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VEDNESDAY, JULY 2, 2025, 1:03 P. M

MR. LUMAN:. This is the deposition of
Dr. Davies in the matter of I PR No. 2024-01197.
My name is Nate Luman, and |'mj oi ned by

Phillip Mnnick today. W're both fromthe |aw fi

rm of

Knobbe Martens, and we represent petitioner Dr. Falk

Pharma in this matter.

M5. AGARWAL: |'m | sha Agarwal
Wth me | have Jon Cousin and DeAnna All
fromthe law firmof Cooley LLP, and we are here
representing patent owner Ellodi Pharmaceuticals.
MARTYN CHRI STOPHER DAVI ES, Ph.D
havi ng been sworn, was exam ned
and testified as follows:
EXAM NATI ON
BY MR LUMAN:
Q Good afternoon. My nanme is Nate Luman,
"' m going to be taking the deposition today.
Can you hear nme okay, Dr. Davies?
A | can, thank you
Q. Wul d you pl ease state your full nanme an
address for the record.

en,

and

d hone
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A. Martyn Chri stopher Davies, D-a-v-i-e-s. |It's

4 Hall Grounds Drive, Col ston Bassett, B-a-s-s-e-t-t,

and | live in Nottingham in the UK
Q. Do you understand that you are under oath
t oday?
A | do.
Q Is there any reason that you would be unable

to give truthful and accurate testinony today?

A. No.
Q. | understand you've been deposed before, but
just a few ground rules. [|'mgoing to be asking the

questions today, and the court reporter is going to be
t aki ng down ny questions and your answers.

Woul d you agree to give verbal responses

t oday?
A. ["lIl try to the best of ny ability.
Q Thanks.

And I'"'mgoing to try to not speak over you,
and | would ask that you would try to not speak over ne.

Is that okay?

A Yes.
Q And if you do not understand a question,
pl ease let me know. Otherwise, | will assume that you

under stood ny question.

Is that fair?
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A
Q

questi ons,

Yes.
Your attorney mmy object to sonme of ny

but you will still need to answer the

guestion unless you're instructed by your counsel not to

answer .

A

Q

Do you under st and?
| under st and.

"Il probably take a break every hour or so.

If you would Iike a break at another tine, just let ne

know.

A
Q
correct?
A.
Q
bef ore?
A
before. |
Q
ti mes?
A.

Q

I s that okay?
Thank you.

| assunme you' ve been deposed before, is that

That's correct.

About how many tines have you been deposed

| don't know the nunber. 1've been deposed
don't know t he number.

As a rough estimate, nmaybe nore than ten

I think so, yes.

The cases where you've been deposed before,

were those patent cases?

A

Excuse ne. Yes, | believe so.
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Q | believe you've also testified in court
before, is that correct?

A. That's correct.

Q. Can you give an estimte about how many

you' ve testified in court before?

A. Agai n, | haven't counted how nmany tinmes
testified.
Q | understand that you received a box in

mai | concerning today's deposition, is that right?

A That's correct.

Q Do you have the box with you?

A Yes.

Q. Wul d you pl ease open the box.

A. It's already been opened, but sealed --

Q. | hope there's not too nuch tape on it.

A. -- by the Ofice of Border of Security.

Q. Okay, check the docunents for security
pur poses. | under st and.

A There's an awful ot of tape.

| have it.
Q Thanks.

The box contains a binder, and in the bi
are exhibits. The first exhibit in the binder is
declaration, which is Exhibit 2007, and then the

remai ni ng docunents in the binder, they go in orde

tinmes

' ve

t he

nder

your

r from
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Exhibit 1001 and so on, up to Petitioner Exhibit 1036.

And then after that are the patent owner
exhibits, starting at Exhibit 2008, which is your CV,
and so forth.

So, hopefully, we won't have to go through al
the exhibits today, but we have themin the binder to
access, if needed.

A Okay.

Q Let's get started with Exhibit 2007. That
woul d be the first exhibit in your binder.

Wul d you please turn there, and [ et me know
when you have arrived.

A | have.

Q Exhi bit 2007, just for the record, is a
docunent that's entitled "Declaration of Martyn
Chri st opher Davies."

Dr. Davies, do you recognize this exhibit?

| do.

Q And what is it?

A It's the declaration, ny declaration in this
case.

Q Wuld you mnd turning to the | ast page of the
exhibit with me.

A Yes.

Q This is page 68.
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On page 68, is that your signature?
A It is.
Q Are there any corrections or edits you' d |like
to make to this declaration?
A. Not that | recall.
Q Woul d you please turn with me in your

decl aration, Exhibit 2007, to paragraph No. 10.

A Yes.
Q So I'm | ooking at the second-to-|ast sentence
in that paragraph. There, you state "I have extensive

experience with the formulation of tablets, capsules,
advanced drug delivery and controll ed rel ease systens”
and so on.

Do you see that?

A. | do.

Q And have you ever been involved with
formulating an orally disintegrating tablet?

A. | have not. But | have been involved in the
testing fornulations, particularly those that are used
and designed for the nouth. And, of course, |'ve taught
them at the graduate course.

Q When you said you' ve been involved with
testing fornulations, is that testing formul ations of
orally disintegrating tablets?

A. No, that was testing fornulations which were
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related to fornul ations that were designed for the use
in the nmouth for systemi c absorption. | tested and
characterized those fornul ations.

Q. So the fornulations that you' ve tested -- what
are sone of the properties that you were | ooking at in
characterizing those fornul ations?

M5. AGARWAL: (Objection. Form
THE WTNESS: Can | ask you what you nean by
"properties"?
BY MR LUMAN:
Q Well, sure. Let ne just ask nore generally.
When you were testing fornul ations, what types
of testings were you perform ng?

A. As ny next sentence says, |'ve been actively
i nvol ved in maki ng and characteri zi ng many
phar maceuti cal preparations.

It's kind of what |'ve been known for. So in

those fornul ations, |I'd be characterizing the
di stribution of the drug within the forrmulation, 1'd be
characterizing the distribution of the excipients, |1'd

be | ooking at determining their function, and al so the
rel ease of the drug. Those are the kind of things that
|'d be using.

A conbi nati on of advanced anal yti cal

techni ques, as well as conventional pharmaceuti cal
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techniques to do that, and | did that both in ny
academ ¢ work, but, of course, in the conpany that |
cof ounded, WMol ecul ar Profiles, which becane Juni per
Phar ma Servi ces.

Q Dr. Davies, if | refer to orally
disintegrating tablets as ODTs today, would that be
okay?

A That's fine.

Q l'd like to discuss ODTs for a few m nutes.

I n your declaration, would you pl ease turn
with nme to paragraph 58.

A. Yes.

Q So, in paragraph 58, you say "Dr. Parr states
that the '729 patent defines orally disintegrating
tablet, orally dispersing tablet, or ODT, to refer to a
solid dosage formof the present invention, which
disintegrates rapidly in the oral cavity of a patient
after adm nistration, wthout chew ng."

Do you see that?

A | do.

Q And based on the | ast sentence, in paragraph
58, | understand that you agree with this definition of
an ODT.

Is that fair?

A. That's correct.
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Q There's a citation in paragraph 58 to Exhibit
1001. It's to colum 2, lines 41 to 44.
Do you see that?
There's a parenthetical that says "Citing
Ex 1001, 2 (41-44).
A. Correct.
Q I"d like to take a | ook at that exhibit
t oget her and that portion of the patent that's cited, so
woul d you please turn in your binder to Exhibit 1001,
and |l et me know when you've arrived.
A | have.
MR. LUMAN: For the record, I'll state that
Exhibit 1001 is U S. Patent No. 8,771,729, and the | ast
name of the first named inventor is Perrett.
Q. Dr. Davies, is it okay if | refer to this
patent as the '729 patent today?
A That's fine.
Q Whul d you turn with me to colum 2. Starting
at line 41, there's a description of orally
di sintegrating tablet.

Do you see that?

A. | do.
Q. It says: "The ternms 'orally disintegrating
tablet,' 'orally dispersing tablet,' or '"ODT' refer to a

solid dosage formof the present invention which
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disintegrates rapidly in the oral cavity of a patient
after adm nistration, w thout chew ng."

Do you see that?

A | do.
Q Is this definition of an orally disintegrating
t abl et consistent with how a person of ordinary skill in

the art woul d have understood an ODT in the year 2009?

A | believe it is.

Q. And | see that the definition refers to the
oral cavity.

Wul d that be the mouth, in, basically,
| ayman's terns?

A That's correct.

Q I'd like to take a | ook at anot her description
of an ODT, specifically the description found in the FDA
gui dance and take a |l ook at that, so would you m nd
turning with me in your binder to Exhibit 1005, and | et
me know when you' ve arrived there.

A Okay.

MR. LUMAN: For the record, I'll state that
Exhi bit 1005 is a docunent entitled "CGuidance for
| ndustry, Orally Disintegrating Tablets."
Q. Dr. Davies, are you fam liar with Exhibit

10057
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Q Woul d you turn with me to page 2 -- |'m going
by the nunbers at the bottom of the page -- and can you
l et me know when you've arrived.

A " mthere, thank you.

Q Thanks.

| see there's kind of, halfway through the
page, a header Roman nuneral 111, Discussion.

Do you see that?

A. | do.

Q. And then the first sentence of section 3 says:
"As briefly discussed in section 2, an ODT has
previ ously been distinguished as a separate dosage form
because of the specific, intended perfornmance
characteristics of such a product, which are rapid ora
di sintegration in saliva with no need for chew ng or
drinking liquids to ingest these products.”

The next sentence: "These characteristics,
which are an aid to patient use and conpliance, are the
primary characteristics that constitute the basis for
classifying a product as an ODT."

Do you see those two sentences?

| do.
Q. Is the description here consistent with how a
POSA, a person of ordinary skill in the art, would have

understood an ODT in the year 20097
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A | believe it is.

Q. The second sentence, it talks about primry
characteristics. It says: "Primary characteristics
that constitute the basis for classifying a product as
an ODT."

Do you see that?

| do.

Q And | understand those primary characteristics
refer to the previous sentence, which would be "rapid
oral disintegration in saliva with no need for chew ng
or drinking liquids to ingest these products.™

Woul d you agree or disagree with ne on that?

A. | think it does refer to that. And as | say,
these are an aid to patient use and conpli ance.

Q. When you say these are made for patient use
and conpliance, is that ODTs you're referring to that
are made for patient use and conpliance?

A. | actually said "which are an aid to patient
use and conpliance.”

So the primary characteristics of rapid oral
disintegration is saliva, no need for chew ng or
drinking liquids to ingest these products. In other
words, so that they can be swallowed, or are an aid to
patient use and conpliance.

Q Thanks for the clarification.
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So that description refers to rapid oral
disintegration in saliva, and 1'd like to explore the
part about the saliva there.

So ny understanding of how an ODT works is
that the patient's saliva contacts the ODT, and that
causes the ODT to disintegrate rapidly in the oral

cavity, is that correct?

A When an ODT is placed in a patient's nouth, in
their oral cavity, it will cone in contact with saliva,
whi ch contains water, and that water will contact the

ODT, and it will start to disintegrate rapidly. It wll
allow the drug to be dispersed in the saliva so it can
be absorbed system cally, and if it is not dissolved in
the mouth, it will be swallowed into the stomach so it
can be then subsequently absorbed in the rest of the d
tract.

Q. I want to follow up on the part about
di spersal in the saliva.

So the part of the ODT that's dispersed in the
saliva woul d be the excipients fromthe ODT and the
active ingredient fromthe ODT, is that right?

A That's correct.
Q. And when we refer to dispersion, we don't
necessarily nean dissolved, it could be that there's

still solid particulates there, is that correct?
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MS. AGARWAL: Objection to form

THE WTNESS: It depends on what you nean.
VWen the tablet -- when the ODT cones in contact with
saliva, it will break up. It will break up, allow ng
the particles within the tablet, both excipient and
drug, to be released into the saliva. The drug
particles on contact with saliva will start to dissolve,
and, therefore, they can start to be absorbed into the
bl oodstream t hr ough the nout h.
BY MR LUVAN:

Q l"d like to stay in Exhibit 1005. [If you can
turn back to page 1 with nme, and |l et ne know when you've
arrived there.

A. Yes. Thank you.

Q. | see kind of near the sort of bottom of the
page, Roman nuneral 11, Background.

Do you see that header there?

A | do.

Q And |'m | ooking at the second sentence of the
background section on page 1 of Exhibit 1005.

It says: "The products are designed to
di sintegrate or dissolve rapidly on contact with saliva,
thus elimnating the need to chew the tablet, swallow an
intact tablet, or take the tablet with liquids."

Do you see that?
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A | do.

Q And then the next sentence: "This npde of
adm nistration was initially expected to be benefici al
to pediatric and geriatric patients, to people with
conditions related to inpaired swallow ng, and for
treatment of patients when conpliance may be difficult
(e.g., for psychiatric disorders.)"

Do you see that?

A. | do.

Q. I"minterested in the portion about ODTs being
expected to be beneficial to people with conditions
related to inpaired swall ow ng

Can you explain why ODTs were expected to be
beneficial to people with conditions related to inpaired
swal | owi ng?

A. So it talks in the context of pediatric and
geriatric patients where there may be difficulty in
t hose patients in swallow ng.

Equally, there may be individuals who find it
difficult to swallow tablets, and therefore, ODTs are
used in those cases because, obviously, you want the
treatnment, you want the patient to get the drug into the
bl oodstream so that it can have a clinical effect, and
in doing so, an ODT overcones that conpliance problem

because, when placed in the nouth, it disintegrates and,
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as | discussed, it dissolves rapidly on contact with
saliva, allowing the drug to be absorbed into the

bl oodstream very qui ckly, and also for the drug which is
not di ssolved to be swallowed and then go through the G
tract, into the small intestine and stomach, and be
absorbed into the bl oodstreamthere.

