4 the patent consistent with what we seein
5 your Exhibit 2020, that states ranges of
6 307.33 centipoise to 2408.33 centipoise?
7 A. | amnot sure what you mean.
8 Q. Wadl, you agreethat Exhibit
9 2020 shows pediatric liquid formulations
10 that existed as of the date of this
11 article, which | believeisfrom 2012,

12 right, sir?
13  A. Correct.
14 Q. Andthoseformulations had

15 viscosity ranges between about 307 to 2408
16 centipoise, correct, sir?

17 MR. PIVOVAR: Objection to
18 form.
19 A. That'stherangethat they give

20 for ahandful of pediatric liquid

21 medicaments that they review.

22 | don't even believe they're

23 all syrups, but that is the range they

24 givefor viscosities,

25 Q. And thoseranges are consistent

Page 84
1 BERKLAND
2 Areyou referring to the range
3 that's disclosed and how it relates to
4 this published article?
5 Q. [Iamasking do you think the
6 viscosity ranges are consistent with what
7 wasinthe publicin 2012, in the patent
8 statement, that it isusing the
9 viscosities of the type used with
10 pharmaceutical suspensionsin syrup
11 formulations?
12 MR. PIVOVAR: Objection, form.
13 A. Thedisclosurein column 2
14 starts with viscosity of between about 200
15 and 3500 centipoise.
16 Q. Sodoesthedisclosurein 2020
17 fall within that range, sir?

18 MR. PIVOVAR: Objection to
19 form.
20 A. Itdoes; the ongoing viscosity

21 disclosure in column 2 further limits it

22 below 1500 centipoise and so forth, about
23 half of the medicamentsin Table 1 of

24 Exhibit 2020 are above 1500 centipoise and
25 about half are below.

Page 83
1 BERKLAND

2 with the 795 patent's description that it
3 isusing viscosities of the type used with
4 pharmaceutical suspensionsin syrup
5 formulations, correct, sir?
6 MR. PIVOVAR: Objection, form.
7 A. Youhaven't specified any
8 viscosity in your statement.
9 Q. Wadl, I amlooking at column 2,
10 sir, the patent's disclosure.
11 A. Yes
12 Q. Exhibit 1001, column 2, line 12
13 through 27.

14 A. Okay.
15 (Witness perusing document.)
16 Q. Sir, doyou understand Exhibit

17 2020, which existed in 2012, is consistent
18 with what the patent is saying it isusing
19 viscosity ranges for the formulations that
20 are used for pharmaceutical suspensionsin
21 syrup formulations?

22 MR. PIVOVAR: Objection to
23 form.
24 A. Thereslotsof viscosity

25 disclosurein that column.

Page 85
BERKLAND
Q. S02020isteaching that about
half of its formulations have a viscosity
below 1500 centipoise, correct, sir?
A. | said haf are above and half
6 arebelow and it isasampling of tenin
7 thefield at thetime.
8 Q. Soitwasknown that thereare
9 pharmaceutical formulations before the
10 '795 patent -- strike that.
11 It was known that there were
12 pharmaceutical suspensionsin syrup
13 formulationsin the prior art before the
14 795 patent that had viscosities below
15 1500 centipoise, correct, sir?
16 A. [I'll agreethatit's
17 pharmaceutical pediatric liquid
18 medicaments.

1
2
3
4
5

19 | don't know which of these are
20 syrups.
21 Q. Soyou agreethat there were

22 pharmaceutical pediatric liquid

23 medicaments that existed before the 795
24 patent that had viscosity below 1500

25 centipoise, correct, sir?
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Page 86
1 BERKLAND

2 A. Therewere.

3 Q. Andthat would be knownto a

4 person of ordinary skill in the art,

5 right?

6 A. Theywould beaware.

7 THE WITNESS: Y ou might have to

8 mute, counsel, because it is looping back
9 to me.
10 Q. Youcited Exhibit 2020 in your
11 declaration, right, sir, and | can point
12 you to Exhibit 52 -- excuse me, paragraph
13 52 of your exhibit.
14 A. Okay.
15 Q. Inthissection, though, you
16 only chose viscosities that were above
17 1500 centipoise, correct, sir?

18 MR. PIVOVAR: Object to the
19 form.
20 A. Justto beclear, | waslooking

21 for analgesics, for pain relievers, and
22 the pain reliever formulations have the
23 viscositiesthat | record there.

24 Q. Wereyouonly selecting pain
25 reliever formulations?

Page 88
1 BERKLAND
2 persons of skill in the art knew that a
3 viscosity of 307 centipoise could be used
4 with antitussive medicaments for pediatric
5 liquids?
6 MR. PIVOVAR: Objection to
7 form.
8 A. Withpediatric liquids, yes.
9 Again, | don't know which of
10 theseis syrups and which are solutions or
11 suspensions, | didn't parse that.
12 Q. Doyouknow what the purpose of
13 the study that'sin Exhibit 2020 was?
14 A. I'msorry, the preference?
15 Q. Thepurpose of the study that
16 wasdiscussed in 2020.

17 MR. PIVOVAR: Objection to
18 form.
19 A. Atleast oneof their concerns

20 isthe contribution of sugar containing
21 pediatric liquid medicaments leading to
22 tooth decay or cavities.

23 Q. Anddoesthis study assess

24 viscosity of the formulation'simpact on
25 leading to cavities or tooth decay?

Page 87
BERKLAND

1
2 A. | asosdeected an antitussive
3 which appearsright below -- sorry --
4 right above paragraph 53.
5 One of the prior art references
6 that Dr. Crowley relies on uses an
7 antitussive formulation.
8 Q. Andif you could go to Exhibit
9 2020, sir, do you see Table 1?
10 A. Yes
11 Q. You seethereisanother
12 antitussive right above the one that you
13 highlighted?
14 A. | seethat.
15 Q. Andyoudidn't highlight that
16 onein your report, correct, sir?

17 A. Itdoesnot appear in my
18 report.
19 Q. Whatisthe viscosity of that

20 antitussive?

21 A. Theviscosity of that

22 antitussive is 307.33 centipoise, but it
23 doesn't include an active that overlaps
24 with prior art reference from Crowley.
25 Q. Butyouagree, sir, that

Page 89
BERKLAND
MR. PIVOVAR: Object to form.
A. | don'trecall.
Q. You seethediscussion on page

2 of Exhibit 2020, and | should say it's
aso Page No. 358 on that, sir?
A. Okay.
Q. Doyou seethat it talks about,
9 "However, the cariogenic potential of
10 these medications depends on factors such
11 aspH and viscosity"?

O~NO Ul h WNPE

12 A. | don'tseethat.

13 Q. Doyou seethat thetitle of

14 discussion?

15 A. Yes

16 Q. Canyouread what appearsto be

17 thethird full sentence.

18 (Witness perusing document.)

19 A. "However, the cariogenic

20 potential of these medications depends on
21 factors such as pH, viscosity, sugar

22 content, high frequency of ingestion,

23 bedtime consumption and reduced salivary
24 flow caused by the use of some drugs.”

25 Q. Anddoyouknow what impact the
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1 BERKLAND
2 viscosity has on the potential for tooth
3 decay or cavities?

4 MR. PIVOVAR: Objectionto
5 form.
6 A. Atleastoneconsiderationis

7 the viscosity can prolong the resident
8 timein the mouth.
9 I'm not saying it happens or
10 not, I'm just saying that's a
11 consideration that a person reading this
12 would havein mind.
13 Q. Whenyou say would prolong the

Page 90

Page 92
1 BERKLAND
2 varied from 307 cP to 2408 cP. Neves, et
3 d, reported that viscosity of PLM in
4 their study ranged from 4.7 to 412.3 cP."
Do you see that, sir?
A. ldo.
Q. Didyou look at the study since
8 it was reporting viscosity ranges for
9 pediatric liquid medicaments?
10 A. | amnotevenableto resolve
11 that cite, because it says Neves, et al.,
12 and then No. 9 and the references that are
13 cited in Lima--

5
6
7

14 resident time of the syrup in the mouth, 14 Q. Whydon't youlook at Reference
15 isthat associated with higher or lower 15 No. 14 in the pediatric liquid
16 viscosity of the formulation? 16 medicaments.
17 MR. PIVOVAR: Objection to 17 Do you see that thereisa
18 form. 18 Nevesreference there, sir?
19 A. Itredly dependswhat's 19 A. Yes thereisalsoonethat's
20 causing the viscosity. 20 No. 6, it startswith Neves, | don't know
21 Q. Youthink what's causing the 21 how to resolve that citation.
22 viscosity will affect the amount of time 22 Q. Didyoulook at either of
23 theliquid staysin the mouth and in 23 those, sir?
24 contact with a child's teeth? 24 A. OneisPediatrician's
25 MR. PIVOVAR: Objection to 25 Perception of the Use of Sweetened
Page 91 Page 93
1 BERKLAND 1 BERKLAND
2 form. 2 Medications Related to Oral Health and the
3 A. | canthink of anumber of ways 3 other oneis Are Pediatric Medicines Risk
4 that viscosity can occur and | don't fully 4 Factors For Dental Caries and Dental
5 understand how those relate to residence 5 Erosion?
6 time in the mouth. 6 | didn't look at either.
7 Q. [lwouldliketo point you to 7 Q. lamgoingtointroduce as
8 Exhibit 2020, page 360, sir. 8 Exhibit 1046 a document that is entitled
9 A. Okay. 9 "Are Pediatric Medicines Risk Factors For
10 Q. It'sthesecond full paragraph 10 Dental Caries and Dental Erosion?'.
11 on theleft column that I'm looking at. 11 (Berkland Exhibit 1046,
12 (Witness perusing document.) 12 document entitled "Are Pediatric Medicines
13  A. lhaveit. 13 Risk Factors For Dental Caries and Dental
14 Q. Doyou seethat thisparagraph 14 Erosion?’, was marked for identification,
15 discusses other studies that reported 15 asof thisdate)
16 various viscosities of oral formulations? 16 (Pause.)
17 MR. PIVOVAR: Objection to 17 A. Okay.
18 form. 18 Q. Doyou seethetitle of that,
19 A. Maybeyou can point meto the 19 sir?
20 sentence. 20 A. Yes
21 Q. Sure 21 Q. Doesthat title match with
22 Either the last or the 22 either of thetitles referenced in what

23 second-to-the-last sentence on the second
24 full paragraph of page 360 of Exhibit
25 2020, it states, "In our study, viscosity

23 you cited as Exhibit 2020 in the list of
24 references?
25 A. Yes
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Page 94
1 BERKLAND
2 Q. Whichonedoesit match with?
3 A. Thetitle matchesreference 14.
4 Q. Ifyougoto Table4 of what we
5 marked as 1046, does that include arange

6 of viscosities for these liquid pediatric
7 medicines?
8 MR. PIVOVAR: Objection, form.
9 A. Thereisatablelisted there,
10 I wasjust looking at the abstracts since
11 itismy first preview into this article
12 and it saysthe objective to assessthein
13 vitro, the cariogenic and erosive
14 potentials of Brazilian liquid ora
15 pediatric medications.
16 Q. DoesTable4 of thisreference
17 list the viscosities of the medications?

Page 96
1 BERKLAND
2 viscosity?
3 MR. PIVOVAR: Objection, form.
4 A. Thearticle says, "Other

5 factors related to pediatric medicines

6 might also contribute to the risk of

7 dental caries and erosion, for example,

8 high frequency of ingestion, bedtime

9 consumption, reduced salivary flow caused
10 by the use of some drugs and high
11 viscosity (implying longer contact time
12 with tooth surface)."
13 Q. Would you understand that high
14 viscosities has the potential to
15 contribute to the risk of dental caries
16 and erosion, sir?
17 A. It may, thereisanumber of

18 A. ldontseeitonTablel-- 18 factors listed there.
19 Q. |IsadTable4,sir. 19 Q. Buthigh viscosity isone of
20 A. I'msorry. 20 thefactorsthat's being called out
21 (Witness perusing document.) 21 because that will imply longer contact
22 A. Viscositiesarelisted on Table 22 time with the tooth surface, correct, sir?
23 4. 23 MR. PIVOVAR: Objection to
24 Q. What'sthe highest viscosity 24 form.
25 for these liquid pediatric medicines? 25 A, Itmay.
Page 95 Page 97
BERKLAND 1 BERKLAND
(Witness perusing document.) 2 Q. Andaperson of skill inthe

A. Highest viscosity listed is
412.3 centipoise.
However, we don't know if these

6 aresyrupsor solutions, at least | can't

7 findit.

8 Q. I'dliketotakeyou back to

9 thefirst page of Exhibit 1046, sir.
10 If you can look into the
11 introduction, | would like you to look at
12 the carry-over paragraph on the first page
13 in the introduction, starting with "other
14 factors."
15 A,  |seeit
16 Q. Doesthisdiscussion mention
17 what effect viscosity may have on --
18 dtrike that.
19 Does this discussion list
20 viscosity as afactor that can contribute
21 totherisk of denta caries and erosion?
22 (Witness perusing document.)
23 A. Viscosity isaconsideration on
24 alist given there.
25 Q. Whatdoesit say about

GO wWNPEF

3 art would have this article available to

4 them when they were making a

5 pharmaceutical syrup formulation, correct,
6 sir?

7 MR. PIVOVAR: Objection to
8 form.
9 A. Thisarticlewas published.

10 Q. Andinfactit'scited by an

11 articlethat you included in your analysis
12 of the 795 patent, correct, sir?

13 A. That'saccurate.

14 Q. Andthearticlethat you cited

15 also discussed viscosity as an impact on
16 potential cariogenic issues resulting from
17 medicines, correct, sir?

18 MR. PIVOVAR: Objection, form.
19 A. Wadl, that article specifically

20 states, I'm in the middle of page 360 of
21 Exhibit 2020, "These viscous syrup

22 medicines with prolonged oral clearance
23 can constitute arisk to dental health.

24 Information about the relation between
25 viscosity and dissolution of dental hard

25 (Pages 94 - 97)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 25 of 131



Page 98
1 BERKLAND

2 tissuesisrarein literature."

3 Q. Butyouagree, sir, wehaveit
4 hereand we haveit in the article we just
5 looked at, sir, right?

6 MR. PIVOVAR: Objectionto
7 form.
8 A. ltisinthelistof

9 considerations.
10 Q. And sotheviscosity of the
11 syrup prolonged oral clearance was known
12 aspotentially affecting tooth decay,
13 correct, sir?

14 MR. PIVOVAR: Objectionto
15 form.
16 A. Itwasafactor that was

17 considered among multiple factors.
18 Q. Andistooth decay aparticular
19 concern with pediatric populations?

Page 100
1 BERKLAND
2 suggests arerare in the literature
3 relating to viscosity.
4 Q. Butyou sdectedthisarticle
5 to citein support of the 795 patent,
6 correct, Sir?
7 A. |can'trememberifitisin
8 the background section --
9 THE WITNESS: Sorry if |
10 interrupted, counsel.
11 A. Thisisinasection called
12 Section C starting at paragraph 50,
13 viscosity of liquid pharmaceutical
14 formulations.
15 Q. Direct metowhat exactly
16 you'relooking at, you said Section C, but
17 | wasn't sure.
18 A. Section C, paragraph 50,
19 starting at paragraph 50 on page 17 of my

20 MR. PIVOVAR: Objection, form. 20 report, it's background on liquid
21 A. | supposeitwould bea 21 pharmaceutical formulations.
22 trade-off. 22 Q. Butyou selectedto citethis
23 You'retryingto givea 23 articlein this section, correct, sir?
24 medication for better health, | guess if 24 A. Thatistrue.
25 your overall health hasimproved compared 25 Q. And Section 2 of thisarticle
Page 99 Page 101
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2 to getting a cavity or having some tooth
3 decay in ababy tooth, | don't know,

4 maybe.

5 Q. Wouldit be something you think
6 aperson skilled in the art would consider
7 when coming up with the viscosity of a
8 formulation for a pediatric patient?

9 MR. PIVOVAR: Objectionto
10 form.
11 A. | haven'trealy considered

12 that; perhaps.

13 Q. Butyou cited an article about

14 pediatric liquid medicaments and the

15 cariogenic potential of those medicaments,
16 but you haven't considered that?

17 MR. PIVOVAR: Objection to
18 form.
19 A. 1guessinmy mind |I'm putting

20 it in the bucket of avery minor concern,

21 becauseif somebody istaking a medication
22 four times aday, then to meit seemslike
23 that is going to have a larger effect

24 compared to unknown changes in the

25 residence time that the article | cited

2 iscalled "acceptable viscosities of

3 liquid pharmaceutical formulations,"”
4 correct, Sir?

5 A. That'sacorrect reading.

6 Q. Andthearticlethat you cite
7 in here has viscosities that range from
8 307 centipoise to 2040 centipoise,

9 correct, Sir?

10 MR. PIVOVAR: Objection, form.
11  A. |lostyour question, |

12 apologies.

13 Q. Sure

14 Thetitle of your sectionis

15 "Acceptable Viscosities of Liquid

16 Pharmaceutica Formulations," correct?
17 A. Correct.

18 Q. Andinthat section you cite

19 Exhibit 2020, correct?

20 A. They'retadking generally about
21 viscosity.
22 Q. Andtheviscosity reported for

23 the formulations in Exhibit 2020 range
24 from 307 centipoise to about 2040
25 centipoise, correct?
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Page 102
1 BERKLAND

2 A. Theydo, but | specify we don't
3 know which ones of those are syrupsand |
4 was particularly interested in actives
5 related to the prior art.
6 Q. Theactivesthat you selected,
7 arethey syrups?
8 A. Theactiveswould be the drugs.
9 Q. Thedrugsthat you selected,
10 the pediatric liquid medicaments that you
11 selected, are they syrups?
12 A. Theviscosities would suggest
13 that they are; however, | don't see
14 explicit disclosure in a cursory review of
15 Exhibit 2020.
16 Q. Doyouknow whether the active
17 ingredient would be suspended in those
18 systems?
19 MR. PIVOVAR: Objection to
20 form.
21 A. Whenyou say those systems, are
22 you referring to the three that | cite?

Page 104
BERKLAND
Dr. Crowley's report there, right, sir?
A.  Paragraph 52 you mean?

OO WNE

Q. Yes
(Witness perusing document.)
Q. Canyoulook at paragraph 52 of

7 Dr. Crowley's report and tell me what
8 you're referencing.
9 (Witness complying.)
10 A. Itlookslike I'm citing the
11 wrong paragraph for that quote.

12 Q. What paragraph should you be
13 citing?

14 (Witness perusing document.)
15 A. 59

16 Q. Doyou agreethat generaly

17 suspensions having viscosity in arange of
18 20to 150 cP are considered readily

19 pourable?

20 A. |don'tentirely appreciate

21 what he means by readily.

22 | mean, maybe -- istherean

23 Q. Thethreethat you cite, sir. 23 exhibit cite that he uses here.
24 (Witness perusing document.) 24 Q. Well, didn't you review his
25 A. | suspect that the analgesics 25 report, sir, when you went through it?
Page 103 Page 105
1 BERKLAND 1 BERKLAND
2 are suspensions simply because those are 2 A ldid.
3 the drug that particularly putsit above 3 Q. Didn'tyou review thecitations

4 the solubility limit, the liquid

5 medicament.

6 The antitussive listed below
7 that, that's maybe a solution, | would
8 haveto dig alayer deeper.

9 Q. Sir,would]l liketo point you
10 to your report at 150.
11 (Witness complying.)
12 A. Okay.
13 Q. Youseeyoudiscussasection

14 of Dr. Crowley'sreport in section 1507
15 A. Yes

16 Q. Yousay, "Suchformulations

17 would be aformulation that Dr. Crowley
18 has recognized as being readily pourable.”

19 A. I'msorry, areyou askingif |
20 seethat?

21 Q. Yes, doyou seethat language,
22 sir?

23 A. Yes

24 Q. | wouldliketo direct youtoa

25 little -- you cite paragraph 52 of

4 that were used when you specifically
5 quoted readily pourable, sir?
6 A. That'sjust quoted from his
7 report.
8 Q. Wadll, didyoulook at Exhibit
9 1014 that's cited right where you took
10 that quote from?
11 A, I'msurel did.
12 Q. Anddidyouhavean
13 understanding of what was meant when you
14 reviewed that, sir?

15 A. That'swhat I'mtrying to
16 resolve.
17 A. Hetakesthat from Santos

18 Exhibit 1014.

19 Q. Youdecidedinyour declaration
20 to cite Dr. Crowley here and I'm asking
21 you, when you cited it, did you consider
22 viscosity in the range of 20 to 150 cP to
23 bereadily pourable?