Q So is it fair that an ODT is beneficial for
pati ents who have inpaired swall owi ng, as conpared to an
alternative tablet that needs to be swallowed? 1s that
a fair way to look at it?

M5. AGARWAL: (Objection. Form

THE WTNESS: | don't quite understand your
gquestion, but if you' re saying that the pediatric and
geriatric patients, patients where conpliance is
difficult, and al so patients where they have a
difficulty swallowi ng tablets, then an ODT is an
alternative and ensures that you can get the drug into
t he bl oodstream absorbed into the bl oodstream and have
its clinical effect.
BY MR. LUMAN:

Q What type of conditions do peopl e have that
are related to inpaired swall ow ng?

A There nay be people who have a problemin
swallowing. |I'mnot a clinician in that sense, so I'm

just aware that for those patients that present with a

Page 20

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




© 00 N oo o0 b~ wWw N P

N N N N NN P P P P P P PP PR
o A W N B O © 00 N O O b~ wWw N +—» O

probl em of inpaired swallow ng, then an ODT, which
rapidly disintegrates in the saliva, is a good
alternative for those individuals to ensure that they
can get the drug absorbed into their bl oodstream

Q Okay. Would you mnd turning back with me to
Exhi bit 1001, and |let nme know when you have arrived
t here.

A. Yes.

Q l'd like to turn to colum No. 1 of Exhibit
1001. Can you let nme know when you've arrived there.

A. Yes.

Q In colum 1, there's a header, Background of
the I nvention.

Do you see that?

A | do.

Q Starting at line 21, there is a description
t hat includes eosinophilic esophagitis.

Do you see that?

A | do.

Q Are you famliar with eosinophilic
esophagitis?

A. I am

Q And the text indicates that eosinophilic
esophagitis is abbreviated as EE, is that right?

A. That's correct.
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Q |'ve al so seen eosinophilic esophagitis
abbrevi ated as EoE.
Wuld it be okay with you if sonetinmes | refer

to eosinophilic esophagitis as EoE?

A Yes.
Q When did you first beconme aware of EOE?
A. | don't recall when | becane aware. 1|'ve been

aware of it for quite sone tine.

Q. Have you been aware of EOE since before you
began working on this case?

A Yes.

Q Do you recall how you becane aware of EoE?

A. Just through ny general reading and work. My
background is in pharmacy and pharmacol ogy, so for that
reason, | am aware of this condition

Q Are you famliar with the synptons of EOE?

A. Well, 1 was, and the patent teaches you that
it's painful, leads to difficulty in swallow ng and
predi sposes patients to food inpaction and ot her
conplications.

Q Wth respect to difficulty swallow ng, do you
know if that's a major or m nor synptom of EOE?

MS. AGARWAL: bjection. Form
THE WTNESS: | know it's one part.

BY MR. LUMAN:
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Q Do you know how commonly reported difficulty
swal | owi ng i s anongst patients with EoOE?
MS. AGARWAL: Objection. Form
THE WTNESS: Again, | just knowit's one of
t he synptons of EE, or EoE.
BY MR LUMAN:
Q Do you know if difficulty swallowing is the
nost common synptom of EOE?
M5. AGARWAL: (Objection. Form
THE WTNESS: Again, |I'ma forrmulator, and the
formulator -- I'mfromthat background, and also from ny
phar macy background, | know that it's one of the
synptons of EE, or EOE.
BY MR LUMAN:
Q I'"d like to continue |ooking in Exhibit 1001
w th you.
Woul d you turn with ne to the clains, which
begin in colum 18. Can you let ne know when you arrive

at columm 18.

A. Yes.

Q Do you see Claim1l in colunmm 187

A. Yes.

Q. Claiml recites: "An orally disintegrating

solid pharnmaceutical conposition.”

Do you see that?
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A. That's correct.

Q. And it requires a corticosteroid and a
disintegrant. It has to disintegrate within 60 seconds.
| want to look at the last limtation,

starting in line 30.

Do you see that last limtation in |ine 307
A. Yes.
Q So that says: "Wherein upon adm nistration,

the corticosteroid is deposited topically in the upper
gastrointestinal tract."

I'"d like to understand how this orally
di sintegrating solid deposits the corticosteroid in the
upper gastrointestinal tract.

So ny understanding is that upon
adm nistration, it's the patient's saliva that causes
the orally disintegrating solid to disintegrate in the
oral cavity.

Do | have that right, or would you say it
differently?

M5. AGARWAL: (Objection. Form

THE WTNESS: It's three different questions.

Do you m nd breaking it up so that | can
answer it?
BY MR. LUMAN:

Q Yes. Let's try it this way.
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How does the orally disintegrating solid
deposit the corticosteroid in the upper gastrointestinal
tract?

A Well, the inventors show -- they claimin this
claimto use an ODT for the first tinme such that when it
was exposed to the saliva, the ODT broke it up within 60
seconds, and they are showi ng that that ODT -- when the
drug is both in the saliva, absorbed in saliva, and al so
drug particles are present within the saliva and the
rest of the excipients are present within the saliva,
upon swallowi ng that, it's admnistered topically in the
upper gastrointestinal tract, and they claimthis is
essentially the first tinme an ODT had been used for a
topi cal adm nistration as opposed to systemc.

Q. I"d like to follow up on the saliva portion of
your answer.

What volume of saliva is required to dissolve
the orally disintegrating solid so that the
corticosteroid is deposited in the upper
gastroi ntestinal tract?

MS. AGARWAL: bjection. Form

THE WTNESS: It wll be a volune,
typically -- | would agree with Dr. Parr. |t would be
about 1 or 2 mls in that situation, the tablet wll

break up and the drug will start dissolving and the
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particles of the drug will be in the saliva, along with
the excipients, and on swallow ng, it would deposit --
this is showng for the first time that you could use
this approach to deposit the corticosteroid topically in
t he upper gastrointestinal tract.

BY MR LUMAN:

Q So a volune of about 1 to 2 miIliliters of
saliva would be sufficient to dissolve the orally
di sintegrating solid for the corticosteroid to be
deposited in the upper gastrointestinal tract, is that
right?

A. Not quite. The 1 to 2 mls would be
sufficient for the disintegration and starting the
di ssolution of the drug. So it dissolves, and drug
particles would be deposited topically in the upper
gastrointestinal tract, and the drug would continue to
di ssolve fromthe particles topically.

Q And a volunme of 1 to 2 mlliliters of saliva
is sufficient for allowing the corticosteroid to be
deposited topically in the upper gastrointestinal tract?

A Well, the volume clearly is sufficient volune
such that the drug would be deposited topically in the
upper G tract. You know, that's what the inventors are
teaching you, that they have devel oped a fornul ation for

the first time which can deposit the drug topically in
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t he upper gastrointestinal tract.

One woul d not expect an ODT to be able to do
that, but they are showing it has, and it's the first
example I'"m aware of, of ODT being used topically in the
upper gastrointestinal tract.

Q And | just wanted to follow up on the vol une
from your previous answer.

Is the volune of saliva, 1 to 2 mlliliters,
that's sufficient for depositing the corticosteroid in
t he upper gastrointestinal tract with an ODT, or is
there a different volunme that you need in order to
deposit the corticosteroid in the upper gastrointestinal
tract?

A. As |"'msure we'll go on to talk about, it uses
8 to 12 mls of aliquid fornmulation to treat and
deposit topically in the upper gastrointestinal tract.

As we will discuss, |I'msure, later, Dohi
shows that you can use a liquid fornulation of about 8
to 12 mls of a particular viscosity to deposit the
corticosteroid topically in the upper gastrointestinal
tract. That's why it's surprising and innovative that
the inventors have shown that you can use an ODT,
because as Dr. Parr has indicated, and | agree with him
typically, you would have around 1 to 2 mls of saliva

available in the circunstance for an ODT, but the
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i nventors have shown that this is an effective way to
treat, and they have a nmethod claim as |I'm sure you
know, Claim29 for the treatnent of an inflanmmtory
condition using this fornul ation.

Q Well, let's take a | ook at Cl aim 29.

Woul d you please turn there. That's in colum
20.

So Claim29 is a nmethod for treating an
inflammatory condition, and it uses the conposition
according to Claim 1.

Do you see that?

A | do.

Q. Wuld 1 to 2 mliIliliters of saliva be
sufficient for the orally disintegrating solid of
Claiml to treat an inflammatory condition of the
gastrointestinal tract, as set here in Claim29?

MS. AGARWAL: Objection. Form

THE W TNESS: Again, clearly, the patentees
are claimng that they can use the ODT for the first
time for the topical delivery of the corticosteroid for
treating an inflammtory condition of the G tract. And
| agree with Dr. Parr, typically, you would have 1 to 2
mls of liquid of saliva in the nouth at the tinme you
t ook an ODT, and therefore, the inventors have shown and

are claimng that they can treat the upper
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gastrointestinal tract by depositing the corticosteroid
using that ODT formulation. |It's the first tinme someone
has done this using an ODT as a topical adm nistration
in the upper G tract.

BY MR. LUMAN

Q Can you | ook down at Claim31 with me. That
one is "wherein said condition is eosinophilic
esophagitis, EOE. "

Do you see that?

A | do.

Q Wuld 1 to 2 miIliliters of saliva be
sufficient to use the orally disintegrating solid of
Claim1l to treat EoE according to Claim 31?

MS. AGARWAL: (bjection. Form

THE WTNESS: Well, the patentees are claim ng
the ODT in colum 1 can be used once it disintegrates --
one that disintegrates within 60 seconds using the USP
di sintegration test for the deposition of the
corticosteroid topically in the upper G tract.

Dr. Parr has said 1 to 2 mls of saliva would
be present and that would allow the ODT to break up and
di ssol ve sone drug and al so have sone drug particles and
exci pi ent present and be deposited in the upper G
tract. And that's what the patentees are claimng is

sufficient, because they claima nethod for treating the
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condition of the inflammtory condition of the G tract,
whi ch include the system c eosinphilic esophagitis, or
EE.

Q. Looking at Claim 31, condition is EoE.

When the solid orally disintegrating
conposition m xes with the patient's saliva, does that
resulting suspension formed fromthe saliva mxing with
the ODT -- does that need to coat the esophagus to treat
EoE?

MS. AGARWAL: bjection. Form

THE WTNESS: Well, it's been deposited
topically in the upper gastrointestinal tract, i.e., the
esophagus. And that provides the nethod of treatnent,
it alleviates the inflammatory condition of the
eosi nophilic esophagitis, or EOE.

BY MR, LUMAN

Q. In order to alleviate the inflammtory
synpt ons of EOE, does the solid conposition m xed with
the patient's saliva need to coat the esophagus?

M5. AGARWAL: (Objection. Form

THE W TNESS: Yes. That question doesn't
qui te nmake sense.

If you nmean the ODT, on contact with saliva,
breaks up rapidly, and that saliva, which contains the

drug, dissolved drug, drug parcels, which are
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di ssolving, and also the excipients, that coats or is
deposited, rather, topically in the upper
gastrointestinal tract, and that is because this is, for
the first time, not with any system c event, as the
Claim1 says, but a topical event.

BY MR LUMAN:

Q And when the saliva m xes with the dissol ved
drug fromthe orally disintegrating solid, does that
need to coat the entire esophagus or does it need to
coat part of the esophagus or does it have to coat any
of the esophagus in order to alleviate the synptons of
EoE?

MS. AGARWAL: Objection. Form

THE WTNESS: Well, | don't think there's any
guestion. Let's start again.

The ODT, on contact with saliva, breaks up
rapidly, releasing the drug and the excipients. Some of
the drug will be dissolving, sone of the drug will still
be drug particles. When that's swallowed it will be
deposited topically in the upper gastrointestinal tract,
and this -- and the patentees are saying, by that
depositing in the esophagus, it really provides a nethod
of treatnment of that inflammtory condition, EOE.

BY MR. LUMAN:

Q | want to get in what you said about it
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depositing into the esophagus.

Does that depositing in the esophagus require
coating the esophagus or not?

A Depends on what you nmean by "coating the
esophagus,” but clearly, the claimis to the ODT, which
is broken up in the saliva, and the dissolved drug and
the drug in the saliva, which is swallowed, will then be
deposited topically in the esophagus. And that has been
shown to provide relief. It's using 8 to 12 mls of a
vi scous solution. That solution was claimed to provide
relief.

Q As part of your answer, you'd nentioned it
depends on what | mean by "coating the esophagus,” and
you brought up Dohil.

So do you have an understandi ng of when Dohi
brings up coating the esophagus? Does it have to coat
the entire esophagus or just part of the esophagus? Do
you have an understandi ng of that?

M5. AGARWAL: bjection. Form

THE W TNESS: Again, Dohil clainms to provide
sufficient coverage such that you get relief, you're
able to treat. The sane as with the ODT. For the first
time, it has been shown, using an ODT, that it can
deposit topically in the upper G tract, the esophagus,

such that you can treat EoE sufficiently.
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BY MR, LUMAN
Q. How woul d we know if it's been sufficiently

deposited to treat EoE? |Is that 100 percent coverage of
t he esophagus, or sonething just sufficient to treat an
i nfl anmed area? Can you provide some nore information on
what you nmean by "sufficiently deposited to treat EoOE"?

M5. AGARWAL: (Objection. Form

THE W TNESS: Again, the patentees are
claimng, in 29, a nethod for treating an inflammtory
condition, like EoE, which is claimed in 31. So if
you're treating it -- in other words, you're providing
relief fromthat inflanmatory condition, you are, by

nature, adm nistering sufficient corticosteroid and

depositing it topically in the upper G tract, i.e., the
esophagus.

Q I'd like to talk about the saliva volune for a
m nut e.

Wul d you agree that a person typically has 1
to 2 milliliters of saliva in their oral cavity at any

given tinme?

A In that order. Maybe a little less, but it
woul d be of that order. Yes, |I'd agree.
Q. Are you aware that a person's saliva

production rate can increase when stimulated by having a

solid conposition in soneone's nouth?
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A. Again, it depends on the context, you know.

It depends on the context. |If there's food in your
mout h, then you may very well get saliva stinulation.

Q. How about if you place an orally
disintegrating tablet in the nouth, would that increase
a person's saliva production?

A. | guess the ODTs rapidly begin breaking in the
mouth. So it will rapidly disintegrate within seconds,
certainly within 60 seconds. They did a disintegration
test, allowing the drug to be released, and it will be
rel eased into the saliva, which, when swallowed, wll,
for the first tinme, admnister the drug topically to the
esophagus.

Q That process of the ODT rapidly disintegrating
in the patient's saliva, does that process tend to
i ncrease the patient's saliva production rate?

MS. AGARWAL: Objection. Form

THE WTNESS: | guess |I'd agree with Dr. Parr
that you're going to have about 1 to 2 mls of saliva
when the ODT is breaking up and dissolving in the nouth.
BY MR LUMAN:

Q So your position is that there's going to be 1
to 2 milliliters of saliva to dissolve an ODT regardl ess
of any increase in the patient's saliva production rate

that's due to stinulation by the ODT, is that fair?
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MS. AGARWAL: (bjection. Form

THE WTNESS: Not quite. It's -- you wll

get -- when the ODT breaks up on contact with the saliva
in the nmouth, it will disintegrate and the drug wll
start to dissolve, and on swallow ng, that will contain

bot h di ssol ved drug, drug particles, which will deposit
in the esophagus topically. A topical adm nistration.
BY MR LUMAN:

Q. I want to focus on the patient's saliva
production rate.

Do you have an opinion if a patient's saliva
production rate will increase, decrease or stay the sane
when an orally disintegrating tablet is placed in a
patient's nouth?

A. | think there will be, certainly, 1 to 2 mls
when an ODT is placed in the mouth. And, | guess -- and
|"ve said it in nmy report, that you -- you know, the
amopunt of saliva production will depend on the -- can
vary, it can depend on the disease state of the patient,
it depends on many factors.

And | use that comment, you know, that this
clearly -- this ODT clearly works, despite the fact that
you're using an ODT for the first time for topical
adm ni strati on.

So I"'mcontrasting that with what prior art
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knew using a viscous solution of a defined 8 to 12 m s
vol une where everything was predissolved, and still, the
ODT, in sonme ways, surprisingly, has been shown to work
and treat, topically, EoE.

So whether you have 1 to 2 mls or whether
that varies anongst patients, or it varies in ternms of
the -- you know, to sone extent, you know, that adds to
the surprise of the invention, because you're not having
a predefined volunme of liquid, which the prior art
taught you worked with an ODT. You have all these
vari ables, both inter and intrapatient, and yet, it's
effective for treatnent of EoOE by topically
adm ni stering the corticosteroid in the esophagus.

THE W TNESS: We have been going for about an
hour and five m nutes.

Wuld you mind if we took a brief break?

MR. LUVAN. Yes. Wuld you like five m nutes?
Ten m nutes? Do you have a preference?

THE W TNESS: Say, ten m nutes.

Wul d that be okay?

MR. LUMAN:  Yes. W'l be back at 6:17. |
suppose that's 17 after.

(A short recess was taken.)

BY MR. LUMAN:

Q It's now 17 after, and we are back on the
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record.

| wanted to follow up on your previous answer
where you had said that a patient's saliva production
rate depends on many factors.

s one of the factors that increases the
patient's saliva production rate the presence of an ODT
in the patient's nmouth?

A Well, I've said that | agree with Dr. Parr,
t hat when the claim-- already disintegrating
conposition disintegrates in 60 seconds, which Dr. Parr
has admtted would only produce 1 to 2 mls of liquid, I
then go on to nmy report. | think it's in paragraph 106.
| tal k about various factors inpacting saliva production
of a patient.

And that the anmount of |iquid generated when
follow ng the adm nistration of the ODT is unpredictable
and variable. And also, the viscosity could not be
controlled. And | say that because it is surprising,
based on the prior art, Dohil, that an ODT -- to ne, and
| think to a person of ordinary skill, that an ODT woul d
work. So there are various factors inpacting saliva
production of a patient. And it has been shown to worKk.

Q. | want to take a | ook at page 106 of your
declaration, | reference Exhibit 1007.

Looki ng at the sentence that brings up
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unpredi ct abl e and vari abl e.
Do you see that sentence?
It's kind of the bottom of page 46.

A Yes.

Q When you say that the amount of liquid
generated is unpredictable and variable, is 1 to 2
mlliliters the m nimum amount of |iquid generated in
t he nmout h?

M5. AGARWAL: (Objection. Form

THE WTNESS: | think | agree with Dr. Parr,
that he says that, on ingesting -- on taking, sorry, an
ODT, disintegrating in 60 seconds, will produce 1 to 2
mls of liquid saliva.

But | go on to say that the various factors
i mpacting saliva production in a patient may vary. It
equal ly could be smaller than that, or larger. Because
it would depend on age, tinme of day, hydration, disease.
There are various factors that could conme into play
here. And | amcontrasting that with Dohil, where
there's a predefined, ready-made up liquid of a defined

vol une and viscosity.

BY MR LUMAN:
Q. | didn't see any citation to a supporting

reference in paragraph 106 for your opinion that the
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amount of liquid generated is unpredictable and
vari abl e.

Do you care to conment on why there's no
citation there?

A Well, | think a person of ordinary skill would
know that. | think a person of ordinary skill would
know t hat the amount of |iquid generated in the nmouth
foll owi ng adm nistration of an ODT is unpredictable and
variable. They would have to understand that fromtheir
own personal experience.

The amount of saliva in your nmouth does vary,
and that contrasts significantly with the predefined
vol unme of Dohil, that liquid forrmulation, and I am
saying that, you know, that makes it, to ne, all the
nore surprising that an ODT works. And |I'm saying
Dr. Parr does not comment on that.

Q. I's your opinion that the anmount of |iquid
generated is unpredictable and vari abl e based on your
experience with nonitoring a patient's saliva production
rate after they have been adm nistered an orally
di sintegrating tablet?

M5. AGARWAL: (Objection. Form

THE WTNESS: Sorry, | don't understand the
guesti on.

' msaying that a person of ordinary skil
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woul d understand that the anount of |iquid generated in
the mouth follow ng adm nistration of an ODT is
unpredi ctabl e and variable, and I think that's a really
i nportant point in ternms of the surprise that this ODT
does work, because, in Dohil's case, you have a
formulation, which is found to be clinically effective,
where you have a predefined volunme of viscosity,
whereas, | would not expect the sane viscosity, volune,
et cetera, with an orally disintegrating tablet. So you
have woul d no reasonabl e expectation of success in using
t hat ODT.
BY MR LUMAN:

Q. Let's turn to a different topic. 1'd like to
tal k about | ozenges for a few m nutes.

Woul d you mnd turning in your declaration to

t he 2007, to paragraph 83, and |let ne know when you have
arrived.

A. Yes. Thank you.

Q " m | ooki ng about hal fway through paragraph
83, there's a sentence that states "I'm al so not aware
of any fast or quick dissolving | ozenges."

Do you see that?

Yes.
Q. Is that still true, as you sit here today?
A. Yes, | am not aware, nor is -- was Dr. Parr at
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the tine aware of a fast-dissolving | ozenge. And |
think a person of skill would understand, when the term
"l ozenge" is used, is that the | ozenge is dissolving, it
just sits in the nouth to be sucked, and the drug is
rel eased slowmy over a period of time. That would be a
surface drug, and it would be rel eased quickly.

Q Did you | ook for any rapidly dissolving

| ozenges in the prior art?

A | do not know of any rapidly dissolving
| ozenges. |'ve been teaching and researching this field
for 35 years, and | do not know -- equally, there's

citations that Dr. Parr cites that describes the

| ozenges to be placed in the nouth and be sucked, and
they stay in the nouth. That's conpletely different to
ODT.

Q | understand that you don't know of any
rapi dly dissolving | ozenges, but ny question was: Did
you | ook to see if there were any rapidly dissolving
| ozenges in the prior art?

A | am not aware of any. You know, |'m | ooking
at this fromthe perspective of a person of ordinary
skill, and | believe the person of ordinary skill would
understand the text of Aulton, and other texts,
dictionary definitions, and they'd understand if a

docunent says a | ozenge, and doesn't -- you know, they
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woul d understand that a | ozenge is a type of fornulation
that's designed not |ike an ODT, but to erode slowmy in
t he mouth, releasing the drug.
Q. | understand that you're not aware of any

rapi dly dissolving | ozenges.

My question is: Did you look to see if there
are any in the prior art?

MS. AGARWAL: Objection. Form

THE WTNESS: | did not see any rapid -- |
have not seen any rapidly dissolving | ozenges, to ny
know edge, over 35 years. So | took the face val ue of
the lozenge as it's used in Dohil. And | agree wth
Dr. Parr, I'mnot aware of any, or any commercial ones.
BY MR, LUMAN

Q. When you said you did not see any rapidly

di ssolving | ozenges in the prior art, did you use any
search terns to look into the prior art for rapidly
di ssol ving | ozenges?

M5. AGARWAL: bjection. Form

THE WTNESS: Again, | relied on ny experience

and | relied on ny know edge, and | also think that's

what a person of ordinary skill would understand, that a
| ozenge does not dissolve rapidly, like an ODT. So |
relied on ny know edge. | relied on textbooks, | relied

on standard references, dictionary, reviews, to cone to
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that review. Because | believe that is what a person of
ordinary skill, if they saw a | ozenge, woul d under st and.
BY MR. LUMAN

Q. So you did not do a search of the literature
for rapidly dissolving | ozenges using search ternms or
anything like that, is that fair?

A. | did not search because | know what a | ozenge
is meant -- what | ozenge neans. And a | ozenge does not
di ssolve rapidly like an ODT. And, you know, | agree
with Dr. Parr. He can't identify any fast dissolving
| ozenges. |If he had found such fast dissolving | ozenge,
| " m surprised that he did not show them And he al so
said he wasn't aware of any comrercially avail able ODTs
which were | ozenges, or simlar tablets.

Q. VWay didn't you do a literature search for
rapi dly dissolving | ozenges when you put together your

opi nion for this case?

A. It's a contradiction of terns. |t goes
agai nst everything that a person of ordinary skill would
understand. A person of ordinary skill, when reading
about a | ozenge, would understand that it does not -- is

not designed to dissolve rapidly like an ODT. A |ozenge
is meant to be placed in the nmouth and sucked, and
surface drug will be released rapidly, but then

gradually. As the |ozenge dissolves, drug is rel eased.
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That's what a person of ordinary skill would understand.

And why woul d you make a fast dissolving
| ozenge?

It's a contradiction of terms. |It's for that
reason | relied on nmy know edge for ny opinion and, you
know, that's, | believe, what a person woul d understand.

Q | take it, you'd be surprised if |ozenges that
di ssolve within 60 seconds in a patient's nouth were
known in the prior art.

Is that fair?

A Not only would | be surprised, Dr. Parr would
be surprised. He couldn't identify any fast dissolving
| ozenge of any commercially avail able ODTs, which
constitute | ozenges.

Q. You just brought up commrercially avail able
ODTs.

Is it your opinion that you would have to have
a comercially available, rapidly dissolving | ozenge in
order to justify Dohil's description of a rapidly
di ssol ving | ozenge?

MS. AGARWAL: bjection. Form

THE WTNESS: |'mnot saying that. [|'m saying
that Dr. Parr could not denonstrate there were any
comrercially avail able ODTs constituting of | ozenges.

Equally, he was not able to identify any fast dissolving

Page 44

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

| ozenge. So in the context of sonebody readi ng Dohil,
sonebody readi ng Dohil would understand that a | ozenge
is a | ozenge, and, you know, they are using that
description, and that description is the antithesis of
an ODT.

When you | ook at Dohil, they say, for patients
that may have difficulty with a dissolving | ozenge, the
| ozenge may be ground or otherw se dissolved in a snal
volunme of water. Clearly, if it was on ODT, you woul d
not need to grind it up. If it was an ODT, it would
rapidly disintegrate, but it doesn't.

And a | ozenge, because it stays in the nouth
for a longer period of tinme, will generate the kind of
vol unmes that one would expect, anticipate in generating
t he kind of volune of saliva containing the drug, which
are nmuch nore conparable with Dohil's 8 to 12 mls. And
they tal k about dissolving in a snmall volune of water,
for exanple, reaching a total volunme in the enbodi nent
herein within Dohil -- in other words, the 12 ms.

BY MR. LUMAN:
Q | understand that you didn't do a search of
the prior art for rapidly dissolving | ozenges.

How about including references of today, in
t he year 2025? Have you ever seen a rapidly dissolving

| ozenge anywhere in the literature?
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A. Again, |ook, Dr. Parr -- | have not seen
citations in relation to that. All the reviews that
Dr. Parr brought forward about ODTs, ODTs that he used
for system c adm nistration of drugs, all those reviews
do not cite a fast dissolving |ozenge. And they cite
all kinds of different forrmulations for -- you know,
essentially to being rapidly disintegrating formul ations
in the mouth. Not one of themin that reviews -- in
t hose reviews, in those docunents, talk about a fast
di ssol vi ng | ozenge.