24  A. |justdon'tfully understand

25 if that's distinguishing it from 200 cP or
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Page 106
1 BERKLAND

2 something lower, viscosity of water is1,
3 that's pourable, readily pourable.
4 | appreciate what he said, I'm
5 just telling you about my wrestling match
6 withit.
7 Q. Asanexpertopining on
8 viscosity of oral syrup formulations,
9 would you consider something that has a
10 viscosity of 20 to 150 cP to be readily
11 pourable?
12 MR. PIVOVAR: Objection to
13 form.
14 A. My hang-up hereiswe just
15 walked through ten other productsin
16 Exhibit 2020 and however many products
17 madein Brazil that are liquid medicaments
18 ranging in viscosity up to 2400 centipoise
19 and | believe those are all readily
20 pourable, you can dose them into a cup and
21 givethemto achild or ageriatric
22 patient.
23 Q. But,sir, youwould agree
24 pourability is not the only thing that you
25 consider with viscosity, correct, sir?

1
2 form.
3 A

BERKLAND

Probably so, but then you may

4 be exchanging like accuracy of dosing or
5 risk of aspiration for something that's
6 really low viscosity.

7

Y ou may put formulation

8 parameters at risk, likethis sectionin
9 768 of 1012.

10 Q.

The lower the viscosity may

11 make it more difficult to keep the active
12 ingredient in suspension, correct?

13 A.
14 Q.

Possible.
In fact that's exactly what is

15 stated in 768, sir, right?

16
17 form.
18 A.

MR. PIVOVAR: Objection to

That's one thing that's stated,

19 and it actually startson 767, but a
20 variety of challenges and trade-offs are
21 stated there.

2 Q.

And so a higher viscosity

23 compared to alower viscosity generaly
24 hasthe potential to keep the active in
25 suspension better, correct, sir?

Page 108

Page 107
1 BERKLAND
2 MR. PIVOVAR: Objection to
3 form.
4 A. |don'tfully understand the
5 question.
6 Q. Doyouseeright before Exhibit
7 1014, in the same paragraph Dr. Crowley
8 cites Exhibit 10127
9 A. Yes
10 Q. Didyoureview 1012?
11 A. Yes

12 Q. Anddidyou review page 768 of
13 that, sir?

14 A. ldid.

15 Q. Anddoesthat section explain

16 what may be the benefits and/or detriments
17 associated with the viscosity of

18 suspensions, sir?

19 MR. PIVOVAR: Objection, form.
20 A. Ithink I concur, | believe

21 there's both benefits and detriments to,

22 say, for example, higher viscosity.

23 Q. Sothelower the viscosity, the
24 easier it isgoing to be to pour, correct?
25 MR. PIVOVAR: Objection to

A.

A WNPEF

BERKLAND
MR. PIVOVAR: Object to form.

It may.
I've also experienced times

5 where it's conducive to coagulation or
6 agglomeration, so if the viscosity

7 increased, it causes other issues with
8 particle stability, not just settling like
9 in the Stokes Einstein equation.

10

But stability issues, then you

11 have a separation phenomena.

12 Q.

Would you agree that higher

13 viscosity may make it harder to disperse
14 the suspension in the formulation?

15
16 A.

MR. PIVOVAR: Object to form.
| mean, it's atrade-off again,

17 soit may, I've seen instances where you
18 get a better dispersion and less settling
19 and I've seen instances where at higher
20 viscosities you got a poorer dispersion
21 and flocculation.

2 Q.

| would like you to look at

23 Exhibit 1012, sir, page 768, and the
24 paragraph that starts off “the
25 sedimentation rateisindirectly related

Page 109
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Page 110
BERKLAND

to,” do you see that, sir?
Yes.
Can you read that paragraph,

The whole thing?
Y es, to yourself, not out loud.
Oh, okay.
(Witness perusing document.)
10 Okay.
11 Y ou've defined person of
12 ordinary skill inthe art as a person with
13 abachelor's degree and | believe two
14 years of laboratory experience, something
15 aong that line?

O©CO~NOOTA WN PR
2}
-

o> »O0>° O>

16 MR. PIVOVAR: Objection to
17 form.
18 A. That seemsreasonable, | don't

19 haveitin front of me, but I'm with you.

20 Q. And so after reading what is

21 written on the paragraph on 768 of Exhibit
22 1012, starting with "the sedimentation

Page 112
1 BERKLAND
2 And there are a number of
3 trade-offsfor viscosity adjustments, your
4 active ingredient, how much active
5 ingredient, nature of the colloid and so
6 forth.

7 Q. Areany of those trade-offs
8 that you mentioned discussed in the '795
9 patent?
10 MR. PIVOVAR: Objection to
11 form.
12 A.  Weknow the nature of the AP

13 and were given guidance on the viscosity
14 of the works for that specific API, these
15 are syrups.

16 This chapter istalking about

17 solutions, emulsions, suspensions and

18 extracts, so we do have a context, agood
19 context, in the patent.

20 Q. Sir, the section that we're

21 talking about here is talking about

22 suspensions, correct, sir?

23 rateisindirectly related to the medium 23 A. That'scorrect, itisa
24 viscosity," do you think the person 24 subsection.
25 skilled in the art as you've defined them 25 Q. Andsothisisspecificto
Page 111 Page 113
1 BERKLAND 1 BERKLAND
2 would disagree with what's written in that 2 suspensions, what we just discussed,
3 paragraph? 3 correct?
4 MR. PIVOVAR: Objection, form. 4 A. That'scorrect.
5 (Witness perusing document.) 5 Q. Andyou said that the patent
6 A. |think that paragraphis 6 discusses the specific active ingredient;

7 reasonable, but it isonly one small

8 section of all the considerations of the

9 physical characteristics of suspensions,
10 that'sthetitle of this section.
11 Q. Andthisisfrom Remington: The
12 Science and Practice of Pharmacy, Edition
13 21, correct?

14 A. Correct.

15 Q. Haveyou heard of Remington
16 before?

17  A. |have

18 Q. Isthissomething that's often

19 used by pharmaceutical formulators?

20 A. ltis

21 What I'm saying is you can't

22 pick one paragraph in isolation, you have
23 to consider the entire context of what's
24 said in this section as well as the rest

25 of the chapter.

7 wasthat your testimony, sir?

8 MR. PIVOVAR: Objection to
9 form.
10 A. Weél, theclam atleast asto

11 acetaminophen, as an exampleto

12 acetaminophen, has disclosurein the

13 specification of that active.

14 | didn't mean to limit it to

15 that active, but it has disclosure.

16 Q. Soyou agreethat the 795

17 patent has ageneral disclosure of a

18 viscosity range and alist of awhole host
19 of potential active ingredients, right,

20 sir?

21 MR. PIVOVAR: Objection to
22 form.
23 A. | wastdking about the claim,

24 which isfocused on acetaminophen.
25 But if | recall correctly,
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Page 114
1 BERKLAND

2 thereisdisclosure of analgesics

3 generaly.

4 Q. Isthereanything more than

5 analgesics disclosed, sir?

6 MR. PIVOVAR: Objectionto

7 form.

8 A. Yes incolumn 31 see more

9 disclosure.
10 Q. Doesthe patent specifically
11 discuss the appropriate viscosity range
12 relative to each of the various active
13 ingredients that are listed on column 3,
14 around lines 25 through, say, 34?

15 MR. PIVOVAR: Objection to
16 form.
17 A. 1don't seethe specific

18 disclosure to each active that you're

19 suggesting, but | do see like aworking

20 example for acetaminophen suspension and
21 genera disclosure as to the viscosity of

22 apharmaceutical syrup formulation using

Page 116
1 BERKLAND
2 | was thinking more of the
3 clams.
4 Q. Butl amaskingyouwhat's
5 disclosed, sir, what's actually taught in
6 the specification, sir.
7 (Witness perusing document.)
8 MR. PIVOVAR: Objection, is
9 there apending question.
10 MR. NOLAN: Yes.
11 | am asking him whether he can

12 tell me what the viscosity is of Example 1
13 of the 795 patent.

14 MR. PIVOVAR: Objection, asked
15 and answered.

16 A. | gavetheanswer; | haven't

17 conducted that analysis, but | gave you my
18 perspective.

19 Q. Butlamaskingyou, sir, can

20 you conduct that analysis without knowing
21 thetype of agave syrup that is being used
22 in Example 1?

23 agave syrup. 23 A. CouldlI?
24 Q. Canyoutell mewhat the 24 MR. PIVOVAR: Objection to
25 viscosity is of Example 1 of the '795 25 form.
Page 115 Page 117
1 BERKLAND 1 BERKLAND
2 patent, Exhibit 1001, column 5. 2 A. I'msurel could do that
3 MR. PIVOVAR: Object to form. 3 anaysis; | have not.
4 A. |didn't conduct that analysis, 4 Q. Howwouldyoudoit,sir, if

5 | don't seeit explicitly stated there,
6 but | didn't conduct that analysis.

7 Q. Infactyou couldn't conduct
8 that analysis because there's not

9 sufficient information, right, sir?

10 MR. PIVOVAR: Objectionto
11 form.

12 A. 1don'tknow.

13 Q. Without knowing the type of

14 agave used, you cannot determine the

15 viscosity of Example 1, correct, sir?

16 A. Based onmy review of the

17 literature, | would know that a high-grade
18 agave syrup started with a high viscosity,
19 and my opinion is that the '795 givesus a
20 resulting range of viscosities that are

21 suitable for the invention.

22 Q. Andthat resulting rangeis 200
23 to 3500 cP, right, sir?

24 MR. PIVOVAR: Object to form.

25 A. That'snot what's claimed.

5 you didn't know the type of agave that was
6 selected?
7 A. Atleast asageneral matter --
8 again, | haven't conducted a thorough
9 analysisof this, so | can only go so far
10 -- but at least as a general matter, the
11 agave syrup isthe syrup in the
12 pharmaceutical syrup formulation and the
13 claimisto this pharmaceutical syrup
14 formulation having aresulting viscosity
15 of lessthan 1500.
16 So asa POSA, it tells me that
17 | need to be using agave grade, agave
18 syrup, that can get me to that claimed
19 result.
20 Q. A POSA would know how to do
21 that, right, sir?
22 A. A POSA would have some
23 perspective.
24 Q. A POSA would have known how to
25 do that before the '795 patent was filed,
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Page 118
1 BERKLAND
2 right, sir?
3 MR. PIVOVAR: Objection, form.
4 A. | havenot seen any evidence

5 that would lead meto believe that.

6 Q. SoaPOSA would not know how to
7 get an agave syrup formulation down to

8 below 1500 centipoise before the '795

9 patent wasfiled, isthat your testimony?

10 MR. PIVOVAR: Objection to
11 form.

12 A. No.

13 Q. Thenwhat'syour testimony, sir

14 -- let's step this back.

15 Would you agree that before the
16 '795 patent was filed a person of ordinary
17 skill in the art would understand how to
18 make an agave formulation that had a

19 viscosity below 1500 centipoise?

20 MR. PIVOVAR: Objection to
21 form.
22 A. | haverestricted my anaysis

23 to respond to Dr. Crowley and al I've
24 seeninthe art relating to agave syrups
25 iswhat he has provided.

Page 120
BERKLAND
A. | wasreplyingto Dr. Crowley's
assertions of obviousness.
| cantell you that --
THE WITNESS: You might have to
mute your end.
Q. -- | can tell you that just

8 looking at his exhibits and knowing that

9 agave syrups can come in viscosities of at
10 least 2560 centipoise, that then in
11 hindsight the *795 patent is achievable,
12 it teaches you that those viscosities
13 would work for the pharmaceutical syrup
14 formulation.
15 Q. Isityour testimony that the
16 '795 patent is achievable because --
17 strike that.
18 What I'm asking you is, the
19 '795 patent doesn't tell you the type of
20 agave syrup to use, do you agree with me,
21 sir?
22 A. |didn'tlook carefully, |
23 didn't conduct that analysis.
24 Q. Youopined on apatent that is
25 atotal of four columns-- excuse me --

~NoOo o~ WNPRE

Page 119
1 BERKLAND
2 Q. Butyou'veanayzed the'795
3 patent, correct, sir?
4 A. Correct.
5 Q. Andyouveanayzed Example 1,
6 correct, sir?
7 A. That'sright.
8 Q. Andyou acknowledge that the

9 795 patent doesn't tell you the type of
10 agave syrup to use, correct?
11  A. My analysiswas restricted to
12 responding to Professor Crowley or
13 Dr. Crowley, excuse me.
14 | didn't look for the grade or
15 type of agave syrup; | could look, but |
16 haven't conducted that analysis.
17 Q. Soyou readthe'795 patent,
18 you're opining about whether or not it was
19 known in the art that an agave formulation
20 with acetaminophen was obvious, but you
21 didn't look at the '795 patent to see
22 whether or not it discussed the type of
23 agaveto use?
24 MR. PIVOVAR: Objection to
25 form.

Page 121
1 BERKLAND
2 five columns, excluding the claims, and
3 you didn't conduct the analysis on whether
4 or not it disclosed the type of agave to
5 use?
6 MR. PIVOVAR: Object to form.
7 A. | know from my background that
8 natural products like agave syrup can come
9 inavariety of grades and I know from my
10 analysis of Dr. Crowley's declaration and
11 hisexhibits that there are agave syrups
12 available that are very high-grade, high
13 viscosity, at least 2500 centipoise.
14 And the resulting claims makes
15 senseto mein the 795 patent.

16 Q. Sir,canyou just answer my
17 question.
18 Does the 795 patent disclose

19 thetype of agave to use, yesor no

20 question?

21 MR. PIVOVAR: Objection to
22 form.

23 Q. Andif it does, point to me

24 exactly where you're reading to where it
25 discloses the type of agave to use.
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Page 122
BERKLAND

MR. PIVOVAR: Objectionto

A | believe | have already
answered that question.

6 Q. Pointtomeprecisely wherein

7 the'795 patent it tells you what kind of

8 agaveto use, Sir.

9 MR. PIVOVAR: Object to form.
10 Q. Iknow itisnotthereandyou
11 don't want to admit that, but let's be
12 honest; point to meright in the 795
13 patent where it tells you the type of
14 agaveto use.

15 MR. PIVOVAR: Objection, form.
16 A. 1don'tthink you're accurately
17 restating my position.

1
2
3 form.
4 .
5

18 Q. lamgoingtoask youa

19 question --

20 A. | wasn'tfinished.

21 A formulator would understand

22 that many excipients come in different
23 grades, different molecular weights,
24 different viscosities.

25 For example, thickening agents

Page 124
BERKLAND
patent does tell you the specific agave to
use, Sir?
MR. PIVOVAR: Objection to
form.
A. Asl said, the POSA would

7 understand it's a natural product, there

8 issomevariability init and | can find

9 the onesthat are useful for achieving the
10 result.
11 Not sure what else to tell you.
12 Q. By achieving theresult, you
13 mean the POSA could select the type of
14 agave and then manipulate that agave to
15 get it down to aviscosity of the final
16 formulation that is within the claimed
17 range?
18 MR. PIVOVAR: Object to form.
19 A. Idontknow if manipulateis
20 theright word; formulate.
21 | am not aware of approved
22 products that used agave syrups and there
23 ispreciouslittle art, background art.
24 Q. Isityour testimony that a
25 person of skill in the art would not know

OO WNE

Page 123
1 BERKLAND

2 like carboxymethylcellulose, it's the same

3 chemical backbone but it comesin

4 different grades, it comesin different

5 molecular weights, comesin different

6 viscosities.

7 Agave syrup isanatura

8 product, there would be a variety of

9 sources, | talk about that in my
10 declaration, there would be a variety of
11 processing approaches, | talk about that
12 in my declaration.
13 We havein the patent a target
14 viscosity for the final formulation and a
15 POSA would know there were agave syrups
16 availableto achieve that resuit.
17 Q. Whatl just want to make clear,
18 though, you agree that this patent does
19 not direct you to use a specific type of
20 agave syrup, correct, Sir?

21 MR. PIVOVAR: Objection to
22 form.
23 A. I'vegivenyouthe POSA's

24 position on this.
25 Q. SothePOSA'spositionisthis

Page 125
1 BERKLAND
2 how to take an agave of acertain
3 viscosity and then formulate it in away
4 that achieved the viscosity range for the
5 final pharmaceutical formulation as
6 claimed?
7 MR. PIVOVAR: Objection to
8 form.
9 A. Ithink I'mclear in my report
10 that | don't see the motivation or
11 expectation of results based on
12 Dr. Crowley's report.
13 Q. | appreciate that you want to
14 keep going back to you're talking points,
15 but | would really like you to answer my
16 question.
17 I'm trying to understand, do
18 you think a person of ordinary skill in
19 the art at the time of filing the '795
20 patent would have the capability to select
21 an agave syrup and then formulate an
22 acetaminophen formulation in which the
23 viscosity of the entire formulation was
24 below 1500 centipoise?
25 MR. PIVOVAR: Objection to
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Page 126
1 BERKLAND
2 form.
3 A. I'veanswered that question
4 multiple times.
5 If they had the guidance of the
6 patent, absolutely.
7 Q. Theguidance of the patent

8 would simply be to point you to arange of
9 viscosity for the final formulation,
10 right, sir?
11 MR. PIVOVAR: Objection to
12 form.
13 A. That wasone aspect |
14 mentioned.
15 Q. Withrespect to the range of
16 theviscosity used in the patent, the
17 patent describes that as the viscosities
18 of the type used in pharmaceutical
19 suspensionsin syrup formulations,
20 correct, Sir?

21 MR. PIVOVAR: Objection to
22 form.
23 When you say that, what are you

24 referring to?
25 MR. NOLAN: I'mreferring to

Page 128
1 BERKLAND
2 form.
3 | think you're misreading that.
4 MR. NOLAN: Counsdl, | am here
5 to get Dr. Berkland's testimony and not
6 yours.
7 MR. PIVOVAR: Objection to
8 form.
9 A. | haventanalyzed that for an
10 error, | don't have reason to believeit's
11 anerror.
12 MR. NOLAN: [ think this may be
13 agood time to take a break.
14 (Recess taken.)
15 BY MR. NOLAN:
16 Q. Dr.Berkland, before you were
17 mentioning a POSA would know how to select
18 an agave syrup to be used with the 795
19 patent, do you recall that testimony?
20 A. Roughly spesking, yes.
21 Q. Andl thought you said
22 something about the quality of the agave
23 syrup, did | mishear you?
24 A. | mentioned both grade and
25 quality in my report at paragraph 121, it

Page 127
1 BERKLAND

2 column 2, Exhibit 1001, line 11 to 12,
3 quoting from the patent, sir.

4 MR. PIVOVAR: Thanks.
5 A. Thatrangeisdisclosed there.
6 Q. Andthat rangeisdescribed as

7 being the ranges that are typically used

8 -- dtrikethat -- are the types used

9 with pharmaceutical suspensionsin syrup
10 formulations, correct, sir?

11 MR. PIVOVAR: Object to form.
12 A. Thepatent sayswhat it says.
13 Q. Doyou disagreewith what the

14 patent is saying there, sir?

15 MR. PIVOVAR: Objection to
16 form.
17 A. I'mnot sure what you're

18 implying, but | don't disagree with what's
19 written.

20 Q. Doyou think that'san errorin
21 the patent, that what is listed after that

22 arethe viscosities of the type used with
23 pharmaceutical suspensions of shared

24 formulations?

25 MR. PIVOVAR: Object to the

Page 129
1 BERKLAND
2 talks about high quality agave syrup.
3 Q. Whatishighquality agave

4 syrup?

5 A. Inthisparagraph | discuss--
6 doyou haveit?

7 Q. I'mgettingto 121.

8 A. Okay.

9 Here I'm just contrasting the

10 212 centipoise viscosity and the viscosity
11 of 2560 centipoise, I'm referring to the
12 higher viscosity agave as higher quality
13 or higher grade viscosity.

14 Q. Whatisyour basisfor saying

15 higher viscosity isequal to higher grade
16 or higher quality?

17 A. | asotak about the processes
18 employed to purify agave and at least as
19 one example, if you have a higher water
20 content or a higher content of other

21 things, residuals, other diluents, that

22 would probably be lower grade, lower
23 quality agave, compared to a more viscous,
24 more concentrated, higher quality agave.
25 Q. |guesswhat| amtryingto
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1

BERKLAND

2 understand, thoughis, did you cite
3 anything to support your statement that

4 higher viscosity agaveis equivaent to

5 higher grade or higher quality agave here?