So if a person of ordinary skill knew about
the fast dissolving |ozenge, why isn't it in all those
mul ti pl e publications that Dr. Parr brought forward
about ODTs?

Because a person of ordinary skill would
understand the term "l ozenge" neans exactly what it was.
And even when sone of those, |ike Danckwerts, who talks
about different fornulations for oral -- for delivery to
the mouth. He tal ks about those ODTs and equi val ents,
but when he tal ks about | ozenges, he tal ks specifically
about | ozenges which are designed, as the person of
skill in the art would know, w thout a disintegrant so
that they slowy, slowy dissolve in the nouth,
rel easing the drug over a period of tine.

That's ny point.
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Q We'll be here for a long tine today if you
can't answer my questions.
So ny question was: Have you ever seen a
rapi dly dissolving | ozenge anywhere in the literature?
A. | have not seen a rapidly dissolving | ozenge
in the literature, nor have | seen it in all the
publications that Dr. Parr put forward illustrating ODTs
for the system c absorption of drugs.
Q. I n your previous answer, you brought up sone
of the review articles that Dr. Parr cited, and so stil
i n paragraph 82 of your declaration, do you see the
citation to Exhibit 10177
It's kind of -- yeah. [It's highlighted on the
screen.
A. Yes, | do.
Q Ckay. Would you please turn in your binder to
Exhi bit 1017.
MR. LUVMAN:. For the record, I'lIl say Exhibit
1017 is a docunent entitled "Intraoral Drug Delivery - A
Conparative Review," and the author's last nane is
Danckwerts.
Dr. Davies, |I'"mgoing to assune you have sone
fam liarity with this docunent, is that okay?
A. Yes.

Q Pl ease turn to page 181
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Yes.
Q. Let's see. Looking at -- on the right colum

there's a header, 2.3, "Solid Intraoral Drug Delivery

Systens. "
Do you see that?
| do.
Q Al right. The first sentence of that section
says: "Oral |ozenges have been used for nmany years and

have proved to be a very popular drug delivery system
for treating local nmouth di seases and sore throats."
Do you see that?

A | do.

Q. And woul d you agree with what the author
wrote, that |ozenges are typically for topical drugs
that treat |ocal nmouth diseases and sore throats?

A. | agree that they are a very popul ar drug
delivery systemfor treating |ocal nouth di seases and
sore throats.

Q Can you explain a little bit how a | ozenge
woul d typically treat a sore throat?

A A lozenge will be taken into the nmouth, it
will be held in the mouth, and it will gradually -- it
will release drug fromthe surface of the | ozenge, and,
in that sense, the drug will be in saliva, and then over

a period of tine, the |ozenge will gradually erode and
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di ssolve fromthe surface releasing nore of the drug.
The drug being in the saliva provides relief in the
mouth and in the throat.

Q. Is the relief provided by the drug because the
drug contacts the nmouth and the throat?

A. It could be that the drug is both acting
topically and al so systematically, correct, in that

context, but, you know, it's released over a period of

time. It's not |ike an ODT where it's taken and it
disintegrates rapidly in the nouth. |It's not intended
for that. It's intended to be slowy releasing the drug

over a period of tine.

Q. Does the patient's act of swallow ng have any
mechani sm for providing the relief to the patient? Can
you comment on that at all?

MS. AGARWAL: Objection. Form
BY MR LUMAN:

Q The first sentence indicates that the | ozenge
is a popular drug delivery systemfor treating nouth and
| ocal sore throats.

Does the patient swallow ng the saliva m xed
with the drug have anything to do with how the | ozenge
treats the nmouth di sease and sore throats?

M5. AGARWAL: (Objection. Form

THE WTNESS: It depends on the context,
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doesn't it?

But it goes on to say, in the third sentence:
"The drugs that have traditionally been used have very
few system c adverse effects, and there has never really

been concern about the amount of drug swal |l owed by the

patient.”
| don't know if that answers your question.
Clearly, if it's in the nmouth, as it goes on
to say, nore potent drugs -- they are mainly used for

their quicker intraoral absorption properties.

In other words, the | ozenge is kept in the
mout h over a period of tinme, the drug dissolves, and
it's absorbed within the oral -- the blood streamthat
serves the oral cavity, providing quick absorption of
t he drug.

BY MR, LUMAN

Q. When the drug is absorbed in the oral cavity,
is that treating the nouth disease, or is that also
treating the sore throat?

A Well, in the context of the |ast section, |ast
sentence, they talk about nore potent drugs. And in
that context, that's where a | ozenge is useful because
it can be held in the nouth, gradually releasing the
drug, and the drug is being nore quickly absorbed

t hrough the bl ood vessels of the nmouth as opposed to,
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say, waiting for the drug to get down to the small
i ntestine.

Clearly, for treatnent of |ocal nouth diseases
and sore throats, the drug is present locally so that it
act locally in the mouth and sore throat, as well as
potentially bei ng absorbed.

Q When the | ozenge is treating the sore throat,
does the patient's act of swallow ng help deliver the
drug to the throat? 1Is that fair?

MS. AGARWAL: bjection. Form

THE WTNESS: Again, there may be -- it
depends where the sore throat is and whether it's within
t he back of the nouth or whether it's further down in
the throat. But clearly, swallowing froma | ozenge over
a prolonged period of tinme, in that context, may help.
The | ozenge is designed to be sucked over a period of
tinme.

BY MR. LUMAN

Q | want to | ook at the next sentence in section

2.3 on page 181 of the Exhibit 1017.

Can you turn with ne there.

A. Yes.
Q. Al right. That sentence says "Mdst" -- it's
referring to | ozenges -- "Most | ozenges are manufactured

as candy type | ozenges or tablets w thout
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di sintegrants.”
Do you see that?
A | do.
M5. AGARWAL: Objection. Form
THE WTNESS: It also goes on to say "are
i ntended to be sucked by patients.”
BY MR. LUMAN:
Q Are you aware of any | ozenges that are nmade
with disintegrants?
A Typically, as it says here, nobst are not used
with disintegrants. But even if they were to include a
smal | anmount of disintegrant, it wouldn't be designed --
it would still be designed to be present and sucked by
the patient in the nmouth. And |I'mtal king about the
| ozenge. But npbst are not made with disintegrants
because that's not the point. The point is that they
gradual |y di ssol ve over a period of tinme, releasing the
drug, providing relief.
Q Are you aware of any | ozenges that are nmade
with disintegrants?
A | am not aware of |ozenges that are made with
di sintegrants. | know nost are nade w t hout
di sintegrants, but even if they did include a small
anmount of disintegrant, they would still be designed as

a lozenge to be sucked over a period of tine, because
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that's, by definition, what they are neant to be doing.
They are neant to be releasing the drug over a period of
time by the patient sucking the | ozenge and gradually
eroding the | ozenge, actually releasing nore drug and
therefore providing relief. That's very different to an
ODT.

Q Can we |l ook at the third sentence in that
section. It says: "The drugs that have traditionally
been used have very few system c adverse effects, and
t here has never really been concern about the anount of
drug swal l owed by the patient."”

Do you see that?

A. | do.

Q Woul d you agree with the author that | ozenges
are traditionally used with drugs that have very few
system c adverse effects?

A. |'"d agree that locally, because you' re
treating with -- |I'd agree that typically those drugs
that are used to treat |ocal nouth di seases and sore
throats typically have few system c adverse effects, and
because there's enough locally to treat the condition,

t hey woul dn't have a concern about the anmount of drug
swal | owed by the patient.
But it changes when you use nore potent drugs,

as the next sentence indicates, and there, | ozenges,
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they are saying, can really affect the -- because they
can be used for their quicker oral absorption
properties. In other words, they get into the

bl oodst ream qui ckly, and continue to be delivered over a
period of tine.

Q Can you conmment on why drugs that are
traditionally used with | ozenges tend to have very few
system ¢ adverse effects?

A. It could be because many of those nmedicines
are avail abl e over the counter within a pharmacy, and
they can be used to treat |ocal nmouth di seases and sore
throats. That's what the authors are saying, and they
are -- | think, by contrast to the |ast sentence, they
tend to be less (inaudible). Mybe that's the reason
why. And al so because, you know, you're treating
| ocal ly.

So it's not as if you're putting in an tablet
such that it would be sonething that could break up in
t he stomach and then be absorbed in the stomach, or
primarily in the small intestine and having system c
effects. Here, you're | ooking at |ocal nouth diseases
and sore throats. So by releasing the drug slowy from
the | ozenge, the drug is -- a sufficient drug is acting
locally to have its effect as opposed to systemc

ef fects.
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Q Let's go back up to that first sentence again
about | ozenges have been very popular for treating |ocal
nmout h di seases and sore throats.

Do you see that one, the first sentence there?

A | do.

Q How about orally disintegrating tablets, are
you aware of orally disintegrating tablets that have
been used for treating | ocal nouth di seases or sore
t hroat s?

A | amonly aware of orally disintegrating
tabl ets which are used systematically. The drugs are
used systematically. |'mnot aware of ODTs being used
for topical adm nistration, particularly in the upper d
tract.

Q. Did you ook in the literature for any orally
disintegrating tablets that were used for treating |ocal
nmout h di seases or sore throats?

A Again, the ODT that |I'm aware of -- they are
primarily used for treating systemc activity, i.e., get
the drug dissolved, the fornulation disintegrates
rapidly, the drug gets into solution, and the drug gets
absorbed rapidly in the system c circul ation.

Q. So ny question was: Did you look in the
literature for any orally disintegrating tablets that

were used to treat |local nmouth di seases or sore throats?
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A. I was not aware of any that did. As | said,
the ODTs that were cited in the literature that Dr. Parr
cites are system c drugs, primarily, yeah.

Q. | understand you're not aware of any, but ny
question is: Did you ook to see if any ODTs in the
prior art were used to treat |ocal nouth di seases or
sore throats?

A ' m not aware because | don't think ODTs are
primarily used for that reason, and |I'm not aware
that -- | suspect, if they were, Dr. Parr would have
raised themin his research, and he didn't. So |I'm not
aware of them because ODTs would primarily be dissol ved,
getting system c absorption, getting rapid absorption of
t he drug through the oral nucosa, into the systemc
bl oodst ream

Q | understand you are not aware.

My question was: Did you |ook? Did you do
any searching to see if ODTs in the prior art were used
to treat |ocal mouth di seases or sore throats?

A | | ooked at the publications that Dr. Parr
cites, and they -- they concurred with nmy experience
about ODTs, which are for system c absorption. So | did
not look for the -- | wasn't aware of ODTs that are used
| ocally for topical treatnment, and I did not |ook for

t hem because all the indicia that | knew and the news
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that | knew, everything that Dr. Parr cites do not
denonstrate that ODTs are for system c absorption
particularly not for the treatnment of topical diseases
of the esophagus or the upper G tract.

Q VWhay didn't you do a search of the literature
for prior art of orally disintegrating tablets that were

used to treat | ocal mouth di seases or sore throats?

A The reasons |'ve described in ny previous
answers.
Q. Woul d you be able to search the literature for

orally disintegrating tablets that were used to treat
| ocal nouth di seases or sore throats?

MS. AGARWAL: Objection. Form

THE W TNESS: For the reasons |'ve descri bed,
my previous answer suffices. Equally, if Dr. Parr had
cone forward with an ODT which was for topical use in
the -- has been shown to be useful in the topical
adm ni stration of the drug in the upper G tract,
suspect we would have seen is that. He did not, because
he, like I, did not believe that ODTs have been used for

t hat application before.

BY MR LUMAN:
Q. Dr. Davies, do you have the capability to do a

prior art literature search for orally disintegrating

Page 57

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

tablets that m ght have been used to treat | ocal nmouth
di seases or sore throats?

A. Again, | refer to ny previous answer. | know
that if an ODT had been used for topical treatnent in
t he upper G tract, Dr. Parr would have cited it. |I'm
not aware of any publications, citations fromall the
literature that | have read of such an ability of
systen c application.

Q. My question was just sinply if you wanted to,
woul d you have the capability of doing a prior art
literature search for orally disintegrating tablets that
m ght have been used to treat |ocal nmouth di seases or
sore throats? Could you do that?

MS. AGARWAL: (bjection. Form

THE WTNESS: Again, |'ve answered that many
times. ODT are primarily, in ny experience -- ODIs |'ve
cited are for system c use. And that system c use could
mean absorption, that system c absorption could treat
all kinds of diseases, all kinds of conditions. |'m not
aware of these oral |ozenges they use to treat |ocal
nmout h di seases and sore throats in the way in which an
oral | ozenge works. An oral |ozenge works by slowy
rel easing the drug over a period of time, and | didn't
do that search for that reason

And for the reasons |'ve described in ny
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previ ous answer, because | agree with Dr. Parr, you
know, he could not find anything to that effect, and I
believe, if he had found anything to that effect, that
woul d be an interesting addition to his argunent, but he
did not.
BY MR LUMAN:

Q I understand you didn't do the search. [|I'm
just asking, if you could have done that search

Coul d you?

MS. AGARWAL: Objection to form

THE W TNESS: For the reasons |'ve descri bed
in nmy previous answers, | did not do that research.

BY MR. LUMAN:
Q | know you didn't do that research

" m asking, could you do it?

MS. AGARWAL: Sane objection.