6
7

11
12

A. | don't see acitation there.

Page 130

Q. Andsowhatisyour basisagain
8 to state that the viscosity of the agave
9 syrup tells you the quality or the grade
10 of the agave syrup?
(Witness perusing document.)

A. InExhibit 1031 cited by

13 Crowley, | don't know if you want to get
14 that or just have meread from it.
Q. | haveit, sir, you can provide
16 your testimony.

15

17

A. I 'will just read the first

18 couple of sentences, it says, "Agave
19 syrup, anatural product with high
20 sweetener capacity, is obtained from

21 cooking and concentrating the juice of
22 agave plants. Viscosity isone of the

23 most significant physical chemical
24 propertiesin determining the quality and
25 acceptability of syrup.”

Page 132
1 BERKLAND
2 say that the higher viscosity syrup would
3 often be an indicator of higher quality,
4 higher concentration, of the syrup
5 component and less of, say, a diluent or
6 other things.
7 Q. WhatI'masking you, sir, you
8 cited this exhibit for the proposition
9 that a higher viscosity agave syrup is of
10 higher quality.
11 That's not stated in this
12 exhibit in comparison to other agave
13 syrups, correct, sir?
14 MR. PIVOVAR: Objection to
15 form.
16 A. Tomeitseemslikeit's
17 linking viscosity and using rheology to
18 measure viscosity as an indicator of
19 quality and acceptability.
20 Q. What it compareson viscosity
21 isthe viscosity of the agave syrup to the
22 viscosity of sugar cane and honey bee,
23 correct, sir?
24 MR. PIVOVAR: Objection to
25 form.

©Coo~NOUILA, WN PR

10
11

—h

BERKLAND

Page 131

Q. Andthissection is comparing
viscosity of agave -- strike that.
This section is comparing agave

syrup to sugar cane, right, sir?
MR. PIVOVAR: Objectionto

S
3

O

And honey bee, right, sir?

MR. PIVOVAR: Objection, form.
(Witness perusing document.)

A. | mean, it says explicitly

12 viscosity is one of the most significant
13 physical chemical propertiesin
14 determining the quality and acceptability
15 of syrup.

16

It doesn't limit that to

17 particular types of syrup.
Both the sentence before talks
19 about agave and the sentence after talk
20 about agave.
Q. Doesthis section say that high
22 viscosity agave syrup has higher quality
23 than lower viscosity agave syrup?
24  A. | can poke through other
25 citations, but | think it's reasonable to

18

21

Page 133

1 BERKLAND

2 A. Laeroninthat paragraph

3 that's the comparisons that are being

4 made, yes.

5 Q. That'stheonly viscosity

6 comparison that's being made in this

7 reference, correct, sir?

8 MR. PIVOVAR: Objection to

9 form.
10 A. Theback-drop for conducting
11 the viscosity studiesisthat viscosity is
12 asignificant physical chemical property
13 in determining the quality and
14 acceptability of syrup.
15 Q. Andthesyrupsthat are being
16 compared are agave syrup, sugar cane syrup
17 and honey bee syrup, correct, sir?
18 MR. PIVOVAR: Objection to
19 form.
20 A. Thecomparison that's made
21 doesn't negate that statement.
22 Q. Butthestatement just made
23 about syrupsin general is correct, sir?
24 MR. PIVOVAR: Object to form.
25 A, ltis

212-279-9424

34 (Pages 130 - 133)

Veritext Legal Solutions
www.veritext.com 212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 34 of 131



Page 134
1 BERKLAND
2 Q. Andthe statement doesn't say
3 low viscosity syrup is of low quality and

4 high viscosity syrup is of high quality,
correct, Sir?
MR. PIVOVAR: Object to form.
(Witness perusing document.)
A. | mean, I'm not going to go
9 through other literature and process this
10 to make agave, but | think that statement
11 isconsistent with grading the agave.
12 Q. lamjustaskingyou, sir, does
13 thisarticle state that low viscosity

0 ~NO Ol

14 agaveislow quality?
15 MR. PIVOVAR: Objection, form.
16 A. Those specific words aren't

17 there, but the meaning of the statement is
18 understood that applied to viscosity being
19 aquality property of agave.

20 Q. Andit'saquality property for

21 comparing syrups, correct, sir?

22 MR. PIVOVAR: Objection, form.
23 A, Itdoesn't say that.
24 Q. What'sthe only comparison

25 that's done here, sir, isit between the

Page 136

1 BERKLAND

2 question, I'm sorry.

3 Q. Youseeitsays"The mean

4 viscosity values of agave syrup, sugar

5 cane and honey bee were 2.5 pascal per

6 second, 6.06 pascal per second and 10.47

7 pascal per second.”

8 Would the measurement of

9 viscosity of asyrup alow you to
10 categorize what type of syrup you may have
11 had?

12 MR. PIVOVAR: Objection to

13 form.

14 A. Not based on viscosity alone.

15 Q. Inyour paragraph 121, what do

16 you mean by watered-down low quality agave
17 syrup?

18 A. Herel'mjust commenting on

19 Dr. Crowley's viscosities from what he
20 saysin hisreport, whichis 212, whichis
21 what the exhibit he cited says, whichis
22 2560 centipoise.

23 Q. Butyouagreethat thereisan
24 exhibit that he included that shows 212
25 centipoise, correct, sir?

Page 135
1 BERKLAND

2 different types of syrups here being agave
3 syrup, sugar cane syrup and honey bee?

4 MR. PIVOVAR: Objection, form.
5 A. Thosearethetest samples, but

6 | don't see that somehow excluding

7 comparisons within a syrup type.

8 Q. Anditdoeslistaviscosity of

9 agave syrup at 1.16 PA per second,

10 correct?

11 A. 0.167?

12 Q. 0.16, yes.

13 A. That would beareally high

14 temperature, O it goes on to say that's

15 the book-end of arange and that

16 temperature rangeis 10 to 80 degrees

17 Celsius.

18 Q. Understood.

19 Would the viscosity of the

20 syrup be amanner in which you could

21 distinguish between, say, sugar cane syrup
22 and honey bee syrup and agave syrup?

23 MR. PIVOVAR: Objection to
24 form.
25 A. | don't understand the

Page 137
BERKLAND
MR. PIVOVAR: Objectionto

A. Youdid point that out to me
earlier, yes.
6 Q. Andsoasyouhad miscited
7 paragraph 52 as opposed to 59, and
8 Dr. Crowley miscited Exhibit 1030 to 1031,
9 do you think your error affects your
10 ability to provide testimony here, sir?

1
2
3 form
4
5

11 MR. PIVOVAR: Objection to
12 form.
13 A. Viscosity number seems pretty

14 pivotal, but it doesn't affect my ability

15 to provide testimony.

16 Q. Soyouacknowledge that the

17 agave syrup cited in Exhibit 10030 isan
18 agave syrup that can be used with the 795
19 patent, correct?

20 A. Sorry, 100307?

21 Q. Yes, Exhibit 10030, that's the

22 exhibit that has agave at 212 centipoise.

23 MR. PIVOVAR: | think you meant
24 1030.
25 MR. NOLAN: Exhibit 1030.

35 (Pages 134 - 137)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 35 of 131



Page 138
1 BERKLAND
2 Q. Why don'twego to Exhibit 1030
3 sotherecord isclear, do you have that,
4 sir?
5 A. Wedclaified thisearlier, |
6 understand.
7 Q. Andsoearlier youweretalking

8 about a person of skill in the art reading
9 the '795 patent would appreciate that they
10 should select an agave syrup that alows
11 them to get into the target viscosity
12 range, correct?

13 MR. PIVOVAR: Objectionto
14 form.
15 A. No,what | said earlier isthat

16 aPOSA would know arange of viscosities
17 of agaveis available and they would know
18 from the patent the properties for the

19 pharmaceutical syrup formulation and they
20 would be able to make the decisions to

21 create the claimed formulation.

22 Q. Andthe property we're talking

23 about is viscosity of the fina

24 formulation, correct, sir?

Page 140
1 BERKLAND
2 (Witness perusing document.)
3 A. Onceaperson understood from
4 the patent that that was achievable, they
5 could do so.
6 Q. What doyou mean by aperson
7 understood from the patent that was
8 achievable; does the patent actually give
9 you an example that actually was madein
10 which it achieved aformulation with the
11 viscosity less than 1500 centipoise?
12 MR. PIVOVAR: Objection, form.
13 A. | think the hypothetical we
14 just walked through would do so.
15 Q. Soifthe POSA selected the
16 agave of Exhibit 1030, that would result
17 in apharmaceutical syrup formulation with
18 aviscosity of lessthan 1500 centipoise,
19 isthat your testimony?
20 MR. PIVOVAR: Objection.
21 A. |think they would be able to
22 take the teachings of the patent and
23 select an agave that's appropriate to
24 achieve the claim limited viscosity of the

25 MR. PIVOVAR: Objection to 25 pharmaceutical syrup formulation.
Page 139 Page 141
1 BERKLAND 1 BERKLAND
2 form. 2 Q. Direct meto the specific
3 A. Tha'swhat'sintheclaim. 3 teachings of the patent that you are
4 Q. Andtheagavethat'sshownin 4 referencing in your last answer.

5 1030, which has aviscosity of 212

6 centipoise would be one that would be

7 availablefor a POSA to select, correct?

8 A. |presumeso.

9 Q. Andif that was selected, would
10 aPOSA understand that that would fall
11 within the desired viscosity range of the
12 fina formulation?

13 MR. PIVOVAR: Objection to
14 form.
15 A. That seems pretty loosely

16 specified, but with the patent in hand it

17 sounds reasonable.

18 Q. Andsoifyouhad selected

19 agave syrup with the 212 viscosity range
20 of Exhibit 1030 and put that into Example
21 1 of the'795 patent, would you expect

22 that to have aformulation viscosity of

23 below 1500 centipoise?

24 MR. PIVOVAR: Objection to

25 form.

5 MR. PIVOVAR: Object to the
6 form.
7 A. I'vedready been through this

8 acouple of times.
9 Q. Wiaéll, direct meto the specific
10 teachingsthat you're discussing, Sir.

11 MR. PIVOVAR: Objection, form.
12 Q. Iwantitbycolumnandline

13 number.

14 MR. PIVOVAR: Same objection.
15 (Witness perusing document.)

16 A. |amjust going to use Example

17 1 asan anchor point.

18 Q. Any other teachings besides

19 Example 1?

20 A. Exampleltellsuswhat the

21 activeis, tells us the amount of the

22 active, tellsusputincitricacidina

23 specified amount, we can add flavoring,
24 blueberry, in a specified amount, and then
25 theingredient that isthe syrup is agave

36 (Pages 138 - 141)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 36 of 131



Page 142
BERKLAND

1
2 syrup and we're trying to make a
3 pharmaceutical syrup formulation.
4 When | read agave syrup, |
5 understand as a POSA the agave syrup comes
6 in various grades, we walked through that,
7 and | can select an appropriate grade of
8 agave syrup using this formulation and
9 guidance in the specification to achieve
10 the pharmaceutical syrup formulation
11 viscosity claim limitation.
12 Q. Andsoyouwould beableto
13 achieve the viscosity -- strike that.
14 The teaching with respect to
15 theviscosity is simply that you want to
16 bein therange cited in the
17 specification, correct, sir?

18 MR. PIVOVAR: Objection to
19 form.
20 A. |don't know, thereislots of

21 rangesin the specification, | don't know
22 which one you're referring to.

Page 144
1 BERKLAND
2 well-specified question, sorry.
3 Q. Beforethe'795 patent was
4 published, would a person of ordinary
5 skill in the art understand that they
6 could affect viscosity of a pharmaceutical
7 formulation by adding water?

8 MR. PIVOVAR: Objection to
9 form.
10 A. Again, it'sunder-specified,

11 but for certain formulations they could be
12 diluted with water and the viscosity could
13 be adjusted.

14 Q. Doyouthink that a POSITA

15 would understand adding water to an

16 acetaminophen formulation would affect the
17 viscosity?

18 MR. PIVOVAR: Object to form.
19 A. Ifitisjust acetaminophen and
20 water, it's going to have the viscosity of
21 water.

22 Q. Of apharmaceutical formulation

23 Q. Doesittell you how to get to 23 that includes acetaminophen, sir.
24 aviscosity of less than 500 centipoisein 24 MR. PIVOVAR: Objection to
25 this patent? 25 form.
Page 143 Page 145
1 BERKLAND 1 BERKLAND
2 MR. PIVOVAR: Object to form. 2 A. I'msorry, thequestionis
3 A. Inexample2ittellsuswecan 3 under-specified.
4 take a hundred milligrams of the active, a 4 Q. Wouldthe acetaminophenin that

5 hundred milliliters of agave, warm it up

6 and then stir in water to achieve the

7 desired consistency.

8 So that's at least one way to

9 hit the target viscosity.
10 Q. Isthisthefirst timethat
11 somebody has taught using water to obtain
12 aspecific viscosity?

13 MR. PIVOVAR: Objection to
14 form.

15 A. | mean, what are you referring
16 to?

17 Q. I'mjustreferring to, do you

18 think thisisanovel disclosure, that the
19 inventors here are telling everyone you
20 can achieve adesired consistency by

21 controlling the amount of water that you
22 add to aformulation?

23 MR. PIVOVAR: Object to the
24 form.
25 A. Thatillisnota

5 solution contribute to the viscosity of
6 the formulation?

7 MR. PIVOVAR: Objection to
8 form.
9 A. |think weknow asagenera

10 matter, and Dr. Crowley would agree, that
11 the nature and amount of solidsin a

12 suspension can contribute to the

13 viscosity, it's discussed in the

14 suspension section of the chapter he wrote
15 in Remington's.

16 Q. Andsohow would the nature of
17 the acetaminophen affect the viscosity of
18 the formulation?

19 MR. PIVOVAR: Objection, form.
20 A. Well, you canimagine like two
21 extreme book-ends where one particle of
22 acetaminophen wouldn't have any effect,
23 but a high concentration of acetaminophen
24 particleswould create more of a cake, you
25 know, something that was very hard to flow
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Page 146 Page 148

1 BERKLAND 1 BERKLAND

2 or displace. 2 it, yes.

3 Q. Would the acetaminophenin 3 Q. Andsothetotal amount of

4 Example 1 of the 795 patent affect the 4 water in Example 1 of the 795 patent

5 viscosity of the formulation? 5 would be dependent on the water added as

6 MR. PIVOVAR: Objectionto 6 thediluent and the water that was

7 form. 7 included with the agave syrup, correct?

8 A. | haven't conducted that 8 MR. PIVOVAR: Objection to

9 analysis. 9 form.
10 Q. Would thecitric acid extract 10 A. Onceyou know that the
11 affect the viscosity of the final 11 formulation works, then a formulator can
12 formulation of Example 1? 12 take that into consideration.
13 MR. PIVOVAR: Object to form. 13 Q. Butareyou agreeing that the
14 A. I'msorry, those are two 14 total amount of water in that formulation
15 different things, did you put them 15 would have contribution from the water
16 together? 16 added as the diluent and the water that
17 Q. | asked would the citric acid 17 was part of the agave syrup?
18 extract of Example 1 affect the viscosity 18 MR. PIVOVAR: Objection, form.
19 of thefinal formulation? 19 A. Itcould, water could be
20 MR. PIVOVAR: Objection to 20 present in the agave syrup.
21 form. 21 Q. Wouldyou expect water to be
22 (Witness perusing document.) 22 present in the agave syrup?
23 A. | wouldsay therisk thereis 23 A. Most of the extraction
24 low becauseit'sused in asmall 24 techniques would present residual water.
25 percentage. 25 Q. Areyouaware of any agave

Page 147 Page 149

1 BERKLAND 1 BERKLAND

2 Q. Wouldthe masking agent affect 2 syrup that doesn't have water in it?

3 theviscosity of the final formulation? 3 A. Youmightnotcdl it --

4 MR. PIVOVAR: Objection to 4 sorry, counsel, did | interrupt.

5 form. 5 Q. Youdidn'tinterrupt me, no.

6 A. Usualythoseareappliedin 6 A. Youcanlyophilize or purify

7 low quantities, there may haveto be an

8 adjustment in the viscosity, so that

9 parameter could affect other parameters.
10 But in Example 1Lit'sunlikely
11 or therisk would be low.
12 Q. Wouldthewater referenced in
13 example 1 affect the viscosity of the
14 final formulation?
15 A. Thewater content will.
16 Q. Theagavesyrupthatislisted
17 in Example 1, would you expect that to
18 have some water associated with it?

19 MR. PIVOVAR: Objectionto
20 form.

21 A. Therewould be some water.
22 Q. Andwouldthe water be

23 associated with the percent moisture of
24 the agave syrup that was used?
25 A. That'soneway of quantifying

7 agave syrup to remove water and | think |
8 talk about that alittle bit in one of the
9 background paragraphs.
10 But if there were aflowing
11 syrup, you would expect it to have either
12 some water content or some other
13 extraction fluid that was used to prepare
14 the agave.
15 Q. |Ifyouusealyophilized
16 powdered agave in Example 1, would you
17 expect the amount of water you had to add
18 would be greater than using an agave that
19 wasin the form of aliquid syrup?

20 MR. PIVOVAR: Objection to
21 form.
22 A. Probably so, yes, that would be

23 in the purview of the POSA.
24 Q. Soapersonskill inthe art
25 would understand that it could use an
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Page 150
1 BERKLAND

2 agave syrup that had less water content
3 and add more water as adiluent in order
4 to practice Example 1 of the 795 patent,
5 correct?
6 MR. PIVOVAR: Objectionto
7 form.
8 A. Theywould certainly have
9 formulation expertise like that.
10 Q. Sothey'dhavethat
11 understanding, correct, sir?
12 MR. PIVOVAR: Objection to
13 form.
14 A. Maybeyou could restate the
15 understanding that you're implying.
16 Q. That aperson of ordinary skill
17 inthe art would understand that if it
18 used an agave syrup form that had a lower
19 water content, then it may need to use a
20 larger amount of the water as a diluent.
21 MR. PIVOVAR: Objection, form.
22 A. They may needtodo soand |
23 believe they would understand.
24 Q. Andif they used an agave syrup
25 that had a higher water content, they

Page 152

AFTERNOON SESSION
2:29 p.m.

4 CORY BERKLAND, resumed.

5 EXAMINATION CONTINUED

6 BY MR. NOLAN:

WN P

7 Q. Dr. Berkland, can you pull out
8 Exhibit 1001.
9 A. Yes
10 (Witness complying.)
11 Q. Thisisacopy of the patent,
12 correct?
13 A. The'795, yes.
14 Q. Yes
15 And do you recall that one of

16 the reasons that the patent is discussing

17 making a pharmaceutical formulation isfor
18 the benefit of having an oral

19 pharmaceutical formulation for pediatric
20 patients and elderly patients?

21 A. Didyouread that from

22 somewhere, | am just trying to find that

23 section.

24 Q. lwasjustaskingyouin

25 generd if you recall that?

Page 151
1 BERKLAND

2 would also understand that they may need
3 to add less water as adiluent with
4 respect to Example 1 of the '795 patent,
5 correct?
6 A. |think that soundslogical.
7 I didn't conduct this analysis
8 in detail, but these are certainly skills
9 that a POSA would possess.
10 Q. Youandyour counsel asked we
11 only go half an hour more before we have
12 lunch, so | think we're right about that
13 point?
14 MR. NOLAN: Why don't we break
15 for lunch.
16 (Discussion off the record.)
17 (Lunch recess: 1:00 p.m.)
18
19
20
21
22
23
24
25

Page 153
BERKLAND

A. | don'trecal it off thetop
of my head, but that is atypica
application for syrups.

Q. Letmeseeifl canhelpyou
out with that.

A.  Firstline of background says
children and older persons, | found it.

9 Q. Soyou agreethat the patent

10 acknowledges that children and older
11 persons have trouble with tablets and
12 capsules, correct?
13 A. Theycan.
14 Q. It aso acknowledges another
15 problem -- strike that.
16 And so for that reason it is
17 desirable to have something that could be
18 in an ora formulation such as a syrup,
19 correct?

1
2
3
4
5
6
7
8

20 A. Aliquidlikeasyrup could be
21 helpful.
22 Q. Butthat was known before the

23 '"795 patent was filed, correct, sir?
24 MR. PIVOVAR: Object to the
25 form.
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Page 154
1 BERKLAND

2 A. Yes

3 Q. Andinfact FR458 providesthe

4 same disclosure, correct, FR458 can be

5 found as Exhibit 10047

6 MR. PIVOVAR: Objectionto

7 form.

8 (Witness perusing document.)

9 Q. Maybel canhelpyou;in

10 Exhibit 1004, and I'm using the corrected
11 version of that exhibit, on page 19 of 33
12 | can direct you to that.

13 A. I'mthere.

14 Q. Andyou seearound line 39,

15 thisison page 2 here, it says solid

16 dosage forms are not suitable for children
17 or for the elderly. Thisiswhy they are
18 formulating liquid dosage forms."

19 Do you see that, sir?
20 A. |seethat.
21 Q. Andsothisisthe sameissue

22 that we just discussed with respect to the
23 '"795 patent at column 1, lines about 12
24 through 157

Page 156
BERKLAND

A. Yes

Q. Why would you taste mask a
pharmaceutical formulation?

A. You could potentially improve
compliance taking medication.

Q. And that's because compliance

8 may below if it has an unpleasant taste,
9 correct?

10 A. That'sapossibility.
11 Q. Andif welook at Exhibit 1004,
12 FR'458 at page 2, and on the exhibit it's
13 19 of 33, it also talks about the concept
14 of taste masking to address unpleasant
15 taste, correct?
16 A. Yes
17 Q. Soboth FR458 and the '795 seem
18 to be addressing some of the same issues,
19 correct?
20 A. Atleastinthe background and
21 state-of-the-art sectionsthey refer to
22 those two issues together, yes.
23 Q. Ilwouldlikeyoutoturnto
24 Exhibit 1006, which is what we've referred

~NoOo o~ WNPRE

25 (Witness perusing document.) 25 toasWO 133, sir.
Page 155 Page 157
1 BERKLAND 1 BERKLAND
2 Q. Doyouagree, sir, that they're 2 A. Okay.
3 discussing the same issue? 3 Q. Ifyoulook for this Exhibit 3
4 A. I'msorry, | was speaking over 4 of 24.
5 you, please go ahead. 5 A. [I'mthere
6 Q. Doyouagreethey'reboth 6 Q. Doesthisasoidentify the
7 discussing the same issug, that the '795 7 concern with solid dosage forms for
8 patent in column 1 and what we just looked 8 elderly and young patients?

9 at in Exhibit 1004 on page 2?

10 MR. PIVOVAR: Objection to the
11 form.

12 A. VYes

13 Q. Andif youlook at Exhibit

14 1001, column 1, it talks about -- strike
15 that.

16 If you look at Exhibit 1001,

17 column 1, it also talks about unpleasant
18 taste, correct?

19 (Witness perusing document.)
20 A. Canyou point meto that,

21 please.

22 Q. Ifyoulook at column 1, lines

23 20 through 26, for clarity, it talks about
24 the concept of taste masking
25 pharmaceutical formulations, correct?

9 A. Couldyou point that to me,
10 please.
11 Q. Sure
12 Y ou can look around lines 14 or
13 alittle above that, downwardsto 17
14 maybe.
15 (Witness perusing document.)

16 A, |seeit

17 Q. Andsothe WO133, Exhibit 1006,
18 isalso identifying the same concern that
19 the '795 patent identified afew years

20 later, correct?

21 A. |don't know about the timing,

22 but | seeit identified there.

23 Q. Doyou understand that WO133,
24 Exhibit 1006, published before the

25 priority date for the 795 patent?
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Page 158
BERKLAND

1
2 A. ldo
3 Q. Sothat meansthey would have
4 identified this before the '795 patent was
5 filed, correct, they being what's
6 disclosed in Exhibit 1006?
7 A. ltisbefore, yes.
8 Q. |Ifyoulookat 1006, it aso
9 discusses the unpalatabl e taste of
10 acetaminophen and the need to taste mask,
11 correct?
12 A. | seethat.
13 Q. Andsothat'sthe sameissue
14 that the '795 patent subsequently is
15 talking about as compared to Exhibit 1006,
16 right?
17 A. Tastemaskingispresentin
18 both.
19 Q. AndWO 133, Exhibit 1006,

1
2 form.
3 A

BERKLAND

| am just giving that asa

4 background generally.

5

Q.

Are there any excipients that

6 you understand are excluded from the
7 claims of the 795 patent?

8

9 A.
10 that.
11 Q.

MR. PIVOVAR: Object to form.
| haven't really considered

Does the patent describe any

12 excipients that would materially affect
13 the basic and novel properties of the
14 claimsthat arein the '795 patent?

15
16
17

A.
Q.

MR. PIVOVAR: Object to form.
| haven't considered that.
Do you agree that the patent

18 disclosed in the specification the use of
19 artificial flavoring?

Page 160

20 disclosed addressing this problem before 20 MR. PIVOVAR: Objection to
21 the'795 patent, correct? 21 form.
22 MR. PIVOVAR: Objection to 22 (Witness perusing document.)
23 form. 23 A. | seeat thebottom of column 3
24 A. ltisprior art. 24 both natural and artificial flavors
25 Q. Inparagraph 65 of your expert 25 stated.
Page 159 Page 161
1 BERKLAND 1 BERKLAND
2 report, Exhibit 2009, you discussed the 2 Q. Soasapersonof skill inthe
3 '795 patent and taste masking. 3 art reading this patent specification,
4 Can you look at that, sir. 4 they would understand that you could use
5 A. 65? 5 both natural and artificial ingredientsin
6 Q. Yessdir. 6 theclaims, correct?
7 (Witness complying.) 7 MR. PIVOVAR: Object to form.
8 A. Okay. 8 A. | haventformedan opinion
9 Q. Sointhissectionyou tak 9 there.
10 about the types of inactive ingredients 10 Q. Wadll, did you read the patent,
11 that the '795 patent mentions using. 11 sir?
12 MR. PIVOVAR: Object to the 12 A,  Yes
13 form. 13 Q. Didyou understand the claims
14 A. I'msorry, isthere aquestion? 14 that you're opining on, sir?
15 Q. Yes 15 A. Ildid
16 Do you see where you talk about 16 Q. Dothoseclaimsexclude
17 "It discloses that this can be done with 17 artificial ingredients?
18 clean and active ingredients that are 18 MR. PIVOVAR: Objection, form.
19 gluten-free, non-GMO and certified vegan 19 A. Idontseethatintheclams.
20 or unnatural ingredients, such as 20 Q. Having read the patent and

21 Aspartame," soisit your understanding
22 that the '795 patent is suggesting to use
23 both natural and artificial ingredientsto
24 taste-mask?

25 MR. PIVOVAR: Objection to

21 seeing that it mentions the potential to
22 use artificial flavoring, do you

23 understand the claims as excluding

24 artificial ingredients?

25

MR. PIVOVAR: Objection to
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Page 162

1 BERKLAND

2 form.

3 A. | haven't considered that

4 possibility.

5 Q. Sowhenyoulooked at the

6 claimsto understand their scope, you

7 didn't look at what the scope may be?
8 MR. PIVOVAR: Objection to
9 form.
10 A. | hadn't evaluated the question

11 you posed, which is around artificial
12 flavors.

13 Q. Wadl, | asked you about

14 artificial ingredients, sir.

15 A. That wasn't part of my
16 analysis.
17 Q. Forthe'795 patent, what

18 function does the agave syrup form in that
19 formulation?

20 MR. PIVOVAR: Objection.

21  A. Itslistedin Example 1inthe

22 table as providing the function of a base,
23 it'sthe mgjor ingredient.

24 We also know that it's a syrup,

25 so therefore it contributes to at least

Page 164
1 BERKLAND
2 formulation?
3 MR. PIVOVAR: Object to the
4 form.
5 A. | amnot surewhat you mean by
6 syrup aspect.
7 Q. Waéll, you had stated before
8 that the agave syrup in Example 1 provided
9 the syrup aspect | thought of the
10 formulation.
11 | am just trying to understand
12 if that's the same with respect to Example
13 1 of the FR458, and let me clear that up.
14 | believe with respect to
15 Example 1 of the 795 patent you described
16 the agave as providing the syrup aspect of
17 that formulation and | am just trying to
18 understand is the same true for the agave
19 syrup in Example 1 of FR458.

20 MR. PIVOVAR: Objection to
21 form.
22 A. And]l think my answer was syrup

23 isamagor component in that example.

Page 163
1 BERKLAND

2 viscosity of the pharmaceutical syrup
3 formulation.
4 Q. Whatdoyoumean by it'sthe
5 base, what would your understanding of
6 that be?
7 MR. PIVOVAR: Objection.
8 A. Themagor component.
9 Q. Iwouldlikeyoutoturnto
10 Example 1 of FR458 and thisis Exhibit
11 1004.

12 A. Okay.

13 Q. Thathasagavesyrupinit,

14 right, sir?

15 A. Yes

16 Q. Isagavesyrupthe major

17 component of that formulation?

18 MR. PIVOVAR: Objection, form.
19 A. Itisamajor component,

20 athough | think they had quite a bit of

21 water; | did an analysison thisand |

22 think in the end they had 50 percent or
23 more water.

24 Q. Would you understand the agave
25 syrup to provide the syrup aspect of this

24 Q. By that example, you mean
25 Example 1, correct?
Page 165
1 BERKLAND
2 A. Correct.
3 Q. '795?
4 A. | wastaking about the '458.
5 Q. Sosyrup, agavesyrup, isa

6 major component of Example 1 of the '458
7 and it'samajor component of Example 1 of
8 the'795, correct?

9 MR. PIVOVAR: Objection to
10 form.
11  A.  Weknow in Example 1 of the

12 '458 thereis alot of water added, so it

13 isamajor component, but it's exceeded by
14 water in the end.

15 Q. Wouldyou expect Example 1 of
16 the '458 to be with acetaminophen

17 suspended iniit?

18 MR. PIVOVAR: Objection, form.
19 A. | don'trecal the solubility

20 of paracetamol, which is acetaminophen,
21 off thetop of my head.

22 Q. Maybewe can clear thisup.

23 In your opinion, sir, you have

24 not provided an opinion where you stated
25 theprior art by Dr. Crowley does not
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Page 166
1 BERKLAND

2 disclose every limitation of the claims of
3 the 795 patent, correct?

4 MR. PIVOVAR: Objectionto
5 form.
6 A. |don'tunderstand.

7 Q. Youlimited your opinion asto
8 why the '795 patent is unobvious to the
9 fact that you believe a person skilled in
10 the art would not combine, for example,
11 FRA458 and the other references that
12 disclose appropriate viscosity ranges,
13 correct?
14 MR. PIVOVAR: Object to form.
15 A. | beievethat'sacorrect
16 rendering of one of my opinions.
17 Q. When you say one of your
18 opinions, are there other opinions you
19 have where you think that the prior art
20 failsto disclose each limitation of any

21 claim of the 795 patent?
22 MR. PIVOVAR: Object to form.
23 A. I'mgettingalittlelostin

24 thejargon, but on grounds 2 of my opinion
25 | don't compare the '458 patent.

Page 168
1 BERKLAND
2 pharmaceutical formulation thereis agave
3 syrup, isthat correct?

4 A. Agavesyrupispresentin
5 Example 1.
6 Q. AndExamplel of 1004 also

7 includes adiluent in the form of purified
8 water, correct?
9 A. Idontknow if they cal it a
10 diluent or not, but, yeah, it's purified
11 water and they use it in the formulation.
12 Q. Wouldyou consider that to be a
13 diluent in that formulation?
14 A. Itisareasonable conclusion.
15 Q. Anddepending onthe agave
16 syrup that is used, would you expect that
17 theformulation of Example 1 of 1004 may
18 have formulation viscosity below 1500
19 centipoise?

20 MR. PIVOVAR: Objection to
21 form.
22 A. Wedon't know without making

23 assumptions.

Page 167
BERKLAND

1
2 Q. Butinground 2 your rationae
3 istill you wouldn't have combined those
4 references, not that those references fail
5 to teach a specific claim limitation, is
6 that correct?
7 MR. PIVOVAR: Objectionto
8 form.
9 A. lamalittlelostinthelega
10 jargon, but | think you've rendered that
11 properly.
12 Q. If weconsider claim 1 of the
13 '795 patent in comparison to Example 1 of
14 Exhibit 1004, so Example 1 of Exhibit 1004
15 isdiscussing a pharmaceutical syrup
16 formulation for oral administration,

17 correct, sir?
18 A. That'scorrect.
19 Q. AndExamplel of Exhibit 1004

20 discloses that that formulation includes
21 acetaminophen, but here called
22 paracetamol ?

23 A. Those arethe same thing,
24 correct.
25 Q. AndExamplel of 1004, in that

24 Q. What assumptions would you have
25 to make?
Page 169
1 BERKLAND
2 A. Therewould haveto be

3 disclosure of the agave syrup, | see other

4 ingredients included here, gums and agar,
5 A-G-A-R, and I'm just not entirely sure

6 how these in combination contribute to the
7 viscosity, there's no disclosure.

8 Q. What doyou mean by youwould
9 need the disclosure of the agave syrup?

10 A. Idiscussthat anaysisin my
11 report --
12 Q. | amjusttryingto understand,

13 you said there would need to be disclosure
14 of the agave syrup and if you say you

15 discussit in your report, point to me

16 where you'retalking about it in your

17 report.

18 MR. PIVOVAR: Objection, form.
19 A. Finadly wedon't know the

20 viscosity of the formulation in Example 1
21 becauseit's not measured.

22 | walked through the analysis

23 of rebutting Dr. Crowley's assertion of a
24 212 centipoise viscosity of agave syrup.
25 Q. Canyou point meto the
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Page 170
1 BERKLAND

2 paragraph you're talking about here.
3 MR. PIVOVAR: Object to the
4 form.
5 A. Itdartsat the bottom of page
6 61, paragraph 154 -- actually, since we're
7 talking about claim 1, we should back up.
8 (Witness perusing document.)
9 A. Thatanaysisstartsaround
10 paragraph 139.
11 (Witness perusing document.)
12 Q. Sir, | believe my questions
13 asking you about Example 1 of FR458.
14 Y ou had said, you talked about
15 what was needed to be known in order to
16 understand the viscosity of that.
17 Isthat what you're pointing me
18 to right now?

19 MR. PIVOVAR: Objection to
20 form.
21 | am alittle lost, counsel, so

22 if you want to recalibrate where we're at,

23 that would be helpful.

24 MR. NOLAN: | am asking, what |
25 was asking about, Example 1, is, depending

Page 172
1 BERKLAND
2 specific, do you agree that the patent
3 does not disclose for the example that's
4 listed what the viscosity is of that
5 example?
6 A. A measured value of the
7 viscosity in Example 1 is not reported.
8 Q. Anditalsodoesnttell you
9 the specific agave syrup that was used in
10 Example 1, correct, of the 795 patent?
11 MR. PIVOVAR: Objection, form.
12 A. Thatisaso correct, but the
13 specification in the claims give you
14 guidance for viscosity.
15 Q. Doyou agreethat FR458
16 discloses using agave syrup asamain
17 constituent of a pharmaceutical
18 formulation with acetaminophen before that
19 wasdisclosed in the 795 patent?

20 MR. PIVOVAR: Objection to
21 form.
22 A. Withthesmall clarification

23 that water ends up being the major
24 ingredient, that istrue.
25 Q. Water ends up being the mgjor

Page 171
1 BERKLAND

2 on the agave selected, would that have a
3 formulation viscosity of less than 1500
4 centipoise, and | believe that
5 Dr. Berkland stated he did not know for
6 two reasons; one, the viscosity was not
7 measured in this example, and the example
8 does not disclose the agave syrup that is
9 used.
10 MR. PIVOVAR: | amjust going
11 to object to any question that's there, if
12 thereisone.
13 And you can proceed.
14 Q. Didl accurately reflect your
15 response, Dr. Berkland?
16 A. 1think roughly, yes, since
17 thereisno viscosity reported we don't
18 have disclosure of the viscosity.
19 Q. By viscosity reported, do you
20 mean thereis no viscosity shown for the
21 formulationin Example 1?
22 A. |don'tseeany viscosity
23 anywherein thisfiling.
24 Q. When we asked about Example 1
25 of the '795 patent, | want to be very

Page 173
1 BERKLAND
2 ingredient in your view in Example 1, but
3 thereisageneral disclosure in the '458
4 patent, correct, about using agave syrup
5 and acetaminophen, right, sir?

6 MR. PIVOVAR: Objection, form.
7 A. |don'tknow.

8 Q. Didyouread FR458?

9 A. 1did; I don't remember

10 everything in the patent application.

11 Q. Didyouunderstand it suggested
12 using agave syrup for its low glycemic
13 index?

14 A. That may beinthere, | don't
15 recall.
16 Q. Wadll,if youlook at Exhibit

17 1004, page 20 of 33, lines 70 through 74,
18 do you understand that that's one of the
19 reasons for using agave syrup?

20 MR. PIVOVAR: Objection to
21 form.

22 (Witness perusing document.)
23 A.  Yes | seethat.

24 Q. Andyou agreethat paracetamol

25 isone of the active ingredientsit
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Page 174
1 BERKLAND
2 discloses using, right?
3 A. ltdoes.
4 Q. The'795 patent wasn't the

5 first patent to come up and suggest using
6 acetaminophen and agave syrup together in
7 an oral pharmaceutical formulation,
8 correct?
9 A. Wadl, certainly those two items
10 arepaired here.
11 Q. Andinyour report you stated
12 that the '458 patent only provides a
13 single example of acetaminophen and agave
14 syrup in a pharmaceutical formulation, do
15 you recall stating that?
16 A. Idontrecal.
17 Q. Doyouknow if the FR458
18 provides other examples of using
19 acetaminophen and agave syrup in a
20 pharmaceutical formulation?
21 A. Example4 hasthosetwo
22 ingredients together.

Page 176
1 BERKLAND
2 A. Yes itdoes, itjust adds
3 another active ingredient to it.
4 Q. Isthe'795 patent claims
5 limited to only asingle active
6 ingredient, sir?

7 MR. PIVOVAR: Object to the
8 form.
9 A. |didn'thaveanopinion on

10 that in terms of what comprising means as
11 part of that claim, | don't see a

12 limitation, but | didn't have an opinion.

13 Q. Youwill agree, though, that

14 the'458 provides more than just one

15 example of a pharmaceutical syrup

16 formulation that includes agave and

17 paracetamoal, right, sir?

18 A. Thatistrueand I've addressed

19 what | was contemplating when making the
20 statement at paragraph 81.

21 Q. Andinaddition to the FR458,

22 you looked at Exhibit 1007, too, correct,

23 Q. Andsoifinyour report you 23 d§ir?

24 stated that the only example was Example 24 A. Yes

25 1, would that be an error? 25 Q. Andthisalsodisclosesusing

Page 175 Page 177

1 BERKLAND 1 BERKLAND
2 MR. PIVOVAR: Objection, form. 2 agave syrup in aformulation with
3 A. Itprobably just meansthat it 3 acetaminophen, correct?
4 isthe formulation where acetaminophen is 4 A. Just amoment.
5 the active ingredient; Example 4 hastwo 5 (Witness perusing document.)
6 active ingredients. 6 MR. PIVOVAR: Object to the
7 But | don't know wherethat is 7 form.
8 in my report to addressiit. 8 A. Yes
9 Q. |Ifyoucanlook at paragraph 81 9 Q. Andsoagain, beforethe'795

10 of your report --

11 A.  Actudly, | foundit, it'sin

12 paragraph 81, the only example containing
13 paracetamol, also known as acetaminophen,
14 is Example 1, the formulation of which has
15 been reproduced below.

16 | was referring when that was a

17 singular active ingredient, just for

18 clarity.

19 Q. Theonly example containing

20 paracetamol is Example 1, and you meant
21 the only example that only includes

22 paracetamol is Example 1, right?

23 A. That'saccurate.

24 Q. Butyouwould agree Example 4
25 includes paracetamol, correct, sir?

10 patent, others had disclosed using agave
11 syrup and acetaminophenin a

12 pharmaceutical syrup formulation, correct?
13 A. Just oneclarification; Example
14 9inthe one we're calling the WO742,

15 Exhibit 1007, it has acetaminophen and
16 agave, that's correct, | was just going to
17 add that it also includes other actives.

18 Q. Areyou suggesting that because
19 it includes other actives, somehow it

20 doesn't show using agave syrup and

21 acetaminophen in a pharmaceutical

22 formulation before the filing of the 795
23 patent?

24 A. No, I'mjust adding that

25 clarification.
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BERKLAND
Q. AndWO742 discussesthe
viscosity of agave here, correct?
MR. PIVOVAR: Object to
form.