THE W TNESS: Again, | can do searches if |
think that the issue would be addressed. | did not
think -- because of ny know edge of ODTs, all the
information that Dr. Parr said on ODTs, he discussed the
system ¢ absorption, and that system c absorption can
treat all kinds of things all over the body, including
the nmouth and throat.

BY MR. LUMAN:

Q When you said you can do searches, what kind
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of searches would you do? Wuld it be Google Schol ar or
sonet hi ng el se? What would you do?

A. l"d look in ny textbooks, | can |ook at -- |
coul d use Google Search if | so wi shed. But, you know,
a person of ordinary skill would understand that ODTs
are used -- by the very nature of rapid disintegration,
achi evi ng good system c and quick system c absorption
for the treatment of a variety of conditions.

Q. l"d like to turn to a different topic.

If you wouldn't mind turning with ne in your
decl aration, Exhibit 2007, to paragraph 109, please.

MR. LUMAN: And, Dr. Davies, this section is
going to take a little while. W cane back -- we've
been on the record for about 50 m nutes.

Wul d you like to keep going or take a break?

THE WTNESS: Let's take a break.

MR. LUVAN. Would ten m nutes be good?

THE W TNESS: Yes, that would be great. Thank
you very nuch.

(A short recess was taken.)

BY MR LUMAN:

Q So we are |ooking in Exhibit 2007, at
paragraph 109. And above paragraph 109 there's a header
t hat says "Dohil Does Not Disclose the Clainmed Doses in

t he Context of a Solid Conposition."
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Do you see that, Dr. Davies?

A | do.

Q And then in that paragraph, underneath the
header at paragraph 109, |I'm |l ooking at the fourth
sentence, Dr. Parr cites to Dohil's disclosure of the
doses adm nistered to patients in Exanples 1 to 3.

Do you see that?

A | do.

Q. Then the next sentence tal ks about: "The
patients in Exanples 1-3 were given the viscous liquid
fornmul ati on and a POSA woul d understand that doses for
liquid formul ations are not necessarily the sane as a
solid formulation."

Do you see that?

A. | do.

Q And sitting here today, is it still your
opi nion that Dohil does not disclose the claimed doses
in the context of a solid conposition?

A That's correct.

Q VWhat 1'd like to do is take a | ook at a couple
of paragraphs in Dohil and see if we can have sone
clarification on your opinion.

Woul d you turn with ne in your binder to
Exhi bit 1002, and | et ne know when you get there.

A. Thank you. Yes.
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1002 is a

the first

exhi bit?

VR. LUMAN: For the record, 1'1l]1

US Patent Publication No.

named i nventor's |l ast nane is Dohil.

2007/ 00111978,

say Exhi bit

and

Dr. Davies, are you famliar with this

| am

Wuld it be okay if | refer to this exhibit as
Yes.

And earlier in our discussion today,

referenced Dohi l

that with

A
Q

When we were doing that earlier today,
reference to Exhibit 10027
Yes.

Wuld you turn with me to paragraph 15.

me know when you arrive.

A
Q

conposition and certain enmbodi nents,

Yes.
Par agraph 15 has the pharmaceuti cal

conprises a

we had

was

Let

t herapeutically effective anmount of corticosteroid to

prevent or

enbodi ment

corticosteroid per

i ndi vi dual

al | evi at e esophageal
s, 1 to 2 mlligrams, or
day is adm nistered to said

Do you see that?

i nfl ammation in certain

2 to 3 mlligranms of

Page 62

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

| do.

Q. Is it your opinion that the person of ordinary
skill in the art would understand that the dosage
anopunts in paragraph 15, of 1 to 2 mlligrams or 2 to 3
mlligrams, do not apply to solid fornulations?

A. Sorry, | msheard you.

Coul d you just repeat that question?
Q Yes.

Is it your opinion that a person of skill in
the art woul d understand that the dosage anpunts in
paragraph 15, of 1 to 2 mlligrans or 2 to 3 mlligrans,
do not apply to solid fornmul ati ons?

MS. AGARWAL: Sanme obj ections.

THE W TNESS: Well, Dohil is about using
[iquid, viscous fornulations to treat ERE. So in that
context, the dosages that they're giving -- and the
points |I'm maki ng back in my declaration is that you
can't say, just based on a liquid fornulation, that the
dosage should be used within a solid formul ati on because
they are different kinds of fornulations.

BY MR LUMAN:

Q Woul d a person of skill in the art |ooking at
paragraph 15 think these dosage amobunts are limted to
only liquid fornmul ati ons?

A. | think a person of skill reading Dohil would
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think these are about liquid fornmulations, that's

correct. That's the extent -- for exanple, he talks
about viscous liquid solutions -- suspensions, rather,
yeah.

Q | wanted to clarify. You'd nentioned Dohil.

' mtal king about paragraph 15 particularly.

If a person of skill in the art were reading
paragraph 15 of Dohil, would they think these dosages
are limted to just liquid fornul ati ons?

A. A person of skill reading Dohil and
under st andi ng Dohil, would understand when they are
t al ki ng about dosages, they would be tal king about --
they could be tal king about |iquid fornulations.

Q Is there any reason you didn't include
paragraph 15 in your |ast answer?

It seened |ike you were sayi ng Dohi
generally, and | was aski ng about paragraph 15.

M5. AGARWAL: (Objection. Form

THE W TNESS: Again, paragraph 15 is included
i n Dohil, and Dohil is showi ng how you can use vi scous

liquid formul ations to treat EOE.

BY MR. LUMAN:
Q Is it your opinion that a person of skill in

the art readi ng paragraph 15 of Dohil would think that
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dosage amounts of 1 to 2 or 2 to 3 mlligrans are
excluded from solid fornulations?

A | think a person of ordinary skill would
understand that Dohil, if you tal k about solid
formul ations, and we tal k about that in that context,
ODTs -- we understand that those are very different --
that's a very different fornulation to a viscous liquid
sol uti on.

So a person of ordinary skill, reading 15,
woul d be thinking that Dohil is effectively about the
use of liquid fornulation, and it's giving certain
enbodi ments. That's what it's about. But there's
nothing in Dohil in which a person of ordinary skil
reading this would see an ODT.

Q. How about just a solid formulation in general,
not just an ODT? Wuld a person of skill in the art
| ooki ng at paragraph 15 believe the dosage anpunts of 1
to 2 mlligranms or 2 to 3 mlIligrans exclude all solid

fornmul ati ons?

A | don't think -- it certainly -- the
enbodi nents shown in the -- shown in the exanples are
l[iquid forrmul ations. | think a person of ordinary skill

woul d be thinking when they read Dohil, that's what
t hese are about.

Q Let's look just two paragraphs up in Dohil, in
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par agraph 13.

I"m | ooking at the sentence, it's got, "Also
provi ded are pharmaceutical conpositions.” It's about
hal fway through the paragraph. The one that says "Also
provi ded are pharmaceutical conpositions conprising a
corticosteroid."”

Do you see that one?

A | do.

Q It's highlighted on the screen.

A Yes.

Q You can agree with me that that sentence

di scl oses a dissolving tablet which is a solid
formul ation, right?

A. It tal ks about a dissolving tablet, but it
gives no indication of the time it takes to dissolve,
i ke an ODT. An ODT dissolves rapidly. It does not
give any indication that that's an ODT. But right
there, it's showng a tablet, a dissolving tablet, but
then an imedi ate rel ease tablet is a dissolving tablet,
but it is not an ODT.

Q "Il say, it seens reasonable to nme that a
person of skill in the art would understand that the

dosage amounts in paragraph 15, just two paragraphs

after paragraph 13 -- they woul d understand that those
dosage amounts in 15, of 1 to 2 and 2 to 3 mlligrans,
Page 66

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

could apply to the solid dissolving tablet in paragraph
13.

Do you agree or disagree with that?

M5. AGARWAL: Objection. Form

THE WTNESS: It could apply to the dissolving
tabl et, but the dissolving tablet is not an ODT, and
therefore, there's no indication in Dohil of the tine,
like there is for an ODT, for an ODT to disintegrate.

So a person of skill would understand that
even though there may be a dose related to be tablet,
that's very different to enploying an ODT, because an
ODT is designed to rapidly disintegrate. And in that
context, in this light, but for the reasons we discussed
a nmonent ago, again, fromall ny previous answers,
that's a different situation than having a predeterm ned
dose in a volume of liquid. And that's the point |I was
maki ng in the previous paragraphs.

BY MR, LUMAN

Q If we take out the issue of whether paragraph
13 discloses a rapidly dissolving tablet, the person of
skill in the art would understand that the dosage
anmpunts in paragraph 15 could apply to the solid tablet
formulation in paragraph 13, right?

A. Coul d apply to that, but, you know, all the

fornmul ations that are shown are -- in that exanple are
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liquid, viscous liquid fornmulations, and in that

context, including -- of course, we've got the -

- we've

got the | ozenge, which gradually rel eases the drug over

a period of time. The drug is released quickly

surface. So that's very different to an ODT.

fromthe

Q You just brought up the | ozenges. The rapidly

di ssol ving | ozenges discl osed in paragraph 32 of

Dohil -- would you mind turning with me to paragraph 32.
A. I will, thank you.
Q. So you woul d agree -- let's take a | ook here.

The second sentence starts with "The | ozenge or
simlar tablet."

Do you see that?

Did you -- do you see the sentence,
Dr. Davies?

A. | have not said anything.

ot her

Q. Okay. Let ne start again, then. Sorry about

t hat .

So do you see the second sentence refers to a

| ozenge or other simlar tablet?

A | do.
Q And so you would agree with nme that paragraph
32 discloses a solid |lozenge or a solid simlar tablet,
right?
A. | agree they are solid and they are a | ozenge
Page 68
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or simlar tabl et
period of tine.
t he

fromthe surface, but

rapi dly means, by the way.

tinme in that sentence.

designed to rel ease the drug over a

| ozenge -- it doesn't

You may get the drug dissolving rapidly

say what

So there's no indication of

di ssol ve

But the | ozenge w ||

fromthe surface,

rapi dly | eaving,

allowing the drug to

be rel eased fromthe surface,

and then gradually,

over

a

period of time, erode, and the simlar tablet would
behave |i ke a | ozenge because it's a | ozenge or simlar
t abl et .

Q I think we're going to respectfully disagree

w th each ot her

paragraph 32, but | think we can agree that

or simlar tablet referenced there is at | east

right?

A. A lozenge is a solid, yeah.
solid. There's nothing in Dohi
"rapidly" neans.
Equally, if a | ozenge was behaving |

ODT, rapidly breaking up, then why would childr
may have difficulty with a dissolving | ozenge,
ground or otherw se dissolved in a small
water? Why woul d they do that?
Because if it was |ike an ODT,

break up very quickly in the nouth.

on the nmeaning of the word "rapidly" in

t he | ozenge

a solid,

A lozenge is a

whi ch expl ai ns what

ke an
en who

have it

vol une of

it would just
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Why woul d children -- they may have difficulty
with a |arge | ozenge in their nouth, which doesn't act
i ke an ODT and disintegrate rapidly.

So the very next sentence contradicts that
this could be an ODT. The very next sentence clearly
contradicts it. So nowhere in Dohil is "rapidly"
expl ai ned.

Q Sure. | know we di sagree on how to interpret
"rapidly." | was just seeing if we could agree that
t hi s paragraph discloses a solid formrul ati on.

Can we agree on that?

MS. AGARWAL: (bjection. Form

THE WTNESS: Well, a |lozenge starts as a
solid forrmulation, that's correct. And it rel eases drug
fromthe surface and gradually erodes when it is sucked
in the nmouth, releasing the drug over a period of tine,
produci ng a solution that can then coat the esophagus.
BY MR, LUMAN

Q The i medi at e paragraph above paragraph 32 is
par agraph 31.

Do you mind turning there with ne and letting

me know when you arrive.
A 31, yeah
Q. Yeah. Looking at that paragraph that splits

the two colums, it starts with "The dosage form
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contains effective anounts.”

Do you see that one?

A. Yes.

Q. And so it says: "The dosage forns containing
effective anounts are within the bounds of routine
experinentation, and therefore, well within the scope of
the instant invention."

And then the next sentence says: "In general,
however, a suitable dose may be in the range of from
about 10 to 400 m crograns per kil ogram of body weight,"
and it goes on and gives several other ranges of
dosages.

Do you see that?

A. | do. That's talking in the context of this
invention. That's talking as it goes on to talk about
liquid fornulations. That's tal king about viscous
liquid. These -- the invention, the liquid formnul ation.
So it's saying in the context of these liquid
fornul ations, the viscous suspension. That's what it's
tal ki ng about. It goes on to talk about that in terns
of that liquid dose. Then follow ng on.

Q | definitely agree with you that paragraph 31
applies to liquid formul ations, but my question is:
Woul d a person of skill in the art al so understand that

t he dosage amounts in paragraph 31 could apply to the
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solid formul ati ons in paragraph 32?

A. Depends on the solid forrmulations. Certainly,
in a solid fornulation, you're tal king about a | ozenge
or a simlar tablet. And | nake the point very clearly
in ny report, as you know, that what you can't
conpare -- those liquid formul ati ons and even that solid
formulation to that of the ODT. It functions in a very
di fferent way, and sonmebody of ordinary skill would know
t hat .

Q. Regardl ess of how we interpret paragraph 32, a
person of skill in the art would understand that the
dosage amounts in paragraph 31 could apply to the solid
| ozenge or simlar tablet in paragraph 32, right?

MS. AGARWAL: (bjection. Form

THE WTNESS: They are illustrating the
exanples in this patent, and those fornul ations are very
different to an ODT. So they are tal king about doses
which apply to a | ozenge or simlar tablet, which
rel eases the drug over a period of tinme when it's in the
mouth and it's being sucked. And that's a different
approach to an ODT, which we know has a nuch | ower

volume of saliva to be dissolved into.