OO, WN P

Page 178

the

A. You could shortcut thisif you

7 want to point meto it; otherwise I'll try

8 tofindit.
9 Q. Sure

10 If we go to Exhibit 1007, page
11 9of 31, it saysaround line 9, "Agave
12 syrup issimilar to honey in color and

13 texture, but it is not as viscous and
14 flowsmore easily," correct, sir?

15 A. That'saqualitative disclosure

16 of viscosity.

17 Q. Thisisactualy adisclosure

18 of the viscosity relative to agave sy
19 correct?
20 A. I'msorry --

rup,

21 MR. PIVOVAR: Objection to
22 form.
23 Go ahead.

24 Q. Do you agreewhat iswritten
25 hereisdiscussing the viscosity of the

Page 180

1 BERKLAND
2 of the formulation.
3 Q. Soitisviscosity limitation
4 of the formulation, isthat correct, sir?
5 A. That'scorrect.
6 Q. Itisnotaviscosity
7 limitation of the agave syrup, correct?
8 A. Yeah, | don'trecal seeinga
9 limitation for that.

10 Q. Okay.

11 If you go further downin

12 Exhibit 1007, WO472, page 9 of 31, around
13 lines 21 through 22, it also says, talking

14 about agave syrup, "It can be light to

15 dark in color, thicker or thinner in

16 consistency (viscosity)," do you see that?
17 A. Yes | evenquotethat in my

18 report at paragraph 99.

19 Q. Beforethefiling of the 795

20 patent, prior art is discussing agave

21 syrup and acetaminophen in formulations
22 and understanding that the agave

23 constituent of those formulations may have
24 varying viscosities, correct?

25 A. That'safair understanding.

1 BERKLAND

Page 179

2 agave syrup as opposed to the viscosity of

3 the formulation?

4 (Witness perusing document.)
5 A. No,itdoesn't talk about the
6 viscosity of the agave syrup specificaly,

7 itjust offerslike a comparison.
8 We don't know what the
9 viscosity or type of honey thisis, it

's

10 just kind of giving you a qualitative

11 understanding.

12 Q. What qualitative understanding

13 does the 795 patent give about the

14 viscosity of the agave disclosed in that

15 specification?

16 MR. PIVOVAR: Objection, form.
17 A. | amnotrealy sure what you

18 mean.

19 My answer to this line of

20 questioning previoudly isthat the
21 specification in the claims provide
22 viscosity limitations.

23 Q. It'sviscosity limitations for

24 the formulation, right, sir?

25 A. Toreachthedesired properties

Page 181
1 BERKLAND
2 Q. Ifyoulook at the Exhibit
3 1007, page 15 of 31, it'stalking about
4 selecting a high fructose syrup such as
5 agave nectar, do you seethat, sir?
6 A. |don'tseethat, couldyou
7 point meto the line, please.

8 Q. Sure

9 Areyou on page 15 of 31 of
10 Exhibit 1007?
11 A. Yes

12 Q. Ifyoulook aroundline5.

13 A. | seeit, thank you.

14 Q. Andsodoyou understand

15 whether fructose syrup would have a higher
16 or lower glycemic index?

17 MR. PIVOVAR: Objection to
18 form.

19 A. Comparedto what?

20 Q. Compared to other sugars like
21 glucose or sucrose.

22 A. ltcould.

23 Q. Inwhatinstance could it have
24 ahigher glycemic index?

25 A. Wehaven't specified the
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Page 182 Page 184
1 BERKLAND 1 BERKLAND
2 amounts of those other sugars. 2 Q. Howwouldyou expectitto
3 Q. |Ifthey wereinthe same 3 compareto the 11 millilitersin this
4 amounts, everything in the same amounts, 4 formulation?
5 except one was fructose, one was glucose 5 MR. PIVOVAR: Objection, form.
6 and one was sucrose, which would you 6 A. Thisoneisdifficultto
7 expect to have the lowest glycemic index? 7 resolve, because it's unclear if the
8 MR. PIVOVAR: Object to form. 8 specified amounts are for the 15
9 A. Probably asyou stated. 9 milliliter dose or aformulation that's
10 Q. Isalower glycemicindex 10 ultimately given as a 15 milliliter dose.
11 beneficial for, say, diabetic patients? 11 One of the reasonsit's
12 MR. PIVOVAR: Objection, form. 12 confusing is when you add up ingredients,
13 A. 1don't know how much taking 13 it doesn't jive with a 15 milliliter dose.
14 this medication as a diabetic patient 14 So | can't really opine asto
15 would even move the needle, so | don't 15 how much water is present.
16 know that | can opine on that. 16 Q. What doyou mean that it
17 Q. Youmentioned Example 9 of 17 doesn't jive with a 15 milliliter dose?
18 Exhibit 1007 before. 18 A. | just mean | wasunableto
19 Can you turn to that example. 19 resolve the total mass or total volume of
20 (Witness complying.) 20 those ingredients with the assumption that
21 A.  Okay. 21 it'sa 15 milliliter dose.
22 Q. Wouldyou consider the agave 22 Q. Didthetotal massor tota
23 syrup to be amajor constituent of that 23 volume come to something greater than 15
24 pharmaceutica formulation? 24 milliliters when you added it up?
25 MR. PIVOVAR: Objection to 25 A. |didn't completethat anaysis
Page 183 Page 185
1 BERKLAND 1 BERKLAND
2 form. 2 because -- that is approximately true,
3 A. Herewehavealot more 3 but | didn't have like the full densities
4 ingredients, but agaveis at a high amount 4 on everything, so it's unclear to me what
5 comparatively. 5 exactly thedoseisand if this
6 Q. Andsowould that beforming a 6 formulation represents the 15 milliliter
7 base of that ingredient? 7 dose.
8 A. Sorry, | wasn't quite finished. 8 Q. Butifyouaddall theseup and
9 Q. Myapologies. 9 they come close to the 15 milliliters,
10 A. I'mnot entirely sure how much 10 would that mean that the amount of water
11 water isadded here, | don't think | 11 that you had to add to get up to the 15
12 figured it out, but -- yeah. 12 milliliters would be very limited?
13 Q. Andsowould you describe agave 13 MR. PIVOVAR: Object to form.
14 nectar as being a base of this 14 A. That would be areasonable
15 formulation? 15 conclusion, it doesn't change my opinions
16 MR. PIVOVAR: Objection, form. 16 at all, but it's areasonable conclusion.
17 A. 1don'tknow if | would import 17 Q. |Ifyoulook at Exhibit 1007,
18 that word or nat, | just don't know enough 18 Exhibit 10 of 31 --
19 about how the inventors were contemplating 19 A. Youmean page 10 of 31?
20 thisformulation. 20 Q. Yes, page 10 of 31, sorry, Sir.
21 Q. Wouldyou expect the amount of 21 Y ou see the referenceto U.S.
22 water in this formulation to be higher 22 Patent 2009/01485807?
23 than 11 milliliters? 23 A. Yes
24 MR. PIVOVAR: Objection, form. 24 Q. Didyoulook at that patent,
25 A. Probably not. 25 dir, that patent publication, | should
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Page 186
1 BERKLAND
2 say?
3 A. |don'trecdl.
4 Q. Canyou turnto Exhibit 1008,
5 dir, of the petitioner exhibits.
6 (Witness complying.)
7 A. Yes | haveit.
8 Q. Haveyoureviewedthat, sir?
9 A. Ihave
10 Q. Andsojustfor clarity, if we

11 can go back to page 10 of 31 of Exhibit
12 1007, it isdescribing U.S. 2009/0148580
13 asdisclosing using natural agave extract
14 as sweetenersin medicines, correct?

15 MR. PIVOVAR: Object to form.
16 A. Yes
17 Q. Andthebenefit of that is

18 described in page 10 of 31 of Exhibit
19 1007, isthereduction in calorie and
20 elimination of artificial sweeteners, is
21 that correct?

Page 188
1 BERKLAND
2 disclosure, I'm just coloring in what it
3 specificaly discloses later in the patent
4 filing.
5 Q. Canyoureadinto therecord
6 what is disclosed in paragraph 36 on page
7 3 of 3 of Exhibit 1008.

8 A. Paragraph 36?
9 Q. 0036,sdir.
10 A. No.10inlist of 12 items,

11 medicine, pharmaceutical, and medicines as
12 well as other health food products.

13 Q. Sothisreferenceis

14 specifically teaching the use of agave

15 syrup in medicines, correct, sir?

16 MR. PIVOVAR: Objection, form.
17 A. | don'teven know what they

18 mean by medicine, because | don't see a
19 single example of an active pharmaceutical
20 ingredient or list of them anywhere.

21 Maybe they think food has

22 (Witness perusing document.) 22 medicinal properties, | don't know, but
23 MR. PIVOVAR: Objection to 23 dl I'msaying is| don't see active
24 form. 24 pharmaceutical ingredientsin here
25 A. | seethat statement. 25 anywhere.
Page 187 Page 189
1 BERKLAND 1 BERKLAND
2 Q. Doyouagreethat Exhibit 1008 2 Q. Butl amasking you what would
3 explains using agave syrup in medicines? 3 aPOSITA understand the word medicine to
4 MR. PIVOVAR: Object to form. 4 mean?
5 A. Itsaysfoodsand medicines. 5 MR. PIVOVAR: Objectionto
6 Q. Ifwelook at paragraph 3 on 6 form.
7 page 2 of 3 of Exhibit 1008, it 7 A. Our POSITA isapharmaceutical

8 gpecifically saysthe invention is about
9 using natural agave extract as natural
10 sweeteners, and it specifically teaches

11 placing it in medicines, correct, sir?

12 MR. PIVOVAR: Objection, form.
13 A. They aso state foods and

14 medicines.

15 Q. Youagreethisisateachingto

16 use agave syrup in medicines, correct,

17 sir?
18 MR. PIVOVAR: Objection, form.
19 A. I'mlooking at the examples now

20 and they all talk about pancake syrup, ice
21 cream, low calorie soft drinks.

22 Q. Areyoulimiting this

23 disclosure, sir?

24 MR. PIVOVAR: Objection, form.

25 A. lamnotlimiting the

8 formulator, so they would understand it to
9 mean pharmaceuticals.
10 But | don't know for this; to
11 methisis not talking about
12 pharmaceutical formulations or active
13 pharmaceutical ingredient.
14 Q. What about theterm
15 pharmaceutical, sir, isthis disclosing
16 use of agave syrup in a pharmaceutical ?
17 A. Thewordisinthere.
18 Q. Would aperson of ordinary
19 skill in the art understand what the term
20 pharmaceutical means?
21 A. They would have ahard time
22 reconciling that word in the context of
23 this patent application.
24 Q. Would they know what a
25 pharmaceutical is?
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Page 190
1 BERKLAND

2 A. It'srelatedtotheartin

3 their field, so, yes.

4 Q. Wouldthey know what a

5 sweetener in apharmaceutical is?

6 A. Theywould.

7 Q. Wouldthey understand that this

8 patent is stating you can use agave nectar
9 asasweetener in a pharmaceutical ?
10 A. Theonly working examples they
11 have are related to food, so, | mean, you
12 wouldn't know if it is an enema or
13 mouthwash or suspension.

14 | mean, there is no additional
15 disclosure.
16 Q. Sodoesanenemahavea

17 sweetener init, sir?

18 A. Wadll, some of them have

19 osmotically active agents like polyols and
20 asweetener isapolyol.

21 All I'm saying isthisis

22 unspecified.

23 Q. Butyouwould agree that an

24 ora pharmaceutical formulation isa

25 pharmaceutical, correct?

Page 192

1 BERKLAND
2 challenges of oral liquids and the need
3 for artificial sweetenersin the context
4 of pharmaceuticals.
5 Q. Doesthe'795 patent talk about
6 the challenges of oral liquidsin the
7 pharmaceutical context?
8 A. Yeah, wewent through them
9 together, taste masking, palatability,

10 pourability, whatever, viscosity.

11 Q. Isasweetener addedto a
12 product to address palatability?
13 A. ltcanbe

14 Q. Inunderstandingthat a

15 sweetener can be added to a product to

16 address palatability and the disclosure

17 that the sweetener can be added to

18 pharmaceuticals, would a POSITA understand
19 that the agave syrup teaching here could

20 be used to address palatability issuesin

21 apharmaceutical ?

Page 191
1 BERKLAND
2 A. Yes
3 Q. Andyouwould agreethat an
4 ora pharmaceutical can certainly have a
5 sweetener in it, correct?
6 A. ltcan
7 Q. Andthey often do have

8 sweetenersin them, correct?

9 A. Tabletsusualy don't and
10 capsules usually don't, but in many of the
11 liquids, they do.
12 Q. Thispatent is stating that you
13 can replace sweeteners in pharmaceuticals
14 with agave nectar, correct?
15 A. Andadl I'msayingisitis
16 making ageneralization, | don't see any
17 sort of enabling subtext or description or
18 examples, that's the only point I'm
19 making.
20 Q. What doyou mean by enabling
21 subtext?
22 A. They don't have such
23 definitions that we just walked through,
24 they don't talk anywhere about oral
25 liquids, they don't talk about the

22 MR. PIVOVAR: Objection to
23 form.
24 A. ltistaking about calorie
25 reduction in the abstract and background.
Page 193
1 BERKLAND
2 Q. Isyour answer that a person of

3 skill inthe art in reading this wouldn't
4 understand that agave syrup using a
5 sweetener in a pharmaceutical may address
6 apaatability issue?
7 A. |don'tseethat explicitly in
8 thisprior art reference.
9 Q. Soinorderforittoteachit
10 you would say it has to explicitly show
11 it?

12 MR. PIVOVAR: Objection to

13 form.

14 A. No.

15 Q. AndsowouldaPOSITA knowing

16 that sweeteners are put in pharmaceutical
17 formulations to potentially address

18 palatability issues and the disclosure

19 hereto use agave in place of sweeteners
20 in pharmaceuticals show that it could be
21 used to address palatability issues?

22 A. |think my earlier answer was

23 it could, a POSITA would have that

24 background, that sweeteners could be used
25 to mask the taste of drugs.
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Page 194
1 BERKLAND
2 Q. Including agave syrups, right?
3 A. Thereisno evidence of that
4 here.
5

Q. ButaPOSITA would have the
6 knowledge that a sweetener could mask the
7 taste of drugs and agave syrupisa
8 sweetener, correct, Sir?
9 A. Perhaps, wedon't have-- |
10 don't have the context and timing and what
11 not for thisfiling.
12 Q. Wadl, thiswasfiled, published
13 in 2009, sir, right, so that would have
14 been before the '795 patent, correct?
15 A. Youcan'task metoimport our
16 definition of a POSITA into thisfiling,
17 though, and | haven't reviewed the date
18 and the state-of-the-art at thistime.
19 Q. ButaPOSITA would have Exhibit
20 1008 available to him or her at the time
21 of thefiling of the '795 patent, correct,
22 sir?
23 A. Yes

1

2 for the POSITA to review?

3
4

9
10

BERKLAND

A. Of course.

Q. Andthat POSITA would have all
5 theinformation that was available,

6 including the other references that we

7 looked at that talked about using agavein
8 pharmaceutical formulations, correct?

A. Absolutely.

Q. Andsowhen they read this

11 reference, and it says to use agave syrup
12 as asweetener in a pharmaceutical

13 product, they would understand that this
14 could be used in an oral formulation,

15 correct, sir?

16
17

21

MR. PIVOVAR: Objection, form.
A. | think we're kind of back
18 wherewe started and | don't -- | just
19 don't see support in thisfiling to
20 conclude that by itself from thisfiling.
Q. Theword pharmaceutical is not
22 support for using agave syrupin a

23 pharmaceutical ?

MR. PIVOVAR: Objection, form.

Page 196

24 Q. Sowedon't haveto consider
25 the knowledge and skill of theart in
Page 195
1 BERKLAND
2 2009, we're asking about the knowledgein
3 2021, sir, right?
4 A. Okay.

5 Q. Andsoin2021,that POSITA
6 would understand from this disclosure that
7 agave could be used as a sweetener in
8 pharmaceutical formulations, correct, sir?
9 MR. PIVOVAR: Objection, form.
10 A. AllI'msayingisyoure
11 reading back our definition of the POSITA
12 for the priority date of this patent onto
13 this 2009 patent application that was
14 originally filed in 2007.
15 So maybe, | don't know.
16 Q. But,sr, don't you understand
17 that your analysis needs to always be at
18 thefiling date of the 795 patent, so

19 thisisin 2021, sir, correct?

20 MR. PIVOVAR: Objection, form.
21  A. Forthe'795, that's correct.

2 Q. VYes

23 And so the day before the 795

24 patent isfiled, you would agree that this
25 would be, Exhibit 1008, would be available

24
25 Q. If that'swhat you want to tell
1 BERKLAND
2 the Patent Office, go ahead, you can tell
3 them that.
4

A. | fed likeyou're badgering me

5 herealittle bit.

6

But to be clear, the word
7 pharmaceutical is disclosed and a person
8 of skill would understand what the word

9 pharmaceutical means.

10

The disclosure does not have
11 pharmaceutical formulations, it doesn't
12 contemplate an active pharmaceutical
13 ingredient, so what I'm telling you is
14 it'sthinin regards to having support for

15 pharmaceuticals.

16

Q. Butitdisclosesthat, sir,

17 correct?

18

MR. PIVOVAR: Objection to

19 form.

20

A. Itsaystheword

21 pharmaceutical.

22

24

Q. AndaPOSITA would understand
23 what a pharmaceutical is, correct, sir?
A.  They would understand the word

25 pharmaceutical.
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Page 198
1 BERKLAND
2 Q. Isonetypeof pharmaceutical
3 anord liquid formulation, sir?
4 A. Thatisatypeof
5 pharmaceutical.
6 Q. Domostora liquid
7 formulations have sweetenersin them, sir?
8 MR. PIVOVAR: Objection to
9 form.
10 A. |don't know if most do.
11 Q. Do many pharmaceutical oral

12 formulations have sweetenersin them?

13 MR. PIVOVAR: Objection, form.
14 A. Someof them do.
15 Q. Thepublicationis stating that

16 you can use agave syrup as a replacement
17 for sweetenersin pharmaceuticals,

18 correct?

19 (Witness perusing document.)

20 A. ltlistsagaveasa

21 replacement; again, thereislittle

Page 200
1 BERKLAND
2 because there's many chemicals that have
3 unique ingredient identifiers that then
4 come in various grades.
5 MR. NOLAN: | am going to mark
6 as Exhibit 1047 a document from the FDA
7 Precision Database on UNII-GV G8G02070.
8 (Berkland Exhibit 1047,
9 document from the FDA Precision Database
10 on UNII-GVG8G02070, was marked for
11 identification, as of this date.)

12 Q. Doyouseethat?

13 A. Yes, it'spopulated now, thank
14 you.

15 Q. Haveyou ever conducted a

16 search of the FDA for different unique
17 ingredient identifiers?

18 A. Yes

19 Q. Doyou seethisprintout, do
20 you seethisisidentifying a unique

21 ingredient identifier for, the synonym

22 support. 22 shown, agave nectar and agave syrup?
23 Q. Haveyou ever heard of theterm 23 MR. PIVOVAR: Objection, form.
24 uniqueingredient identifier? 24 A. Areyouon page 2?
25 A. Yes 25 Q. Yes
Page 199 Page 201
1 BERKLAND 1 BERKLAND
2 Q. What doesauniqueingredient 2 (Witness perusing document.)
3 identifier mean? 3 A. Isthere moreto this document?
4 MR. PIVOVAR: Objection to 4 Q. | wanttounderstand whether
5 form. 5 you know thiswould be a unique ingredient
6 A. It'ssortof likeaseria 6 identifier number for agave syrup and

7 number for a specific chemica or compound
8 or ingredient.
9 Q. DoestheFDA useunique
10 ingredient identifiers?
11 A. They often do.
12 Q. Why doesthe FDA use unique
13 ingredient identifiers?
14 MR. PIVOVAR: Objection, form.
15 A. It'saway of verifying that
16 you're talking about the same thing.
17 Q. Didyou search the United
18 States Food and Drug Administration to see
19 if it had aunique ingredient identifier
20 for agave syrup?
21 A. |ldontrecall.
22 Q. Wouldyou besurprised if the
23 FDA had aunique ingredient identifier for
24 agave syrup?
25 A. | would not be surprised,

7 agave nectar, does thislook familiar to
8 what you've seen in the past?
9 MR. PIVOVAR: Objection, form.

10 A. Normally there would be more

11 detail.

12 | seethelist of synonyms.

13 Q. Doyouknow why the FDA would

14 have assigned a unique ingredient

15 identifier for agave syrup?