That's the point I'mmking -- that we started
this conversation, this -- that's the point |I'm making
about -- just because sone things are solid, it doesn't
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mean -- in the context of |ozenge, it doesn't mean you
could automatically take the doses and apply it to an
ODT.
BY MR LUMAN:
Q I[t's not your opinion that a person of skil

in the art woul d exclude the dosage anounts in paragraph
31 fromthe solid formul ati ons of the | ozenge and
simlar tablet in paragraph 32, right?

M5. AGARWAL: (Objection. Form

THE WTNESS: | don't understand the question.
Sorry.
BY MR LUMAN:

Q Let me try it differently.

Is it reasonable that the dosage anmounts
di scussed in paragraph 31 apply to the | ozenge or other
simlar tablet that are disclosed in the next paragraph,
par agraph 327

MS. AGARVWAL: Objection. Form

THE WTNESS: Again, | conme back to the point
this is primarily a liquid fornulation. They talk about
the liquid dose bel ow those doses that you -- liquid
vol une, sorry, bel ow those doses. It could apply to a
| ozenge, which slowy rel eases drug over a period of
time as it is sucked, or a simlar tablet, which behaves

in the sanme way, but that's a very different conposition
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delivery nechani smthan you have with an ODT. The
liquid fornulations -- and also for a |lozenge, it's very
different to an ODT. And sonebody of ordinary skill
woul d understand that.
BY MR, LUMAN

Q Looki ng at paragraph 31, these dosage
anmounts -- they are not limted to just liquid
formul ations, right?

M5. AGARWAL: (Objection. Form

THE WTNESS: Well, |ooking at 31, they are
| ooking -- it's denonstrating liquid fornul ati ons bel ow,
but as |I've said, they are not, in ny view, | ooking
at -- these could apply to the | ozenge or simlar

tabl et, which rel eases the drug over a period of tine,
but they have very different conpositions and very
di fferent nechani sns of rel ease.

The liquid conposition of the |ozenge and
simlar tablet is different to an ODT. So, therefore,
you apply different considerations in deternmi ning the
proper dose of the drug. And a person of ordinary skill

woul d under stand t hat .

BY MR. LUMAN:
Q I n paragraph 32, there's the | ozenge or

simlar tablet, and what dosage anpunts woul d a person
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of skill in the art believe should be used with that
| ozenge or other simlar tablet?

MS. AGARWAL: Objection. Form

THE WTNESS: Again, it's -- you know, 31
gi ves the guidance on dosage, but again, the | ozenge --
| don't know because it doesn't describe it to you.
t hink a person of ordinary skill ordinary woul d
understand that you probably need a different dose in
the | ozenge than you would in the liquid dose versus a
di fferent conposition, different nmechani sm of rel ease.

And you have other considerations to consider.

So, equally, when you tal k about an ODT, you
have the same argunent. It's different to a liquid
formulation, it's different in conposition to a | ozenge,
and it has a different rel ease nechani sm

And you have ot her considerations.
BY MR LUVAN:

Q If a person of skill in the art were | ooking

at paragraph 32 and going to follow the instruction to
make a | ozenge or other simlar tablet, would they | ook

to paragraph 31 for selecting a dosage anmount ?

A A person of ordinary skill may | ook at 31, but
they woul d see that the dose -- they's see this
primarily is for all liquid formulations. But, you

know, it may end up that, because of the different
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conpositions of the |lozenge to liquid fornul ations, or
simlar tablet, you would have different doses, and a
person of ordinary skill wouldn't know what that is.
That woul d have to be determ ned.

And equal |y, when you have an ODT, which has,
again, a different conposition to the solution, and
| ozenge or simlar tablet, different release mechani sm
di fferent conposition, different vol une generated,
t herefore, you may have to have -- you would he -- a
person of skill would not be thinking you could use this
to denonstrate the dose that's needed for an ODT based
on a liquid fornmul ation.

Q Dr. Davies, how about a person of skill in the
art | ooking at paragraph 32 of Dohil and fornulating the
| ozenge or simlar tablet there, would they |ook to
paragraph 15 of Dohil that has dosages of 1 to 2
mlligrams or 2 to 3 mlligranms for formulating the
| ozenge or simlar tablet?

A | don't know. | think a person -- | think a
person of ordinary skill would probably ook to the
previ ous paragraph 31. And you know, albeit that, it
woul d be different to a liquid formul ation.

Q. Okay.

A But then, you know, the |ozenge or simlar

tablet, or an ODT. So you'd have to have a different --
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you' d have a different perspective for the reasons |
described in my previous answer, such that you -- Dohi
doesn't disclose the dose for an ODT based on these
formul ati ons.

Q And the reason you believe that Dohil doesn't
di scl ose a dose for an ODT is based on your reading of
paragraph 32 such that the | ozenge or other simlar
t abl et cannot disclose an ODT, right?

M5. AGARWAL: (Objection. Form

THE WTNESS: | think I've discussed this in
my answers. | believe, in 32 of Dohil, that the | ozenge
or other simlar tablet are an ODT. It doesn't dissolve
rapidly, -it doesn't define what "rapidly" means, and in

the next sentence, it tal ks about children who have
difficult with | ozenges. | nean, if it was an ODT, it
woul d be dissolving rapidly in their nouth on contact.
So it's a -- clearly, it's not an ODT, clearly

it's a lozenge, where a drug is released fromthe
surface into the nmouth, and using a solution that can
coat the esophagus over a period of tine.
BY MR LUMAN:

Q Are you aware that the European patent office
has found that Dohil's disclosure in paragraph 32 does
clearly disclose an ODT?

MS. AGARWAL: Objection. Form
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THE WTNESS: | do not know. | have been told
t he European patent office has -- there's a European
patent case, but | haven't read it. That doesn't change
my view. This is this patent, and this litigation and

this jurisdiction. And when | read Dohil and | read

about that | ozenge, a person of skill -- | believe a
person of ordinary skill would understand what a | ozenge
is, and it's not an ODT, for all the reasons that | have
descri bed.

Q. I"d like to go to paragraph 109 of your

decl arati on.
Woul d you mind turning there with ne.

A. Thank you.

Q And at the bottom of page 49, in the |ast ful
sentence, do you see where it says, "A POSA woul d
understand that doses for liquid fornulations are not
necessarily the sane as a solid fornulation"?

A | do.

Q |"mgoing to just explore that a little bit.

Are you saying that liquid and solid

fornmul ati ons cannot and nust not have the same dosage

anount ?

A " mjust saying that a person of ordinary
skill would understand the basis for liquid fornulations
are not necessarily the sane as solid fornulations. It
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al so depends on context. | go on to say a person would
under stand Dohil -- would not understand Dohil to
di scl ose any dose of an ODT based on a liquid
formul ati on.

So in the context of trying to teach or treat
EoOE, where you're trying to get coverage, what a person
of ordinary skill would understand fromthe liquid
fornmul ati ons of defined volume, of defined viscosity,

that's a very different fornulation to an ODT, which is

di ssolving or dispersing rapidly in the saliva in -- for
t he reasons we've described for -- you know, w |
produce different volunes, and that can be variable. It

may very well need a different dose.
So that's the point I'mmaking in the context
of Dohil.
Q Is it possible for Dohil's liquid formul ation
to have the same dosage anount as an ODT fornmul ati on?
A. I think what it is -- a person of skill
woul dn't understand Dohil to disclose any dose of an ODT
based on liquid fornul ation, because they'd understand
they are very different fornulations, conposition,
mechani sm of rel ease of drug and different vol unes.
So that's the point |'m naking here.
A person of skill would be thinking, |ook, an

ODT is different to a liquid fornmulation, particularly
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in this context and particularly in the context of
trying to treat EoE in the esophagus. You wouldn't
under stand Dohil disclosing the dose for an ODT based on
the liquid formulati on on that context. Because they
are a very different fornmul ation.
Q If a person of ordinary still in the art,

hypot hetically, were going to do an ODT of budesoni de
XX, what dosage anmount woul d they pursue?

M5. AGARWAL: (Objection. Form

THE WTNESS: Again, | think a person of
ordinary skill would think, you know, this -- a person
of ordinary skill -- the reasons -- they wouldn't be
t hi nki ng about doing a budesonide ODT for the reasons
| " ve described in ny report.

They woul d have to -- they couldn't rely on
t he doses, or they wouldn't understand Dohil to disclose
any particul ar dose based on liquid fornmnul ati ons,
because they know, for an ODT, that's different. And
that's why, as |I've said before, it's surprising this
ODT works, and is clinically effective.

BY MR. LUMAN:

Q So | understand your position, and |I'm just
saying, like, hypothetically, let's assunme that a person
of skill in the art were going to make an ODT of

budesoni de to treat EOE.
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What dosage anmount woul d they start with?

M5. AGARVWAL: Objection. Form

THE W TNESS: Again, you'd have to -- that
woul d go -- that would be a part of a decision that's
part of the whol e devel opment team where the whole
devel opnent team woul d be thinking, well, just because
Dohi | discloses a dose in liquid formulation, this is
going to be different for an ODT, because this is a
different formulation.

You can't just expect it to work in the sane
way. So they would have to explore different doses and
not be guided by Dohil in that context.

BY MR LUMAN:

Q And when Dohil discl oses dosage anmobunts of 1
to 2 mlligrans or 2 to 3 mlligranms, such as in
paragraph 15, would a person of skill in the art see

that as a good starting point for an ODT of budesoni de

for treating EoE, or is there no connection there at

all?

M5. AGARWAL: (Objection. Form

THE WTNESS: | don't think a person would
rely on Dohil in that context. It doesn't disclose the
dose for an ODT for the reasons |'ve described. | don't

think a person would be doing this anyway, because you

already had a fornmulation that works in Dohil.
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Why woul d you change it?

And this would be the first exanple of an ODT
to treat topically in this particular |ocation.

So why woul d a person be doing that?

And they certainly wouldn't be guided by -- or
di scl ose a particular dose for an ODT based on the
['iquid fornul ati ons.
BY MR LUVAN:

Q Under the hypothetical, where a person of
skill in the art were going to devel op an ODT of
budesonide to treat EoE, you would take the position
that finding the dose for that ODT would be a conplete
start over fromground zero to figure out what the
dosage amounts should be, is that fair?

MS. AGARVWAL: Objection. Form

THE WTNESS: | think it would be a very big
di scussion and it would not be routine or sinple to do,
because you are now saying to the whole of the
devel opnent team we're | ooking back at you as if nobody
has ever used an ODT topically for the treatment of this
condi tion.

Way can't we use the liquid formulation?

And because they're different formul ations
acting in different ways with different conpositions,

using different volunmes, such -- so that you could treat
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t he EoE, there would be a | arge di scussi on about what
doses we coul d use.
BY MR. LUMAN

Q. Why is there such a di sconnect --

A. -- with no reasonabl e expectation of success
of being able to fornulate a product to do that.
There's an assunption in your -- there's an assunption
in your hypothetical, one, that a person would do it,
let's say, and the second assunption is that it would
wor k. But you have no guarantee it woul d work

Q There's no guarantee it would work, but that's
not the standard. The standard is whether there's a
reasonabl e expectation that it would worKk.

Wul d you at | east agree with that?

A. Well, | don't think there's a reasonable
expectation of success. |'msurprised that the ODT --
and |"ve said it before today, the ODT in this -- is

found to be effective in treating EoE of the esophagus,
because it's a very different fornulation froma viscous
[iquid fornul ati on.

Q What is so difficult --

A Yeah, | don't think a person of skill is --
it's a hindsight argunment. You know, you woul d not be
t hi nking that an ODT would work. You'd be thinking

liquid formul ation, viscous liquid fornulation, that
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w |l work because |I've seen it work, and it's proven.
Let's refine that, but you wouldn't be thinking an ODT
woul d have the sane effect. That's what | view.

Q. What's so difficult about fornulating a dosage
ampunt for an ODT to treat inflammtion of the
esophagus?

A Because you woul dn't even know that the
formulation is able to treat and act topically on the
esophagus. You wouldn't even know they are different
vol umes, different conpositions. You wouldn't even know
if it generated the sanme effect as the viscous liquid
formulation. You just wouldn't know that.

And that's why it's surprising that it did.
ODTs have been used for system c absorption of drugs.
There's no evidence that ODTs -- you'd be thinking, you
have no -- you wouldn't have a reasonabl e expectation of
success of formulating an ODT to treat a particular area
of the esophagus.

And the only reason you're putting the
hypot hetical to nme is because '729 has shown it's
possible. If the '729 hadn't been here, a person of
ordinary skill, Dr. Parr, and others, and nme woul d not
be thinking of using an ODT to treat that particul ar
condition in that particular area. They'd be going

after the viscous liquid fornul ati on.
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Q The difficulty in fornmulating an ODT to treat
i nflanmati on of the esophagus -- | mean, can you comrent
alittle bit nore about that? What's so difficult about
it?

MS. AGARWAL: Objection. Form

THE WTNESS: The difficulty has been shown.
The very fact that the viscous liquid formulati on worked
and was shown to work and was shown to be innovative,

t hrough the Dohil patents, okay, and through
publications, illustrates that people had not been able
to treat that particular condition in that difficult
area of the esophagus.

Then you cone al ong and think, why would you
change?

And you wouldn't -- an ODT has been designed
to rapidly disintegrate in the nmouth such that drugs can
be absorbed into the systen c bl oodstream

VWhy woul d you think that an ODT can achi eve
the sanme effect as a preprepared 8 to 12 mls of viscous
[iquid fornul ati on?