16 MR. PIVOVAR: Object to form.
17 A. 1 amnot aware of why or when
18 that would have occurred.

19 Q. What would the purpose of doing
20 it be, though?

21 MR. PIVOVAR: Objection to
22 form.

23 A. | can'ttdl fromthislimited

24 disclosure.

25 MR. NOLAN: | am going to ask
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Page 202
BERKLAND

1
2 my colleague to mark as Exhibit 1048 a
3 document related to Little Remedies infant
4 Essentid Kit.
5 (Berkland Exhibit 1048,
6 document related to Little Remedies infant
7 Essential Kit, was marked for
8 identification, as of this date.)
9 MR. NOLAN: We haveto change
10 the exhibit number, it got in as 1036, it
11 should be 1048.
12 (Pause.)
13 MR. NOLAN: We canignorethe
14 onethat isin as 1036, because we don't
15 want it to overlap with the other ones.

16 Q. Thisis1048, do you see that,
17 sir?

18 A. Understood.

19 Q. Haveyou ever heard theterm

20 gripe water?

Page 204
1 BERKLAND
2 patent, right?
3 A. Thoseareprior to the'795
4 date.
5 Q. Thatisaformulation for

6 administration to a human patient that

7 uses agave syrup, correct, sir?

8 MR. PIVOVAR: Objection.

9 A. Agaveisinthere, but we can't
10 tell how much, and agave is often used as
11 asweetener, according to some of the
12 documents we've reviewed.

13 Q. Theclamsof the 795 patent
14 require agave to be used for a specific
15 purpose?

16 A. A POSA would understand it
17 contributes to the viscosity.

18 Q. Whatlamaskingyou, sir, is
19 do the claims require agave bein there
20 for a specific purpose?

21 A. Theclamsdon't havea

22 limitation for the purpose, but claims are
23 read in light of the specification.

24 Q. Ifagavewasputina

25 formulation for a sweetener, you would

21 A. |believeso, yes.
22 Q. Whatisgripewater?
23 A. Idon'trecal.
24 Q. If | represent that it may bea
25 formulation you would give to children for
Page 203
1 BERKLAND
2 maybeingestion or colic issues, does that
3 help you place your memory?
4 A. Thatheps.
5 Q. Ifyoucanlook at 1048, sir, |
6 am going to be looking at the page that
7 should say 4/5, 5/5, the two pages.
8 A. Okay.
9 Q. Doyouseewnhatitdescribesis

10 theingredientsfor the gripe water?

11 A. ldo.

12 Q. Isagavesyrupusedasan

13 inactive ingredient in this?

14 A. | seetheagavejuiceonthe

15 list, which | believe is a synonym.

16 Q. Andsothisformulation, if you
17 look at the bottom, when was this

18 formulation available for use?

19 A. Strangeit saysdietary

20 supplement, 2/15 of 2017.

21 Q. Whatisthenext one,

22 2/15/2019?

23 A. Unapproved drug, 2/15/2019.
24 Q. Both of these would have been
25 beforethe priority date for the '795

Page 205

1 BERKLAND
2 understand that as falling within the '795
3 patent claimsthat would have the
4 appropriate viscosity, isthat correct,
5 sir?
6 MR. PIVOVAR: Objection to
7 form.

8 A. That'sapretty broad

9 statement.
10 Q. | amasking your understanding
11 of the claims, you're an expert that's
12 opining on it.

13 A. | haveto disagree with your

14 assertion.

15 Q. Sotel mewhat you disagree

16 with.

17 MR. PIVOVAR: Objection, form.
18 A. | disagree with your statement.
19 Q. Ifagaveispresentinan

20 acetaminophen formulation with a diluent
21 and aflavoring component and meets the
22 viscosity limitation, does the purpose of
23 agave syrup in that formulation matter

24 when you consider the claims of the '795
25 patent?

52 (Pages 202 - 205)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 52 of 131



Page 206
BERKLAND

MR. PIVOVAR: Object to form.
A. Ithink I answered that
guestion already.
Q. What'syour answer, Sir.
A. That therewasn't alimitation
7 for the purpose of the agave, the claims
8 areread in light of the specification,
9 the POSA knowsit's used as part of this
10 viscosity property of the syrup.
11 Q. SothePOSA knowsit'sused as
12 part of the viscosity property of the
13 syrup; would that POSA understand if the
14 agave was being used for a purpose other
15 than the viscosity property of the syrup,
16 that would fall outside the scope of the
17 '795 patent, isthat your testimony?

OO, WN P

18 MR. PIVOVAR: Objection to
19 form.
20  A. | mean, the new art that you

21 putinfront of meisemulsion.
22 | don't see the word syrup
23 anywhere, we don't know the amounts of

Page 208
BERKLAND
Q. Widll, if you know the scope of

the claims, you can resolve my question.

MR. PIVOVAR: Thereisno
question pending.

MR. NOLAN: Why don't wetakea
break.

MR. PIVOVAR: Ten minutes,

O~NO U WNPEF

©
=
&

N

10 MR. NOLAN: Ten minutesis

11 fine, thank you.

12 (Recess taken.)

13 BY MR. NOLAN:

14 Q. Dr.Berkland, at any time

15 during the breaks during your testimony or
16 during lunch did you have any discussions
17 with counsel about the substance of your
18 report or the questions that have been

19 raised today?

20 A. No.

21 Q. I wouldliketo direct youto

22 your report at Exhibit 2009, specifically
23 paragraph 147.

24 theseingredients, so I'm just having 24 Areyou there?
25 trouble seeing how it's related to the 25 A. Okay.
Page 207 Page 209
1 BERKLAND 1 BERKLAND
2 patent. 2 Q. You'reproviding your opinion
3 Q. lamjustasking you about the 3 concerning the motivation to combine the

4 patentsirrespective of thisart, sir.

5 | am trying to get your

6 understanding of the scope of the claims

7 and you continually say that, although

8 agaveisnot limited by purposein the

9 claim specificaly, a POSA would read the
10 claimsin the context of the patent and
11 understand the agave must contribute to
12 the viscosity, that's what you testified
13 to.
14 | am trying to understand what
15 you mean by that.
16 MR. PIVOVAR: Objection to
17 form, mischaracterizes his testimony.
18 A. |didnt opineon thiseither.
19 Q. Youdidn't opine on the scope
20 of theclaim, sir?

21 MR. PIVOVAR: Objecting to the
22 form.
23 A. | opined on the scope of the

24 claims, | just can't resolve your
25 question.

4 teachingsthat Dr. Crowley has presented,
5 correct?
6 A. Correct.
7 Q. Canyou describefor methe
8 combinations that Dr. Crowley has
9 presented.
10 A. Itwouldinclude combinations
11 of what | call FR458 with the '4666 patent
12 and/or WO133 and then the WO742 in
13 combination with what | call the ‘4666
14 and/or the WO133.
15 Q. Youunderstand that Dr. Crowley
16 has presented arguments that FR458
17 combined with the disclosure of the '4666
18 patent renders the claims obvious,
19 correct?
20 A. | disagreewith that claim, but
21 | think that's his opinion.
22 Q. Youagreethat Dr. Crowley
23 opines that the combination of FR458 and
24 the disclosurein WO133 renders the claim
25 to the 795 patent obvious, correct?
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Page 210
1 BERKLAND

2 A. | bédieve he makesthat, |

3 would have to go back and look at his

4 report.

5 Q. Justfor clarity, if you'd

6 like, you can look at Exhibit 1003,

7 paragraph 129, that's Dr. Crowley's

8 report.

9 (Witness perusing document.)
10 A. Okay.
11 Q. Doesthat clarify for you that
12 first heis stating the FR458 combined
13 with the '4666 patent discloses all of the
14 limitations of claim 1 of the '795 patent
15 aong with his motivation to combine and
16 that's a basis for obviousness?

17 MR. PIVOVAR: Objection, form.
18 (Witness perusing document.)

19 A. Yes

20 Q. If youwouldlook at the next

21 sentence, he also states, based upon the
22 discussion above, which shows FR458
23 combined with WO133, discloses all the
24 limitations of claim 1 along with his

Page 212
1 BERKLAND
2 Q. Youagree when you were
3 drafting your report, you understood those
4 and that's what you were responding to,
5 correct?
6 A. Correct.
7 Q. I'dliketo go back to your
8 report, Exhibit 2009, paragraph 147.
9 A. [lhaveit.
10 Q. Firstyou provide afew reasons

11 for why you disagree with Dr. Crowley,
12 correct, do you see that, sir?

13 MR. PIVOVAR: Areweon 1477?
14 MR. NOLAN: 147, yes, of

15 Exhibit 2009.

16 MR. PIVOVAR: Can you repeat
17 the question again, please.

18 Q. lamjustasking you identify

19 severd criticisms of Dr. Crowley's

20 opinion in that.

21 A. Yes

22 Q. Andsothefirst oneisthe

23 erroneous assertion that agave syrup has a
24 viscosity of 212 cP, do you see that, sir?

25 explanation for the reasons to combine and 25 A,  Iseeit.
Page 211 Page 213
1 BERKLAND 1 BERKLAND
2 that would render claim 1 obvious, that's 2 Q. Doyouthink that'san
3 another one of his opinions, correct? 3 erroneous assertion in his report?

4 A. Whereareyou?
5 Q. Sameparagraph, 129, next
6 sentence, Sir.

7 (Witness perusing document.)
8 A. Okay.
9 Q. Doyouagreewiththat, sir?

10 A. | don't agreewith hisopinions
11 of course, but | see what you're pointing
12 to.

13 Q. Youunderstood that was the

14 opinions that were being presented when
15 you drafted your report, correct, sir?

16 MR. PIVOVAR: Objection, form.
17 A. | understand that's at least

18 part of his opinions, yes.

19 Q. Another oneof hisopinionsis
20 athird onein that same paragraph, which
21 isthe teachings of FR458 combined with
22 theteachings of the '4666 and the WO133
23 render the claims, claim 1 in the '795

24 patent, obvious, correct?

25 A. | seethat, yes.

4 A. WEeveresolved the location,

5 hiscitation, for 212 centipoise, but it's

6 still the case that agave syrup hasa

7 range of grades or viscosities.

8 Q. Butareyou suggesting that 212
9 centipoiseis not within that range?

10 MR. PIVOVAR: Objection, form.
11 A. | didn't say that.
12 Q. AndDr. Crowley aso

13 acknowledges that agave can be of thicker
14 and thinner consistency, correct, sir?

15 MR. PIVOVAR: Objection, form.
16 A. If | recall correctly, he

17 statesthat in hisreport.

18 | don't know if he acknowledges
19 it, | think heis quoting it from

20 somewhere.

21 Q. Butyouwould understand that
22 to mean that he is quoting that agave

23 syrup can have different viscosities,

24 correct, Sir?

25 A. |don'tknow, hisanalysis uses
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Page 214
1 BERKLAND
2 212 centipoise.
3 Q. Hisanadysisdoesn'trely on

4 the 212 centipoise, correct, sir?
MR. PIVOVAR: Objection, form.
A. Canyou clarify.
Q. Sure
When he cites 212 centipoise,
9 he saysin fact he doesn't need to rely
10 upon that because the viscosity ranges are
11 specifically disclosed in, for example,
12 WO133.

0 ~NO Ol

13 MR. PIVOVAR: Objection, form.
14 A. | can't resolve what you're

15 saying.

16 Q. Letmepointyoutothe

17 paragraph, give me a second.

18 First go to paragraph 93 of

19 Dr. Crowley's report?

20 A. lamthere

21 Q. You seethistaksabout the

22 term agave syrup?

Page 216
1 BERKLAND
2 toviscosity, do you recall that, sir?
3 A. Ifyouadd the term thinner or
4 thicker it makes more sense, but | don't
5 seethat.
6 Q. Soyoudon'tthink consistency
7 hereisreferencing viscosity?
8 (Witness perusing document.)

9 A. | amnot sure what he means
10 there.
11 Q. Andif yougo to paragraph 119

12 of hisreport, sir, do you see he saysa

13 POSITA would know 212 centipoise was the
14 viscosity of the agave syrup?

15 A. Twolinesup from the bottom of

16 the page of 119?

17 Q. VYes.
18 A. | seethat.
19 Q. Buthedoesn't rely upon that

20 to teach thislimitation, isthat correct,
21 sir, instead he points to the teachings of
22 WO133 or the teachings of the '4666

23 (Witness perusing document.) 23 patent, correct?
24 A. Yes 24 MR. PIVOVAR: Object to the
25 Q. Andhetaksabout the 25 form.
Page 215 Page 217
1 BERKLAND BERKLAND

2 consistency of the agave syrup, correct,
3 inthat section?
4 MR. PIVOVAR: Objection, form.
5 A. Youmeanwhere he saysit's
6 sticky or tacky.
7 Q. Healsosays"consistency can
8 be obtained from agave plants depending on
9 the means or degree of processing of the
10 plants," correct?
11 A. | seethat statement.
12 Q. Hesays"aPOSITA would
13 understand you can get different
14 consistencies with agave syrup,” right,
15 sir?
16 (Witness perusing document.)
17 A. Inthissection he appearsto
18 bejust recapitulating what this 795
19 patent says.
20 Q. Wouldyou understand
21 consistency thereto refer to viscosity?
22 A. |don't know what he means.
23 Q. When we've used consistency
24 during this deposition, thinner or thicker
25 consistency, we've used that with respect

1
2 A. |don'tknow what you mean by
3 hedoesn't rely on that.
4 Q. Waell, infact, sir, hejust
5 sayswith that viscosity, the examples 1
6 through 4 of the FR458 may have a
7 viscosity less than 1500 centipoise, but
8 he doesn't rely upon that because he then
9 goes and talks about the specific
10 viscosity teachingsin WO133 and a
11 teaching in ‘4666 that shows specifically
12 directed toward the viscosity range of
13 these claims?

14 MR. PIVOVAR: Objection to
15 form.

16 Is there a question pending?

17 Q. Doyouunderstand that, sir?
18 MR. PIVOVAR: Objection to
19 form.

20 A. That'snot my understanding; it

21 sayswhat it says.

22 Q. Doyou agree that the WO133

23 patent discloses a preferred viscosity for

24 an acetaminophen solution between 200 and
25 900 centipoise?
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Page 218
BERKLAND

1

2 A. You'rejumping around on me

3 here, so maybe we can go to that.

4 Q. Whydon't wego back and walk

5 through 147 of your report, Exhibit 2009.

6 A. Okay.

7 Q. You started off with the

8 statement "the erroneous assertion that

9 agave syrup has aviscosity of 212 cP."
10 Isyour critique here that he's
11 identifying a specific viscosity of agave
12 syrup as opposed to arange?

13 MR. PIVOVAR: Objection to
14 form.

15 A. That'spartof it, yes.

16 Q. You'renot taking the position

17 that agave syrup cannot have a viscosity
18 of 212 cP, right?

19 A. It'svariable.

20 Q. Butanyagavethat youusein
21 any formulation is going to have a

22 specific agave -- strike that.

23 Any agave syrup you select for
24 aspecific formulation is going to have a
25 specific velocity, correct?

Page 220

1 BERKLAND

2 So the actual agave syrup

3 that's put in the formulation is not going

4 to have arange of viscosities, correct,

5 §ir?

6 A. Youcanseect any of the

7 range, I'm having trouble following.

8 Q. Whatl am asking you iswhat

9 they put in thereis not going to be a
10 range, right, sir?
11 A. Areyoutalking about just asa
12 general matter, not related to any patent?
13 Q. Just asagenera matter; if |
14 selected agave syrup, for example, to use
15 with FR458 formulation, that agave syrup
16 when | putitinthereis going to have a
17 specific viscosity, correct, sir?
18 A. Itwill have aspecific
19 physical property like viscosity, but it
20 can be selected from arange of grades and
21 types of agaves.
22 Q. Andwhenyougoon herein 147,
23 before this you had a critique of
24 combining viscosity range of the '4666
25 patent with the WO133 patent, do you

Page 219

1 BERKLAND

2 MR. PIVOVAR: Objection.

3 MR. NOLAN: Let me start that
4 again.

5 Q. Anyagavesyrupthat youusein

6 an ora pharmaceutical formulation will
7 have a specific viscosity, isthat fair to
8 say?
9 A. IldontthinkI fully
10 appreciate the question.
11 Q. Wevebeen taking about agave
12 syrup potentially having arange of
13 viscosities, do you recall that?
14 A. Yes
15 Q. If ] select anagave syrup and
16 | usethat, would you expect the agave
17 syrup that | select out of one batch will
18 have arange of viscosities or will have a
19 single viscosity measurement associated

20 with that specific agave syrup?
21 A. |think I'm confused.
22 If it'slike an ingredient for

23 aformulation, the properties are whatever
24 that ingredient is you've selected.
25 Q. Exactly.

Page 221
1 BERKLAND
2 recall that, sir?
3 A. During our deposition today?

4 Q. No,during your report here

5 where you're opining on this section.

6 A. Yeah I'mjust saying they

7 disclose different viscosity ranges.

8 Q. Anddoyou agreethat the

9 viscosity range disclosed in the ‘4666
10 patent includes arange that is below 1500
11 centipoise, right?
12 MR. PIVOVAR: Objection, form.
13 A. |sayinmy report specificaly
14 it discloses arange of 1000 and 3000
15 centipoise.
16 Q. And sothat would encompass
17 part of the rangein several of the claims
18 of the '795 patent, correct?

19 A. Areyoureferring to the
20 limitation?
21 Q. Yes, dr, thelimitation of the

22 claim; claim 1 that requires a viscosity

23 below 1500, does the '4666 patent include
24 ranges of viscosity below 1500 centipoise?
25 A. There'ssomeoverlap, but it

56 (Pages 218 - 221)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 56 of 131



Page 222
1 BERKLAND

2 really doesn't -- you don't have a
3 motivation to combine to reach that range,
4 isthat what you're talking about?
5 Q. No, | amjust asking doesit
6 disclosethat range, disclose below 1500
7 centipoise, right, sir?
8 MR. PIVOVAR: Objection, form.
9 A. Thereisinformation inthe
10 claim 1 about below 1500 centipoise.
11 Q. Now,inyour critique of 147,
12 No. 3, you talk about you wouldn't have a
13 motivation to combine the viscosity range
14 of the '4666 patent and WO133, do you see
15 that, sir?
16 A. Yes
17 Q. I'dlikeyou to focuson, say,
18 the opinion that Dr. Crowley gave with
19 respect to combining the FR458 with the
20 range, viscosity range, in WO133.
21 Did you analyze that
22 combination, sir?

Page 224
1 BERKLAND
2 also cited sections that talked about the
3 need to have balanced viscosity to keep
4 thingsin suspension, do you recall that,
5 §ir?

6 MR. PIVOVAR: Objection to
7 form.
8 A. | recdl the conversation of

9 viscosity asit relates to suspensions and
10 variousfactors.
11 Q. Andsoareyou relying upon the
12 fact that he said 20 to 150 is readily
13 pourable as areason why a person of skill
14 in the art would not think that the
15 viscosity range disclosed in WO133 would
16 be an appropriate range for an ora
17 pharmaceutical formulation with
18 acetaminophen?
19 MR. PIVOVAR: Object,
20 objection, form.
21 Q. Explainthat at that me, sir,
22 why would a person of ordinary skill in

23 A. Onemoretime. 23 the art conclude that you wouldn't combine
24 Q. Thecombination of the 24 the'495 disclosure -- excuse me.
25 disclosure at FR458 with the disclosure of 25 Explain for me why a person of
Page 223 Page 225
1 BERKLAND 1 BERKLAND

2 apreferred viscosity range for an oral
3 pharmaceutical formulation shown in WO133.
4 A. Okay.
5 Q. Didyoufocuson that
6 combination at any time in your report?
7 A. I'msorry, | amgetting a
8 littlelost in your question again,
9 apologies.
10 Q. | wantto understand your
11 opinions with respect to the specific
12 combination of FR458, disclosure in that,
13 with the disclosed viscosity ranges for
14 the formulation as you report here of 200
15 to 900 centipoise, I'm trying to
16 understand your opinions with respect to
17 that combination specificaly, sir.
18 A. |tak about that in 148 and
19 139 and 150.
20 Q. Andsoyourely uponin 148,
21 you rely upon the fact that Dr. Crowley
22 noted that suspensions between 20 to 150
23 arereadily pourable, right, sir?
24 A. That'spart of my analysis.
25 Q. Wediscussed earlier that he

2 ordinary skill in the art wouldn't combine
3 FRA458 disclosure with the teaching of 2 to
4 900 in WO133 because of the fact that a

5 viscosity of 2to 150 is considered

6 readily pourable.