And you'd be knowi ng that you wouldn't be able
to get the sane volune. Dr. Parr has agreed to that.

And you have no guarantee that that woul d
wor k. You have no guarantee that, in fact, you know, on

swal lowing, if it just went straight into the stomach
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and woul dn't treat that area, wouldn't have the r
vi scous condition to treat that area -- and that'
anongst many aspects, it's surprising that it wor

that you can achi eve the sane effect with an ODT.

i ght
s why,
ks,

Because nobody el se has done it. Nobody el se

is using an ODT to treat such conditions.

BY MR LUMAN:

Q Let's continue |ooking at Dohil for a f
m nut es.
Woul d you m nd turning back to Exhibit
And I'd |li ke to go to paragraph 67.
Can you let ne know when you're there.
A ["mthere. Thank you.
Q " mlooking at the | ast sentence of par
67, which says: "A larger placebo-controlled cl

ew

1002.

agr aph

ni cal

trials would provide nore information about dosing,

efficacy and long-term safety of this treatnment."”
Do you see that?

A. | do.

Q Are you famliar with placebo-controlled

clinical trials?

A. Yes. But also, |I'maware that even in

this

publication, | think they have good statistical data of

20 people -- 20 children, | think. Children. And so --

and they al so published this. So that has to go

t hrough
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peer review. This cones fromthe -- | apologize if I
m spronounce those names, ACCEVE, | think.
Publ i cati ons.

And | ook at the top, it says that: "Oral
vi scous budesoni de woul d be an effective and safe
treatment for individuals.” "It nay have advant ages
over other therapies in that it is palatable. Its
volune (8-12 m) provi des pan-esophageal mnucosa
coverage and it requires only once daily
adm ni stration."

And they go on to talk about a clinical trial,
whi ch provides nore informati on about dosing. Efficacy
and long-term safety of this treatnent.

Q You nentioned there were 20 children in this
st udy.

How many people would be included in the
| arger placebo-controlled clinical trial referenced in
par agraph 677

M5. AGARWAL: bjection. Form

THE WTNESS: It says "would provide," so that
typically is -- that has a nmuch | arger patient base.
Next stage of the clinical trials. So they've got good
Exanpl e 1, example 2 of individual, children, | believe.
Exanple 3 is on a larger group. And they're making this

clear statenent that it has advantages over other
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therapies in that it's palatable, tal ks about its
vol une, and provi des coverage.
And then when they go to commercialization, or
if they wanted to go down this route, you do | arger
pl acebo-controlled clinical trials, yeah.
BY MR LUMAN:
Q You nentioned a nuch | arger patient base.
Woul d that be 100 patients? How many
patients?
A It could be 100 --
M5. AGARWAL: (Objection to form
THE WTNESS: It depends on the trial they are
doing. It could be 100, 300, and then to the final
stage, it's thousands. Yeah. |If they wanted to
comercialize it. So, yeah, in that context.

But you're not saying, surely, that Dohi

doesn't -- isn't showing any -- an effective therapy
safe for individuals, surely. It clearly has -- it has
advant ages, based on vol une, |iquids.

BY MR. LUMAN:

Q If the larger clinical studies were conducted,
do you know if that would be conducted in the United
States only, or would it be likely an international
st udy?

MS. AGARWAL: Objection. Form
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THE W TNESS: Again, |'ve not been asked to
give an opinion on this, but it depends on the stage of
the clinical trials. The clinical trials could be
undertaken in the states. They could equally, for the
| arger group of clinical trials, sometinmes -- it depends
on the treatnent, sonetines those are nultinational
where the data is proved to illustrate.

BY MR LUVAN:

Q. Wuld you mnd turning with me to Exhibit
2010. It's kind of at the back of your binder. Let ne
know when you get there.

A Yes.

MR. LUMAN: For the record, Exhibit 2010 is a
Results Posted Tab fromthe FLUTE, F-L-U-T-E, study of a
drug called APT-1011.

Dr. Davies, you cited this in your report,
ri ght?

A | did.

Q Woul d you turn with ne to page 4, please.

A Yes.

Q There's a header, "Participant Flow " and
there's "Recruitnment Details."

Do you see that?

| do.

Q Looki ng at the sentence that says "Recruitnment
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in 6 countries" -- looking at that sentence, so the
countries in this study were the United States, Canada,

Bel gium Germany, Spain and Switzerl and, right?

A Yes.

Q And this was a study to | ook at EoE, correct?
A. A study to | ook at what?

Q EoE.

A Sorry, | m sunderstood you

BOE? Did you say BOE?
Oh, sorry. EoE, eosinophilic esophagus.
A. Yes. It's aclinical trial, like |I said, you
could have different countries, and in this case,
t hi nk they had about 100 patients enrolled in part 1.
Q Is it reasonable to assune that the study drug
was shipped to each of these six countries?
MS. AGARWAL: Objection. Form
THE WTNESS: | guess so. | wasn't involved
inthe trial. | guess so, yeah.
BY MR LUMAN:
Q Wuld you turn with me back to Dohil. [I'd

like to | ook at Dohil's viscous fornmulation for a few

m nut es.
So Dohil is Exhibit 1002.
Can you let nme know when you get back there.
A. Are we goi ng back to the other one? Should I
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keep ny finger there or not?

Q. No, | wasn't planning to.

A Yes, thanks. Yeah.

Q. In Dohil, 1'd like to turn to paragraph 46 of
Exhi bit 1002.

Can you |l et nme know when you are there.

A Yes.

Q And |'m | ooking at the part where they have
fornul ated the suspension. There's a sentence that's
ki nd of near the bottomthat says "He was placed on a
regi mnen of twce."

Do you see that sentence?

A | do.
Q So the viscous oral suspension for this

pati ent was made by taking 500 m crogranms of Pulm cort

and m xing that with ten packets of Splenda, right?

A Ri ght .
Q Pulmcort -- that's a liquid, right?
A It's an oral budesoni de suspension.

Q Is there a difference between a liquid and a
suspensi on that you wanted to highlight?

A Just wanted to be a bit nore precise.

Q. Okay. So, then, the patient or caregiver has
to open ten packets of Splenda and then pour the Spl enda

together with the Pulmcort, is that right?
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MS. AGARWAL: (bjection. Form

THE WTNESS: | didn't quite hear what you
said at the begi nning.

He was placed on a reginen of tw ce daily of
oral budesoni de suspension m xed with about ten packet,
of sucral ose, Splenda, which is used to increase the
fluid viscosity to be swallowed. The total volune of
the preparation was about 7 to 8 mls, yeah.

BY MR. LUMAN:
Q Yeah.

| just wanted to wal k through sonme of the
mechani cs of what the patient or caregiver would have to
do to make this suspension.

So they would have to open ten packets of
Spl enda and then mx it with the Pulmcort, is that
right?

MS. AGARWAL: Objection. Form

THE W TNESS: The oral budesoni de suspensi on
is mxed with about ten packets of sucral ose, and the
total volume of the preparation was about 7 to 8 mls.
BY MR LUMAN:

Q But the packets -- they would take the package
off the ten packets and take the Pulm cort out of its
container and then mx the Pulmcort contents with the

contents of the Splenda packets, right?
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MS. AGARWAL: (bjection. Form

THE WTNESS: | don't know what you're trying
to get at, but they m x the oral budesoni de suspension
with about ten packets of the Splenda. And the total
vol unme of the preparation was about 7 to 8 mls.

BY MR LUMAN:

Q Just trying to understand.

Like, is it the patient that does this, or the
caregiver that m xes up this solution, or does that not
even matter?

A. I don't think it's the patient, based on the
descri ption above. Patient 1 was a 6-year-old male with
a history of abdom nal pain, failure to thrive, and
vom ting since infancy, and devel opnental delay wth
i sol at ed EE di agnosed in 2011.

So | believe this was -- and this is
reported -- they reported this -- the doctors reported
it in a clinical journal

So | believe this was probably nmade up for him
by the nedical team or sonebody within the nmedical team
to achieve the total volune of preparation of about 7 to
8 mls.

Q And where is that total volune of 7 to 8
mlliliters comng fron? 1Is it the four miIliliters of

Pul mcort with ten packets of Splenda, and that gets you
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to 7to 8 mlliliters, or do you have to add sone water
to it to achieve that final volunme?

MS. AGARWAL: Objection. Form

THE W TNESS: They i ndeed may add sone water,
but ultimately, they get to 7 to 8 mls.

You' re not disputing, surely, Dohil, when they
say 8 to 12 mls is good coverage? You' re not disputing
that, surely?

BY MR. LUMAN:
Q. |"mjust trying to wal k through the mechanics
of making this solution.

And so the solution -- | guess we should cal
it a suspension, right?

A Yes.

Q So how woul d the person of skill in the art
expect this mxing of Pulmcort with ten packets of
Spl enda to proceed? |Is that stirring? Shaking? Howis
t hat done?

M5. AGARWAL: bjection. Form

THE WTNESS: | think a person of ordinary
skill reading this would understand. There's no
confusion here. A person of ordinary skill would

understand that you' d know, when it says "m xi ng the
budesoni de suspension with about ten packets,” that you

would m x -- take the packets, open them and m x them
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with the oral suspension. And in the end, you'd get a

total volune of about 7 to 8 mls.

| think a person of ordinary skill reading
this woul d understand that and woul dn't be -- wouldn't
be challenging it, if they understood it. | nean,

certainly, it wasn't challenged when it was peer
revi ewed and publi shed.
BY MR LUVAN:

Q How | ong woul d they mix this together for? |Is
that a two-m nute process? Ten-minute process? How
woul d they do that?

MS. AGARWAL: (bjection. Form

THE W TNESS: Again, they mx it enough that
it produced a clinical effect. You know, the sugar w ||
mx well in with the oral suspension. They nake the
total volume up to about 7 to 8 mls, and they give that
to the patient. And they show that, in fact, it has a
clinical effect. It reduces the EoOE synptons.
BY MR LUMAN:

Q You' d nentioned the sugar.

The sugar is actually Splenda, right?

A. Yes. It's called a sugar, right? Nonabsorbed
sugar ?
Q. Sucr al ose?
A. Yeah.
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Q Yeah.

Is the purpose of that Splenda to -- it's a
sweet ener .
Is that to nmake it sweet?
A It will certainly do that, but it also wll

make sure that it increases the fluid viscosity, as it
states. You know, you preprepare it, and this is within
the skill of sonmebody within the nedical team and the
POSA woul d understand that. You are prepreparing an
vi scous solution, or suspension, should | say, to about
7 to 8 mls, and they are giving that to a patient tw ce
a day, and that shows clinical effect.
And then they go on to tell you later, as we
just discussed, in paragraph 67, when tal king about
this, its volume of 8 to 12 m|s provides pan-esophageal
coverage. And it's clinically effective.
Q You'd nentioned that this is adm nistered
twice daily.
And it's adm nistered twice daily for three
nont hs, right?
A Ri ght .
Q So if there's, like, 30 days in a nonth,
that's about 180 administrations, is that fair?
A. Yes, about.

Q About how long is the oral budesonide
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suspension stable for? |Is it stable for hours? Days?
M nutes? Do you know?

MS. AGARWAL: Objection. Form

THE WTNESS: |'d have to | ook at that, but |
don't see what relevance that has. It would nade up
such that this 61-year-old man woul d be able to receive
the viscous solution twice a day.
BY MR LUVAN:

Q. So the stability doesn't matter because they

mx it up as needed and imediately give it to the
patient, is that right?

MS. AGARWAL: (bjection. Form

THE WTNESS: | didn't say that. | just
didn't say it didn't matter. 1'd have to look at it.
But they are showing a way of nmaking up a dose of 7 to 8
mls, and they are giving that dose twice a day for
t hree nont hs.

There's nothing in Dohil that causes any
concern about this particular fornulation, is there?

There's no concern about it, nothing in Dohil

whi ch shows the negative aspects of this fornulation.

BY MR. LUMAN:
Q If the patient wanted to store the oral

budesoni de suspension, how long would it be stable for
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storage for?
M5. AGARVWAL: Objection. Form

THE W TNESS: Again, it depends on the

suspension. It depends on howit's formulated. You
woul d fornmulate -- this kind of fornulation would
certainly -- in the context of these two -- you know,

there are many formulations out there in liquid form or
suspension formthat are stable. Wiy -- you know, a
person of skill wouldn't be thinking this was an issue.
BY MR LUVAN:
Q Well, we have this particular suspension,

which is Pulmcort m xed with Spl enda.

Do you know how | ong that suspension woul d be
stable for?

MS. AGARVWAL: Objection. Form

THE WTNESS: Clearly, it's stable enough when
it's made such that it provides a volunme of 7 to 8 mls,
and it's clinically effective after three nonths’
therapy. The six-year-old male showed abdom nal pai n,
and vomting was revolved, it increased appetite, with
docunment ed wei ght gain and conpl ete resolution of the
EoE.

So this fornulation works, and that's what
they're saying, and that's what they published about it,

and now they're saying it in Dohil
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BY MR LUMAN
Q. If the caregiver wanted to m x up the

Pulmcort with the Splenda and store it for use in the
evening, they mx it up in the nmorning and they want to
use it in the evening, would it be stable over the
course of the day?

M5. AGARWAL: (Objection. Form

THE W TNESS: Again, that's -- there are nany
suspensions -- oral suspensions that are stable and that
are used commercially. So these are exanpl es where they
are showing this formulation works in treating EoE.
This fluid viscosity formulation works. There's no
reason to suspect such a fornulation wouldn't work when
used correctly.
BY MR. LUMAN:

Q Yeah, | understand that there are other

fornmul ations out there. |'m asking about this
fornul ati on where you take Pul mcort, you mx it with
ten packets of Spl enda.