7 MR. PIVOVAR: Objection to
8 form.
9 A. |giveseverd reasons.

10 Dr. Crowley puts forth this

11 concept of viscosity range of 20 to 150
12 centipoise as being readily pourable and
13 he'stalking about in the context of

14 suspensions, thisis a desirable range and
15 property to be readily pourable.

16 The WO133 patent discloses a
17 higher range, so its own statements are
18 teaching away from that patent.

19 Q. Soastatement that --
20 A. | wasntfinished.
21 He aso saysthat higher

22 viscosity is generally not desireable and
23 the WO133 teaches a higher viscosity.
24 And then the third piece of the
25 analysisisif we rely on his value for

57 (Pages 222 - 225)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 57 of 131



Page 226
1 BERKLAND

2 viscosity of agave syrup, you end up below
3 the 200 centipoise lower limit taught in
4 the WO133 patent.
5 Q. Howdidyoucometothe
6 conclusion that you would end up below the
7 200 centipoise of the WO133 if you use an
8 agave syrup of 212, sir?
9 A. It'sreasonable based on the
10 other ingredients, | talk about that
11 actually in paragraph 150.
12 Q. Yourejust talking about the
13 example specificaly, right, sir?
14 A. Yeah, example--
15 Q. You'renot talking about the
16 general disclosure in FR458 which tells
17 you to use agave syrup as a base with
18 acetaminophen formulation, correct?
19 MR. PIVOVAR: Objection to the
20 form, beyond scope.
21 A. Yeah, I'mreferring to the
22 examplein theinstructions there.

Page 228

1 BERKLAND
2 A. ThisisDr. Crowley's
3 assertion; he gave the top end of 150
4 centipoise; I'm merely responding to that.
5 Q. Sir, hecited areference that
6 stated 20 to 150 isreadily pourable and
7 then he explained there are other aspects
8 that wereinvolved and cited references
9 that showed those other aspects.

10 So you agree that he's just

11 citing what'sin the art, right, sir?

12 MR. PIVOVAR: Objection to
13 form.
14 A. It'shisartand he'srelying

15 onit; I'm just countering.

16 Q. Doyouthink 200 centipoiseis

17 readily pourable?

18 MR. PIVOVAR: Objection, form.
19 A. Earlierl expressed some, like,

20 what would be the word | would use; when
21 we talked about his use of thisterm

22 earlier and walked through his analysis,

23 Q. Soyou'renot considering the 23 I'mjust relying on the conclusion he came
24 general teaching, sir, correct? 24 to.
25 MR. PIVOVAR: Objection, form. 25 So that's the metes and bounds
Page 227 Page 229
1 BERKLAND 1 BERKLAND
2 A. |don'tthink that'strue, 2 of my opinion.
3 because the general teachings inform how 3 Q. lamaskingyou,sir,asan

4 to conduct the formulation of the example.
5 But | am countering

6 Dr. Crowley's position.

7 Q. Thedifference between readily

8 pourable, he gives an example, 150 cP as
9 readily pourable, correct, sir?

10 MR. PIVOVAR: Objectionto

11 form.

12 A. 20to 150 cP, yes.

13 Q. Andsothelower limit of WO133
14 is 200, correct, sir?

15 A. That'scorrect, it's 200 to 900

16 cP.

17 Q. Andsowhenseeing 150 listed

18 as something that's readily pourable, it
19 isyour view that a person of ordinary
20 skill in the art would then conclude that
21 arangethat starts at 200 would be

22 teaching away from areadily pourable
23 solution, isthat what you're proposing?
24 MR. PIVOVAR: Objection to
25 form.

4 expert, would you consider 2 to 900 cP

5 readily pourable?

6 MR. PIVOVAR: Objection, form.

7 A. | hadn't considered that.

8 Q. Soasanexpert opining on

9 viscosity in oral formulations, as you sit
10 here today, can you give me an answer as
11 to whether 2 to 900, a POSA would consider
12 2t0 900 cP readily pourable?

13 MR. PIVOVAR: Object to form.
14 A. I'mcountering Dr. Crowley's
15 declaration.

16 Q. Andpartofityouresayingis

17 because heidentified 20 to 150 as readily
18 pourable, that would exclude 2 to 900.

19 So | am asking you, sir, do you
20 consider 2 to 900 cP from aPOSITA's
21 perspective as readily pourable?

22 MR. PIVOVAR: Object to form.
23 A. | consider Dr. Crowley to be an
24 expert and thisis what he set forth, so

25 I'm merely responding to his position.
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Page 230
1 BERKLAND
2 Q. Butlamaskingyou, s,
3 you're holding yourself out as an expert,
4 do you consider 2 to 900 cP of an
5 acetaminophen formulation to be readily
6 pourable?
7 MR. PIVOVAR: Objection, form.
8 A. | havegivenyou my answer.
9 Q. Youranswerisyou cannot tell
10 me whether or not you consider that
11 readily pourable?
12 MR. PIVOVAR: Objection, form.
13 A. Ildontseeareasonto
14 disagree with Dr. Crowley's position, it's
15 his position.
16 I'm merely countering it.
17 Q. DidDr. Crowley say anywherein
18 hisreport that something above 150 cPis
19 not readily pourable, you keep on telling

Page 232
1 BERKLAND
2 himself to 150 here, sir, is he?
3 MR. PIVOVAR: Objection to
4 form.
5 A. Imean,itsayswhatitsaysin
6 hisreport.
7 Q. Wouldyou consider these
8 pediatric liquid oral antibiotic
9 formulationsto be readily pourable?
10 MR. PIVOVAR: Objection to
11 form.
12 A. | didn't form an opinion on
13 that, I'm relying on his assertion and
14 responding.
15 Q. Wouldyou consider them to be
16 -- strike that.
17 To beapediatric liquid oral
18 antibiotic formulation, would you have to
19 be pourable?

20 me helimited himself to this range, did 20 MR. PIVOVAR: Object to form.
21 he say anywhere else that 150 is the upper 21 A. Youwould have to be pourable?
22 limit of readily pourable? 22 Q. Yes
23 MR. PIVOVAR: Objection to 23 A.  Youwould haveto be ableto
24 form. 24 pour aliquid formulation.
25 A. ltisnotredly myjobto 25 Q. Andsowouldyou consider 20 to
Page 231 Page 233
1 BERKLAND 1 BERKLAND

2 understand what Dr. Crowley was thinking
3 when providing this range, he does provide
4 atop end of 150 cP, I'm responding to

5 that.

6 Q. Hecitesadocument that's 150
7 cP.

8 But | am asking you, are you

9 saying that he's limiting himself to 150
10 cPand I'm just asking you what is your
11 basisfor that.

12 A. ltishiscitation and his

13 logic.

14 Q. Canyou go to paragraph 58 of
15 Dr. Crowley'sreport, Sir.

16 (Witness complying.)

17 A. 58?

18 Q. Yesdir.

19 A. lhaveit.

20 Q. Doyou seethat he talks about

21 viscosity ranges of 20 to 1780 cP, sir?

22 MR. PIVOVAR: Objection to
23 form.

24 A. | seethat.

25 Q. Andsohesnot limiting

2 1780 cP pourable?

3 A. | assumethat you can poor

4 them; | didn't really conduct this

5 anaysis.

6 Q. Thenyou see hetaks about

7 children's Tylenol having aviscosity of a
8 thousand centipoise, do you see that, or
9 lessthan athousand centipoise.

10 Would you consider that to be
11 pourable?
12 A. | think you're missing the

13 point, because, | mean, he putsforth a
14 certain range that's particularly

15 desireable and readily pourable; I'm just
16 relying on what he says.

17 Q. Hedoesn't put forward.

18 He says generally suspension

19 time viscosity in the range of 20 to 150
20 cP are considered readily pourable and he
21 cites adocument, that's what he says, do
22 you agree with me, sir?

23 A. Yeah, that'swhat he says.

24 Q. Doeshesay thatisthe

25 limitation for viscosity ranges of ora
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Page 234
1 BERKLAND
2 formulations, that's how you read this?
3 MR. PIVOVAR: Objectionto
4 form.
5 A. Itsayswhatit says.
6 Q. Exactly,itsayssuspensions
7 having viscosity in the range of 20 to 150
8 cP are considered readily pourable.
9 So why are you capping that at
10 150 asthat iswhat the viscosity range of

11 asuspension would be?

12 A. Itsaysreadily pourable.

13 Q. Doeshesay andthose are the

14 only onesthat would be pourable, sir?

15 MR. PIVOVAR: Objection, form.
16 A. |assumeif hesaysreadily

17 pourable, that that's a desireable
18 property and herelies on acitation for
19 that; I'm responding.

Page 236
1 BERKLAND
2 really sure what you're getting at.
3 Q. Haveyou ever used children's
4 Tylenal, sir, oral formulation of
5 children's Tylenol ?
6 A. |believeso.
7 Q. Anddidthat take along time
8 for it to pour out of the bottle, sir?
9 MR. PIVOVAR: Objection, form.

10 A. | don't know what you mean by a
11 long time.
12 Q. Didittake minutesto pour out

13 of the bottle?

14 MR. PIVOVAR: Objection, form.
15 A. |don'trecal.
16 Q. Doyou think ittook more than

17 aminute for it to pour out a dose of
18 children's Tylenal, an oral formulation of
19 that, sir?

20 Q. Okay. 20 MR. PIVOVAR: Objection to
21 And do you agree that WO133 21 form.
22 discloses aviscosity rangethat is 22 A. |don'trecal.
23 pourable? 23 Q. |l amaskingyou asan expert,
24 MR. PIVOVAR: Objection, form. 24 do you think it would take more than a
25 A. Youwould haveto be ableto 25 minute to pour out adose of children's
Page 235 Page 237
1 BERKLAND 1 BERKLAND
2 pour an ora pharmaceutical formulation 2 Tylenal in ora formulation.
3 that'saliquid. 3 MR. PIVOVAR: Objectionto
4 Q. Whenyou say youwould haveto 4 form.
5 be ableto pour it, do you expect it would 5 A. Youwant meto guess?
6 take you minutes with the bottle turned 6 Q. No, lamasking, yourean
7 over before it would come out? 7 expert.
8 A. | haven't conducted that type 8 You're saying | am an expert on
9 of analysis. 9 oral formulations of viscosity and | can't
10 Q. Haveyou ever poured an oral 10 tell you what my expectation would be for

11 formulation, sir, out of a bottle?
12 A. Yes

13 Q. Doyouexpectittotake
14 minutes to come out?

15 A. I'mnotentirely sure what you
16 mean.

17 Q. Haveyou ever used children's
18 Tylenal?

19 A. Probably, yes.

20 Q. Whenyou poured out the oral

21 formulation of children's Tylenol, did you
22 expect it would take minutesfor it to

23 come out?

24 A. Some of these are pretty thick

25 and some of them use a syringe, so I'm not

11 how long it would take to pour out

12 children's Tylenol oral formulation; you

13 can tell usthat.

14 MR. PIVOVAR: Objection to form
15 and please stop badgering the witness.

16 A. | don'trecal ittaking more

17 than aminute.

18 Q. Doyouthinkittook --

19 A. Butl don't know.

20 Q. Doyouthink it took more than
21 30 seconds?

22 A. |don'tknow.

23 Q. Asanexpert, doyou think it

24 would take more than 30 seconds to pour
25 out, Sir?
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Page 238
BERKLAND

A. lrecdl typicaly using a
syringe for this.
Q. You'venever used children's
Tylenol that you pour into acup, sir?
A. Ithink | awaysused a
7 syringe, but I'm not sure.
8 Q. Asanexpert, aperson holding
9 himself out as an expert in oral
10 formulations and viscosity, would you
11 expect achildren's Tylenol oral
12 formulation to take more than afew

OO, WN P

13 seconds to pour into acup?
14 MR. PIVOVAR: Objection, form.
15 A. |tendto concur with

16 Dr. Crowley on this matter, that readily

17 pourableisadesired property.

18 Q. Isthat the only property that

19 aPOSITA looks at when coming up with a
20 formulation?

21 MR. PIVOVAR: Objection to

22 form.

23 A.  Wehave had thisdiscussion

24 before; no.

25 Q. And sothey would look at

1
2

3 pourable viscosity range as being teaching

4
5
6
7
8
9

10

11

BERKLAND
Dr. Crowley's assertion of the readily

away.
Q. It teaches away because that's
150 and the other one starts at 200 cP,

correct, sir?

A.  Only inthat particular
comparison.

Q. But those are the comparisons
of the ranges, right, one ends at 150 and

12 the other one starts at 200, correct, sir?

13
14
15
16
17
18
19
20
21
22
23
24
25

A. That'soneof theranges|
compare.

Q. Inthat range, you're saying it
is teaching away because thereisa 50
centipoise difference, isthat fair to

say?

MR. PIVOVAR: Objection, form.

A. Youcancdl it 50 centipoise
or you can call it a 33 percent increase
over 150, which isthe top limit provided
by Dr. Crowley.

Q. You asserted thereisan error
in the '4666 patent, correct, Sir.

Page 240

Page 239
BERKLAND

properties that may balance between the
pourability and the ability to keep things
in suspension, correct, sir?
MR. PIVOVAR: Objection, form.
A. They could.
Q. Andinthat instance, then you
8 would have aviscosity that is likely
9 higher than the 150 because you'd want to
10 be -- to have a higher viscosity to keep
11 thingsin suspension, correct, sir?
12 MR. PIVOVAR: Object to the
13 form.
14 A. |dontknow what that
15 threshold isin this hypothetical and |
16 have no reason to disagree with
17 Dr. Crowley'srange for readily pourable.
18 Q. Soyourelimiting it, the only
19 consideration on whether it's readily
20 pourable, despite the fact that a POSA
21 would know there would be other reasons to
22 select aviscosity in fina formulation,
23 right, sir?
24 MR. PIVOVAR: Objection, form.
25 A. lamsmply pointing to

NOoO O~ WNPE

1
2
3
4
5
6
7
8

9
10
11
12
13
14
15
16
17
18
19
20
21

22 you look at your paragraph 147, when you

23
24
25

BERKLAND

A. That's correct.

Q. Doyoulimit theteachingin
the '4666 patent to 100 to 3000, sir?

A. Sorry, canl limitit?

Q. Doyou limit the teaching on
the viscosity range of the ‘4666 patent to
1000 to 30007?

A. | stated thereisan errorin
the claim limitation.

Q. Butl amasking you, do you
conclude that the '4666 patent only
teaches viscosity ranges of athousand to
3000?

MR. PIVOVAR: Objection to
form.

Q. Andjust for clarity, the
exhibit number we're talking about is
1005.

(Witness perusing document.)

Q. Andtomaybe makeit easier, if

talk about the '4666 patent, you state the
rangeis a thousand to 3000 cP.
A. | seethat.

Page 241
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Page 242
1 BERKLAND

2 Q. Soareyoulimiting the
3 disclosure of the '4666 patent to a
4 viscosity range of athousand to 3000
5 centipoise?
6 MR. PIVOVAR: Objection, form.
7 A. That'stherangel saw repeated
8 throughout the patent.
9 Q. Butareyou limiting the patent
10 tothat range, sir, disclosure to that
11 range?
12 MR. PIVOVAR: Objection, form.
13 A. That'stheteaching of the
14 opinion, in my opinion.

15 It does use the word about.

16 Q. Wheredoesit usetheword
17 about?

18 A. Goahead, counsdl.

19 Q. I wasasking you to direct me

20 to where you were talking about the word
21 about.

22 A. Intheclams, 9,10, 11.

23 Q. Doyouunderstand it to be

24 teaching aviscosity below athousand

25 centipoise?

1 BERKLAND

2 (Witness complying.)

3 A. [lhaveit.

4 Q. You cited the language of heavy
5 and uniform viscosity in athousand to

6 3000 centipoise, correct, we just looked
7 at that?

8 A. Thoseare separately cited,
9 but, yes, I'm with you.
10 Q. |Isthereareasonwhy you

11 didn't cite-- I'd like to actually

12 dtrike that.

13 If youcangoto-- | would

14 like you to look at column 2 of Exhibit
15 1005.

16 (Witness complying.)
17 A. I'mwithyou.
18 Q. Inthesame section that you're

19 talking about rather heavy and uniform
20 viscosities, it isalittle below that
21 that I'm directing you to.

Page 244

Page 243
BERKLAND

MR. PIVOVAR: Objection, form.
A. Not substantially.
Q. If you could go to your
paragraph 86 of Exhibit 2009.
A. Okay.
Q. Youcitethe statement
8 "materialsthat contribute to arather
9 heavy and uniform viscosity in the fina

NOoO O~ WNPE

10 composition,” do you see that, sir?
11 A. | seethat.
12 Q. Doyouconsider about a

13 thousand to 3000 centipoise to be arather
14 heavy and uniform viscosity?

15 A. Herel'm going from the patent.
16 Q. Whatl am asking you, though,
17 iswhat's your consideration of what isa
18 heavy viscosity?

19 MR. PIVOVAR: Objectionto
20 form.
21 A. | haveno reasonto disagree

22 with this statement in the context of the
23 patent.
24 Q.
25 dgir.

Can you go to Exhibit 1005,

22 (Witness perusing document.)
23 A. Okay.
24 Q. You seeittalks about
25 polyhydric acohols?
1 BERKLAND
2 A. Canyoupoint metotheline,
3 please.
4 Q. Around47.
5 (Witness perusing document.)
6 A. Okay.
7 Q. It describes as one of those
8 acceptable alcohols propylene glycol ?

9 A |seeit
10 Q. Youagreethat the patentis
11 teaching that the formulation could have

12 propylene glycol ?

13  A. ltcould.

14 Q. |If yougo down further, it

15 talks about other permissible materials
16 includes sucrose, right?

17 (Witness perusing document.)

18 MR. PIVOVAR: Objection, form.
19 A Can you point me to the line?
20 Q. Sure

21 Line 59.

22 A. Okay.

23 Q. And sosucrose, would that be a

24 sweetening agent?
25 A. Cdlsitabodying agent here.

Page 245

62 (Pages 242 - 245)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 62 of 131

212-490-3430



Page 246
BERKLAND

Q. Itsaysitisanincidenta
part of the bodying agent, correct, sir?

A. Itsayswhat it says, yes.

Q. Would you expect sucroseto be
6 asweetening agent and | can maybe direct
7 youto clarify; look at lines 15 through
8 16.

b wNPF

9 (Witness perusing document.)
10 Q. Of column 2.
11 (Witness perusing document.)
12 A. Okay.
13 Q. Youseethat it'staking about
14 sucrose sweetened?
15 A. Yes
16 Q. Wouldyou agreethat this

17 patent is showing that a sweetening agent
18 can be sucrose?

19 A. Thereisdisclosure of sucrose
20 and the word sweetened.

21 Q. Ifyoulook atline35, it

22 talks about sweetening agents.

23 Would you consider sucrose to
24 be anutrative or non-nutrative sweetener
25 that is pharmaceutically acceptable and

Page 248
BERKLAND
agents,” that's really pointing usin the
irection of polyhydric alcohols.

~NoOo o~ WNPRE

Q. Asthebodying agent, correct,
Sir?

A. Yes

Q. Oneof those bodying agents for

8 the polyhydric alcohal is propylene
9 glycoal, correct, sir?

10 A. | seepropyleneglycol asan
11 option.
12 Q. I wouldlikeyoutoturnto

13 clam 7, sir, of the '4666, Exhibit 105.

14 (Witness complying.)

15 Q. Doyou seethat claim, sir?
16 A. Ido

17 Q. Thisclamwouldincludea

18 composition that had ibuprofen suspended
19 in abodying agent that was more than 50
20 percent and had a sweetening agent in it,
21 right, sir?

22 A. Itsays"astabilized liquid

23 ibuprofen syrup suitable for oral

24 administration comprising from 50 to 400
25 milligrams of ibuprofen per 5 mis of

Page 247
1 BERKLAND

2 stable in agueous solution?

3 A. I'mnot sure whereyou're going
4 with this.
5 Sucrose could be a sweetener,

6 but it saysat line 41 "an important

7 aspect of thisinvention isthe inclusion

8 of amajor portion of water compatible

9 material or materials that contribute to a
10 rather heavy and uniform viscosity in the
11 final composition.”
12 Q. Wouldyou understand that to be
13 part of the disclosure asto abodying
14 agent, and maybe | can direct you to
15 column 2, line 22, that talks about
16 water-compatible bodying agents.

17 (Witness perusing document.)
18 A. |seethat.
19 Q. Sohbodying agentisasolution

20 that can provide increased viscosity,

21 correct?

22 A. Itsayswhat it saysthere.

23 It goes on to say

24 "pharmaceutically acceptable polyhydric
25 alcohols are highly useful as bodying

Page 249
1 BERKLAND
2 syrup, said ibuprofen suspended in an
3 agueous liquid, having more than 50
4 percent by weight of a pharmaceutically
5 acceptable polyhydric alcohol bodying
6 agent, a sweetening agent, and a pH from 7
7to7.7"
8 Q. Andsoyou agreethat propylene
9 glycol isapolyhydric acohol bodying
10 agent, correct?
11 MR. PIVOVAR: Object to form.
12  A. It'slistedinthat disclosure
13 back in column 2.
14 Q. Andsothisclaim could cover a
15 formulation that had ibuprofen and 51
16 percent propylene glycol in addition to a
17 sweetening agent, correct, sir?
18 A. | mean, there's more than just
19 that in the whole disclosure of the claim.
20 Q. Whatelseisthere, sir?
21 A. Ithasto havetheright amount
22 of ibuprofen, per 5 mls of syrup, it has
23 to havetheright pH, it hasto have a
24 sweetening agent and it hasto be a
25 stabilized liquid suspension of ibuprofen.

63 (Pages 246 - 249)

Veritext Legal Solutions

212-279-9424

Www.veritext.com

212-490-3430

KINDERFARMS Ex. 1051
KINDERFARMS LLC. v. GENEXA INC.
PGR2023-00051

Page 63 of 131



Page 250
1 BERKLAND
2 Q. Doyouknow what the pH would
3 be of about 50 percent solution of
4 propylene glycol?

5 MR. PIVOVAR: Objectionto
6 form.
7 A. Youll haveto specify more

8 than just 50 percent propylene glycol.

9 Q. Whydon'tl pull upan exhibit
10 discussing propylene glycol.
11 (Pause.)
12 (Berkland Exhibit 1049, article
13 with the citation J. Chem Eng. Data 2004,
14 49, 1311 to 1317, was marked for
15 identification, as of this date.)
16 MR. NOLAN: 1049isgoing to be
17 an article with the citation J. Chem Eng.
18 Data 2004, 49, 1311 to 1317.
19 The articleistitled "Density,
20 Viscosity and Thermal Conductivity of
21 Aqueous Solutions of Propylene Glycal,
22 Dipropylene Glycol, and Tripropylene
23 Glycol between 290 K and 460 K."

Page 252
1 BERKLAND
2 experimental densities, viscosities and
3 thermal conductivities of glycol plus
4 water mixtures containing 25, 50, and 75
5 mol percent glycol."

6 Doesthat help you, sir?
7 A. Ithelpswiththat point.
8 Q. Andsowhenwe go up back to

9 Table 2, and | would like you to focus on
10 the X1 equals 50, one column lists
11 temperaturesin kelvin, correct, do you
12 seethat, sir?
13 A. | seethat.
14 Q. Doyouunderstandthat 297.5is
15 about room temperature?
16 MR. PIVOVAR: Objection, form.
17 A. [Ithinkit'sdlightly above
18 room temperature, like 25 Celsius.
19 Q. What doyou consider room
20 temperature?

21 A. Usudly around 22 to 23
22 Celsius.
23 Q. If I represent to you the 295

24 Q. Doyouseethearticle, sir? 24 kelvinisequa to 21.85 Celsius, would
25 A. lhaveit. 25 you consider that to be about room
Page 251 Page 253
1 BERKLAND 1 BERKLAND
2 Q. Ilwouldliketo direct youto 2 temperature?
3

3 Table 2, viscosities of glycol plus water
4 mixtures.

5 Do you see that table has three

6 columns, one for 25 percent solution, one
7 for 50 percent solution and one for 75

8 percent solution of glycols and water

9 mixtures?

10 MR. PIVOVAR: Objectionto
11 form.
12 A. You cdl those percentages, but

13 I'mjust seeing this article for the first
14 time.

15 Onmineit says .25, .5and
16 .75.
17 Q. Doyou understand that to be

18 the amount of the glycol in the water

19 mixture?

20 MR. PIVOVAR: Objection, form.
21 A. |don'tknow, I'mIlooking at

22 thisinisolation.

23 Q. Why don't youlook at the

24 results and discussion at the bottom, it

25 says, "Tables 1 through 3 list the

MR. PIVOVAR: Objection, form.
4 A. Sure I'mwithyou.
5 Q. Andsowhatistheviscosity of
6 the 50 percent glycol water solution at
7 room temperature listed here?

8 MR. PIVOVAR: Objection to
9 form.

10 A. [I'll sorry, you'rein table?

11 Q. Table2, | guessitwouldbe

12 the fourth column in the first row.

13 (Witness perusing document.)

14 MR. PIVOVAR: Can you repeat
15 the question, please, counsel.

16 Q. Thisisshowing that the

17 viscosity would be, of a propylene glycol
18 50, percent glycol water solution at room
19 temperature?

20 MR. PIVOVAR: Object to form.
21 A. Itlookslikeit says17.5

22 milipascal seconds.

23 Q. Would that be 17.5 centipoise?
24 A. Itwould.
25 Q. | wouldlike to direct your
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Page 254
1 BERKLAND
2 attention to your Exhibit 2022.
3 A. Okay.
4 Q. Onpage5youidentify --
5 strike that.
6 On page 5 of that exhibit, it
7 identifiesthe viscosity of various
8 sucrose solutions, correct?
9 A. ltdoes.
10 Q. What'stheviscosity of a10

11 percent sucrose solution?
12 A. Youwill haveto specify more
13 than just the 10 percent.

Page 256
1 BERKLAND
2 correct?
3 A. Correct.
4 Q. What'stheviscosity for the 20
5 percent solution at 20 degrees Celsius?
6 A. 1945
7 Q. Iwouldlikeyou to turn back
8 to Table 131.
9 Do you see that thisislisting

10 the viscosities for the 23 degree Celsius
11 measurement?

12 A, Yes

13 Q. How doesthe sucrose number

14 Q. I'mlooking, doyou see Table 14 listed next to 20 percent on thistable
15 131, sir? 15 compare to the number that we just looked
16 A. Yes 16 at?
17 Q. Itlists percentages of 17 A. For which concentration?
18 sucrose, right? 18 Q. 20 percent at 20 degrees?
19 A. Itdoes 19 A. 1941
20 Q. Doesitlist the viscosities 20 Q. Would that suggest to you that
21 for those? 21 Table 131 isalsoin centipoise?
22 A. Yes 2 A. Yes
23 Q. Whatistheviscosity for 10 23 Q. WhatdoesTable13l list asthe
24 percent listed? 24 viscosity of 10 percent sucrose solution?
25 A. 1333 25 A. 1333
Page 255 Page 257
1 BERKLAND 1 BERKLAND
2 Q. Isthat centipoise? 2 Q. Centipoisethatis, right, sir?
3 A. ldontseeit. 3 A. That'sour presumption.
4 Q. Doyouseethenext table, sir, 4 Q. That presumption is consistent
5 inthischart? 5 with the information we just looked at for
6 A. Tablel132? 6 the next table, right, sir?
7 Q. Yes 7 A. That'scorrect.
8 A. Ido 8 Q. What would bethe viscosity of
9 Q. Andwhat doesit show the 9 asolution that was 40 percent sucrose?

10 viscosity measurement isin that table?

11  A. You'regoing to haveto specify
12 --

13 MR. PIVOVAR: Objection to
14 form.

15 Q. Look at thetabletitle, sir,

16 what doesit say it's being measured in?
17 A. Viscosity in centipoises of

18 sucrose solutions from zero to 40 degrees
19 Celsiusin 5 degreeintervals.

20 Q. If youlook at thefirst entry,

21 itis 20 percent sucrose solution, do you
22 seethat?

23 A. Yes

24 Q. Itthen provides different

25 viscosities at different temperatures,

10 A. Youll haveto specify.

11 Q. [I'mlooking at table 131, 40
12 percent sucrose for the 20 degrees
13 Celsius.

14 A. 6.15

15 Q. I'dlikeyoutokeepthel7.5

16 cP for propylene glycol in mind aswell as
17 the viscosity for sucrose that we just

18 discussed in mind and | would like you to
19 look back at claim 7 of '4666 patent, sir.

20 (Witness complying.)

21 Q. Areyouback at that claim,

22 sir?

23 A. Yes

24 Q. Youwould agree we discussed

25 earlier that propylene glycol in that
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Page 258 Page 260
1 BERKLAND 1 BERKLAND
2 claim could be 51 percent? 2 form.
3 A.  Widl, I'll just remind you that 3 A. Didyou say polypropylene
4 it hasto meet al the other limitations 4 glycol?
5 inthat claim. 5 Q. | meant propyleneglycol, my
6 Q. Butb51 percent would be within 6 apologies.
7 thelimitation for the bodying agent of 7 A. |don'tknow, | would haveto
8 propylene-- of the polyhydric alcohol 8 sit down and conduct a thorough analysis
9 bodying agent, correct, sir? 9 of that.
10 A. Yes, 51 percent is more than 50 10 Q. Would you expect that to be
11 percent. 11 more than a thousand?
12 Q. VYes 12 MR. PIVOVAR: Objection to
13 And that would have, from what 13 form.
14 wejust looked at, that would have a 14 A. Sitting herel don't know.
15 viscosity of around 17.5 centipoise, that 15 Q. Youagreethat what we've
16 ingredient? 16 looked at isten -- asucrose solution of
17 MR. PIVOVAR: Objection, form. 17 10 percent to 40 percent, rangesin
18 A. Youcan'tconsideritin 18 viscosity values of 1.3 centipoiseto 6.15
19 isolation; you have to consider the 19 centipoise, based on the exhibit that
20 viscosity of thetotality of the claim and 20 you've submitted in this proceeding?
21 that'saformulated ibuprofen suspension. 21 A. |don'tthink we came to that
22 Q. Wouldyou expect theibuprofen 22 conclusion.
23 congtituent of this to substantially 23 Q. Areyou disagreeing with what's
24 contribute to the viscosity of that 24 reported in your Exhibit 2022?
25 formulation? 25 A. No.
Page 259 Page 261
1 BERKLAND 1 BERKLAND
2 MR. PIVOVAR: Objection, form. 2 Q. That showsthat a10 percent
3 A. |don'tthink you can consider 3 solution of sucrose at 20 degrees would
4 that, those viscosities in isolation. 4 have aviscosity of around 1.33
5 The teachings of the patent are 5 centipoise, correct?
6 towards the entire formulation and we know 6 A. Yes
7 that the solids content can contribute to 7 Q. Andyouwould agreethat it
8 the overal viscosity. 8 aso showsthat a 40 percent solution at
9 Q. Andthesolids content here can 9 20 degrees Celsius would have a viscosity
10 be, it says, 50 milligrams per 5 10 of around 6.15 centipoise, correct?
11 millimeters, so that would be 10 mgs per 11 A. | amassuming you're reading
12 ml of ibuprofen, correct, sir? 12 the numbers directly from the art and that
13 A. Youreusing thelow end? 13 sounds correct.
14 Q. Yes 14 Q. Yes/|am,sir.
15 A. Yes 15 And then we looked at a
16 Q. Andthenweknow that -- would 16 reference that talked about what the
17 you expect aten mgs per ml of 17 viscosity of propylene glycol ina50
18 ibuprofen -- strike that. 18 percent solution would be and that was
19 What contribution to the 19 around 17.5 centipoise, correct?
20 viscosity of aformulation that includes 20 A. That'scorrect.
21 ten mgs per ml ibuprofen, 51 percent 21 MR. NOLAN: Canwejust take a
22 polypropylene glycol and 10 percent 22 quick break, | don't think thisis going
23 sucrose, what would you expect the 23 to be much longer, but if we have a
24 contribution of the ibuprofen to be? 24 moment.
25 MR. PIVOVAR: Objection to 25 (Recess taken.)
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Page 262
1 BERKLAND

2 BY MR. NOLAN:

3 Q. Justquickly, sowe can move

4 through this, we've uploaded another

5 exhibit, Exhibit 1050, it's Journal of

6 Pharmaceutical Science, Volume 97, No. 1,

7 January 2008, starting at page 185.

8 (Berkland Exhibit 1050, Journal

9 of Pharmaceutical Science, Volume 97, No.
10 1, January 2008, starting at page 185, was
11 marked for identification, as of this

12 date)
13  A. | haveit.
14 Q. Ijustwanttomakesurel'm

15 understanding something quickly.

16 Y ou can look at anything you

17 want in here, but if | could just take you
18 to Figure 8.

19 Do you have an understanding of
20 what is meant by dynamic viscosity?

21 A. ldo.
22 Q. Whatisdynamic viscosity?
23 A. Looking back at their

24 measurement methods in the methods
25 section, so they defineit in the last

Page 264
1 BERKLAND
2 form.
3 A. Itdoesnot, but you would want

4 something reflective of the features, like
5 the portability or actual viscosity of the
6 solution, not a different viscosity
7 measurement.
8 So what I'm telling you is|
9 don't know if thisfalling ball viscometer
10 isan analog to the typical way that it's
11 measured.
12 Q. Justtheterm dynamic
13 viscosity, the viscosity is measured in
14 the'795 -- dtrike.
15 Isthe viscosity recited in the
16 '795 patent a dynamic viscosity?

17 MR. PIVOVAR: Objection to
18 form.
19 A. | don'tknow, I'd haveto

20 compare, I'd have to go back and look at
21 the different ways viscosity is measured.

Page 263
1 BERKLAND

2 section of their methods, it's on 189,
3 right before the results and discussion
4 heading.
5 Q. Lookingat that definition, do
6 you understand that dynamic viscosity to
7 bethe sametype of viscosity that isthe
8 subject of the claims of the '795 patent?
9 MR. PIVOVAR: Objection, form.
10 A. It'sapretty different method,
11 thisfalling ball viscometer is atypical.
12 Q. Doyouunderstand that thisis
13 not measuring the viscosity of the
14 formulation?
15 MR. PIVOVAR: Object to form.
16 A. It'smeasuring aviscosity; |
17 just need more time to go back and look at
18 the literature comparing viscosity
19 measurement types.
20 Q. Doestheclaim of the'795
21 patent define a specific type of viscosity
22 measurement procedure you must use to
23 attain the viscosity of the formulation
24 recited in that?
25 MR. PIVOVAR: Objection to

22 Q. Haveyou heard theterm
23 absolute viscosity?
24 A. |have
25 Q. Whatisabsolute viscosity?
Page 265
1 BERKLAND
2 MR. PIVOVAR: Objectionto
3 form.
4 A. |don't wantto get it wrong,

5 so I'd want to go back to the literature
6 and remind myself of the definition.
7 Q. |Istheviscosity that's being
8 discussed in the '795 patent a measurement
9 of afluid's resistance to flow?
10 A. Wadl, that'sagenera
11 understanding of viscosity.
12 Q. Would that be the understanding
13 that a POSITA would bring when reading the
14 claim limitation of the 795 patent of
15 less than 1500 centipoise?

16 MR. PIVOVAR: Objection to

17 form.

18 A. Yes

19 Q. Andwould, when somebody reads

20 the term dynamic viscosity here in Exhibit
21 1050, looking at Figure 8, would they

22 understand the reference to dynamic

23 viscosity to be areference to the fluid's
24 interna resistanceto flow?

25 MR. PIVOVAR: Objection to
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Page 266
1 BERKLAND

2 form.

3 A. ltisaviscosity measurement,

4 | would have to go and look to compare

5 thisviscosity measurement, which | view
6 asrareto others.

7 Q. Now, whenyoulook at Figure 8,
8 what's the dynamic viscosity measured in?

Page 268
1 BERKLAND
2 A. Imean,itsayswhat it says,
3 it'safactua matter.
4 | don't know how to dea with
5 it off the cuff.
6 Q. Thankyou for your time today,
7 Dr. Berkland, | have no further questions.
8 MR. PIVOVAR: | have no

9 A. Milipascal seconds. 9 questionsfor Dr. Berkland at thistime
10 Q. Isthat centipoise? 10 either and we consider the deposition
11 A. Yes 11 closed.

12 Q. Andat what temperatureisit 12 (Time noted: 5:39 p.m.)
13 measured? 13
14 A. It's20degreesCelsius. 14
15 Q. Thebottom of this chart shows 15
16 the percent of propylene glycol, correct? 16
17 MR. PIVOVAR: Objection to 17
18 form. 18
19 A. 1don't know what PG stands 19
20 for, give me amoment. 20
21 (Witness perusing document.) 21
22 A. | assumeitispropylene 22
23 glycal. 23
24 Q. Youcanjustlook at the 24
25 abstract, that may help. 25
Page 267 Page 269

1 BERKLAND 1 KINDERFARMSLLC vs. GENEXA INC.

2 (Witness perusing document.) 2 8/14/2024 - CORY BERKLAND

3 Q. Doyouseethat PG referenceis 3 ACKNOWLEDGEMENT OF DEPONENT

4 propylene glycal in the abstract, sir? 4 |, CORY BERKLAND, do hereby declare

5 A. 1do; | don't know what to do 5 that | have read the foregoing transcript,

6 with this data though, because | have not 6 | have made any corrections, additions, or

7 evaluated afalling ball viscometry data 7 changes | deemed necessary as noted on the

8 for along time. 8 Erratato be appended hereto, and that the

9 Q. Butthischartisproviding the 9 sameisatrue, correct and complete
10 centipoise viscosity measurement of 10 transcript of the testimony given by me.

11 various percent solutions of propylene 11

12 glycol with ibuprofen in those solutions, 12

13 correct, sir? 13 CORY BERKLAND Date

14 MR. PIVOVAR: Object to form. 14 *If notary is required

15 A. 1don't know the amount of 15

16 ibuprofen, and even if we figured that 16  SUBSCRIBED AND SWORN TO BEFORE ME THIS
17 out, | can't draw conclusions from this 17 DAY OF ,20
18 without digging into the method and 18

19 comparing it to other viscometer methods. 19

20 Q. Butyouagreewithmeitis 20

21 reporting aviscosity for certain 21 NOTARY PUBLIC

22 percentages of propylene glycol at room 22

23 temperature for formulation saturated with 23

24 ibuprofen, correct, sir? 24

25 MR. PIVOVAR: Objection, form. 25
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Page 270

CERTIFICATION

b wNPF

6 |, Jineen Pavesi, a Registered

7 Professional Reporter, Registered Merit
8 Reporter, Certified Realtime Reporter and
9 aNotary Public, do hereby certify that

O©CoO~NOOOITA~,WNPE

Exhibit 1050 Journal of
Pharmaceutical

Science, Volume 97,

No. 1, January
2008, starting at
page 185

Page 272

262

10 theforegoing witness, CORY BERKLAND, was10
11 duly sworn on the date indicated, and that 11
12 theforegoing is atrue and accurate 12
13 transcription of my stenographic notes. 13
14 | further certify that | am not employed 14
15 by nor related to any party to this 15
16 action. 16
17 17
18 18
19 ‘ 19
20 S Boeal RIR RMR. 20
21 JINEEN FAV Ebl, rFR, RMR, CRR 21
22 22
23 23
24 24
25 25
Page 271 Page 273
1 1 KINDERFARMSLLC vs. GENEXA INC.
2 EXHIBITS 2 8/14/2024 - CORY BERKLAND
3 3 ERRATA SHEET
4 Berkland 4 PAGE____LINE____ CHANGE
5 EXHIBIT DESCRIPTION PAGE 5
6 6 REASON
7 Exhibit 1046 document entitled 93 7 PAGE____ LINE____ CHANGE
8 "Are Pediatric 8
9 Medicines Risk 9 REASON
10 Factors For Dental 10 PAGE____ LINE____ CHANGE
11 Caries and Dental 11
12 Erosion?" 12 REASON
13 Exhibit 1047 document from the 200 13 PAGE____ LINE____ CHANGE
14 FDA Precision 14
15 Database on 15 REASON
16 UNII-GVG8G02070 16 PAGE____ LINE____ CHANGE
17 Exhibit 1048 document relatedto 202 17
18 Little Remedies 18 REASON
19 infant Essentia 19 PAGE____ LINE____ CHANGE
20 Kit 20
21 Exhibit 1049 article with the 250 21 REASON
22 citation J. Chem 22
23 Eng. Data 2004, 49, 23
24 1311to 1317 24 CORY BERKLAND Date
25 25
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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 is available in which:

(A) to review the transcript or recording; and

(B) 1if 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.
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