Do you have an opinion on how | ong that
suspensi on would be stable for?

M5. AGARWAL: (Objection. Form

THE W TNESS: Again, you know, they are
showi ng that it was stable enough to provide it over

this period of three nonths. |t was stable enough that

Page 99

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

they were able to prepare the fornulation, give it to
the patient, and the patient showed, you know, conplete
resolution of EOE. So that's the point we should be
taki ng honme fromhere. And as | say, there are many
comrercial fornulations out there which are oral
suspensi ons. Yeah.

BY MR. LUMAN:

Q Sure. And --

M5. AGARWAL: Nate, we have been going for
over an hour.

Do you have nore on this topic?

MR. LUMAN: | do. 1'll need to get an answer
on my question, and then we can take a break. Because
the witness has been avoiding ny question.

Q. So let me try again, Dr. Davies.

If a person of skill in the art were to make
t he suspensi on described in Dohil, paragraph 46, with
Pul m cort and Spl enda, do you have an opi nion on how
| ong that particular suspension would be stable for?

A So | do have an opinion that this was made and
delivered to the patient. | have an opinion on that.
And it shows that it's clinically effective, and it nust
be stable to do that.

But as to if you were to nmake that formnul ation

and -- you know, clearly, you'd need to test the
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stability of it. But there's nothing in Dohil which
assessed that they wouldn't be stable.

VWhere is there anything in Dohil which says
you've got to make it this quickly and you've got to
give it to the patient quickly?

There's not hi ng.

Q That's ny question. It doesn't say that.

So, in your opinion, as an expert in this
field, if sonmeone were to mx the Pulmcort with the
Spl enda, according to Dohil, paragraph 46, how | ong
woul d that suspension be stable for?

MS. AGARWAL: (bjection. Form

THE WTNESS: | would say that in the context
of Dohil, as it explains it, it's used on the patient
and it's shown to be clinically effective. Therefore,
it nust be stable.

Now, if you wanted to nmke a sol ution of
budesoni de suspension with the Splenda, which you wanted
to store over a period of time, you' d test it, but
there's nothing in Dohil that would tell you that there
woul d be a problemwith that, and as |'ve said, nmany
comercial -- sorry, many conmmercial oral suspensions
are out there, and they are stable. But you test it, if
that's what you wanted to do. But nothing in Dohi

woul d suggest that it wouldn't be stable.
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BY MR, LUMAN

Q. When you say --

A. There's nothing in Dohil which suggests it
woul dn't be stable, and you' d be | ooking to an
alternative fornulation, which is where | think you're
focused on. There's nothing that woul d suggest here
that you would switch fornmulation. They are clearly
showi ng you, use 8 to 12 mls to get good treatnment and
coverage of a viscous suspension.

And t he person of skill would formulate --
havi ng | ooked at this, would fornulate that to make a
stable fornmulation. And there's nothing here that
suggests it isn't stable.

Q When you say it's stable, do you nean stable
for inmediate adm nistration or stable for
adm ni stration eight hours fromwhen it was fornul ated?

MS. AGARWAL: Objection. Form

THE W TNESS: Again, | have answered that.
|'"ve answered it in the sense that they are -- these are
made to be given to the patient. But having seen that
this works, there's nothing in Dohil which would suggest

that there's a problemw th stability. There's nothing

in -- a person of skill would be |looking at this
t hi nking, I can nmake that suspension and | can -- you
now, | know suspensions are out there and --
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commercially, and they're stable.

And a person of ordinary skill would be
thi nking, | can do that, and wouldn't be thinking, oh,
my God, they can't -- you know, there's real stability

i ssues here.

No. It's said in Dohil that they are stable.

So you woul dn't be thinking of swtching
formul ation or going to an ODT based on this data.

VWhy woul d you be thinking that?

Because this data shows it works.

BY MR. LUMAN:

Q Al right. You seemto be, with all due
respect, avoiding ny question. |I'mjust trying to get a
sense of how |l ong this would be stable for, and you keep
saying there's no problemwith stability.

But do you have any opi nion about how | ong a
suspension of Pulmcort m xed with Splenda woul d be
stable for? 1Is it stable for hours? For days?

M nutes? Do you have -- can you provide any insight on
t hat ?

MS. AGARWAL: Objection. Form | would just
like to put an objection on the record.

The wi tness has answered the question.

MR. LUVAN: | disagree with that.

THE W TNESS: | believe |I've answered the
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questi on.
BY MR LUMAN:
Q And what was your answer?
A |'"mvery happy to give it to you again.

Thi s exanpl e and the other exanples
denonstrate that a viscous solution of 8 to 12 mls is
effective in treating EoE. There is nothing in Dohi
t hat suggests there could be a problemin stability.

And equally, a person of ordinary skill woul d
be thinking, really, that's really interesting. | can
make a fornulation like this, which could be stable.
They woul d be thinking that, but they would test it.

Al right?

And they woul d be thinking there's nothing
here that woul d suggest problens with stability, and I
know t hat there are many commerci al products out there
t hat have no problenms with stability, have | ong shelf
lives, and frankly, that's what a person is already
t hi nki ng, because the -- the person would be thinking,
what is the patent teaching ne?

Use a viscous suspension of 8 to 12 mls and
get good, if not great results in terns of overcom ng
EoE.

Q Are you willing to go on the record during

this deposition and provide an opinion on whether the
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oral budesoni de suspensi on, Dohil paragraph 46, of
m xing Pulmcort with Splenda is stable for a period of
hours, days or m nutes?

M5. AGARWAL: Objection. Form

THE WTNESS: |'mgoing on the record with the
answers |'ve descri bed.

A person of ordinary skill would know t he way
this is used. There's nothing in Dohil that suggests
it's a problem And if a person of skill wanted to
devel op a comrercial fornulation, he would know that --
he or she would know that there are many oral
suspensi ons out there with good stability, and there's
not hi ng that would suggest, in Dohil, there were
problenms with stability, and they would nake the
formulation and test it, with the expectation of success
of being able to make it.

So that's on the record for you to see.

W test it.

BY MR LUMAN:

Q And the testing that you're suggesting, that
woul d det erm ne whether the suspension was stable for a
period of mnutes, hours or days, is that fair?

A This is clearly stable for m nutes or hours,
what ever you're tal king about, because the patient has

taken this and is show ng conplete relief from EoE
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If you wanted to nake the fornulation such
that you took nmultiple doses of the fornulation -- |
think a person of ordinary skill would think nothing in
Dohi | suggests problenms with suspension. 1In fact, it's
teaching you. Use them use this 7 to 8 mls with this
viscosity. It's teaching you to do that. But there's
not hing in Dohil that suggests that it's going to be a
problemw th stability.

But then you would test it, and you'd have an
expectation of success to be able to prepare a stable
formul ati on, and you woul dn't be thinking of changing
from --

Q. When you say it's stable for hours, did you
mean ei ght hours? 24 hours? How many hours?

MS. AGARVWAL: Objection. Form

THE WTNESS: Well, a person of ordinary skill
woul d be thinking you could make a stable formulation
based on this. There is nothing that's a problemwth
Dohil. You could nmake a stable fornulation, which could
take multiple doses out of that. \Whether that be days,
weeks, whatever. But it's nore likely, given the
vol une, days.

And you could easily nake that up, and it
woul d be stable. | don't think there's anything that

woul d suggest it wouldn't be stable.

Page 106

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




© 00 N oo o0 b~ wWw N P

N N N N NN P P P P P P PP PR
o A W N B O © 00 N O O b~ wWw N +—» O

You don't want it to be stable. You want to

make the argunment that you want to switch to ODTs, but

there's nothing in Dohil that would suggest that. In
fact, it's teaching you the opposite. |It's teaching
you, use 8 to 12 mls.

Anyway, |'ve answered your question multiple
times, and | woul d appreciate a break now.

MR. LUVAN: ['Il say that | don't feel |ike |
have a good answer to nmy question. I|I'mwlling to take

a break.
Ten-m nut e break okay?
THE W TNESS: Fine. Thank you.
(A short recess was taken.)

BY MR, LUMAN:

Q Dr. Davies, I'd like to turn in your

decl aration to paragraph 99 in Exhibit 2007.

Wul d you | et me know when you do arrive
t here.
A. Thank you. | have it, paragraph 99.
Q And the first sentence, there's a bol ded

underline, "ODTs are specifically designed for easy

swal | ow ng. "

Do you see that?

MR. LUMAN: Let's go off the record.

(Di scussion off the record.)
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BY MR, LUMAN
Q. Let's start over again, Dr. Davies. Sorry
about that.

Paragraph 99, | see there's -- the first
sent ence has sone bold underlining that says "ODTs are
specifically designed for easy swall ow ng?"

Do you see that?

A Yes.

Q. And then later in that paragraph, there's
anot her bold underline where it says: "Orally
di sintegrating conpositions are specifically designed
for easy swallow ng."

Do you see that?

A Yes.
Q And just -- | just want a little clarification
on what that neans.

ODTs -- the ODT itself is not swall owed,

right?
A I think you know, but |I'm happy to explain it
in the context of that sentence. |'mtalking about a

di stinction between a | ozenge and a simlar tablet.

And to answer your question, that the ODT w ||
disintegrate within 60 seconds, as clainmed -- such
orally disintegrating ODTs are specifically designed for

easy swallowing, i.e., when they get in the nouth, they
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disintegrate. And it's in the context, of course -- I'm
answering -- Dohil and the | ozenge and the fact that you
grind the | ozenge, because that's a different kind of
fornmul ati on.
BY MR, LUMAN

Q Ri ght .

So when you say ODTs are specifically designed
for easy swallowi ng, you're not saying the tablet is
swal l owed, it's the resulting m xture of saliva and
disintegrate that are swall owed? Do you want to say it
that way, or do you want to say it differently?

MS. AGARWAL: (bjection. Form

THE WTNESS: |'m saying, | think a person
reading this would understand what |'m saying. |'m
tal king about -- |'mdistinguishing between -- a | ozenge

or simlar tablet is not an orally disintegrating
conposition that disintegrates within 60 seconds as

cl ai mred, because such orally disintegrating conpositions
are specifically designed for easy swallow ng, i.e.,
they disintegrate in the nouth.

And, you know, they're used for -- in the
past, for people who have trouble with swall ow ng
tablets and the |ike, and they are used because you can
get a good system c dose in because the tablet

di sintegrates, it's absorbed, and that's the reason for
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it.
BY MR LUMAN:

Q Let's look at the second sentence of paragraph
99. This is a quotation from Dohil, Exhibit 1002,
paragraph 32. And it tal ks about the child or other
patients that nay have difficulty with the dissol ving
| ozenge.

Do you see that?

A | do.

Q. When Dohil refers to a child or patient that
may have difficulty with the dissolving | ozenge, do you
have any insight into what m ght be causing that child
or patient to have difficulty with the dissolving
| ozenge?

A. | can only presune it's because you' ve got
this thing in your nmouth, which is |ike an ODT, which
di ssolves quickly within 60 second. Wth a | ozenge --
with a | ozenge, which is releasing over a period of
time, | can only think that the patient finds that
difficult in their nouth.

And so that's the reason why a | ozenge isn't
an ODT, because they're suggesting to grind it up,

whereas an ODT would just go straight in within 60

seconds, as clained. It will be disintegrated in your
mouth. So it's not like a |lozenge. That's why |'ve
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said it.
Q. VWhat's the underlying ailnment with this child
or patient that creates a difficulty with having a
| ozenge in their mouth? Do you have any insight into
t hat ?

MS. AGARWAL: Objection. Form

THE WTNESS: It could be for -- other
patients nmay have difficulty with a dissolving |ozenge
in his mouth. [It's Dohil that is saying that. You
know, if this was -- this thing -- there may be children
and other patients that have difficulty with the
| ozenge, where the lozenge is just in the nouth and it's
not |ike an ODT which disintegrates rapidly. Therefore,
they need to grind it up.

If it was an ODT, it would just be put it in
the mouth, it would dissolve rapidly, and it wouldn't be
a |l ozenge. But it is a |ozenge, and they are suggesting
grinding it up, dissolving it with a small vol ume of
wat er .

BY MR. LUMAN:
Q Could the difficulty with the dissol ving
| ozenge be like a gag reflex or dexterity issue? |Is
t hat what those might be referring to?
M5. AGARWAL: (Objection. Form

THE W TNESS: | think -- | don't know. It's
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just -- | think they're just saying children and ot her
pati ents who may have difficulty with a dissol ving

| ozenge. So they may have difficulty having sonething
in their nouth for a prolonged period of time, but if
they took it ODT, that would undoubtedly go into --
disintegrate very rapidly. And that's quite different
to what they're describing.

BY MR LUVAN:

Q. Is it sone type of physical or psychol ogi cal
problem for the child or other patient causing the
difficulty with the | ozenge? Do you know?

MS. AGARWAL: (bjection. Form

THE WTNESS: | think a person of skill
readi ng woul d understand that it's referring to children
or patients who have difficulty with a dissolving
| ozenge, for whatever reason. Gind it. And then I'm
maki ng the point, with an ODT, if you put it in the
mouth, it would not be like a | ozenge or a simlar
tabl et, since they do not disintegrate within 60
seconds, as cl ai ned.
BY MR LUMAN:

Q I"'mlooking for alittle insight into whatever
the reason is for the patient or child having difficulty
with the dissolving | ozenge.

Do you have any insight on what those reasons
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m ght be?

M5. AGARVWAL: Objection. Form

THE W TNESS: There could be a nunber of
reasons, but Dohil is explaining that children and ot her
patients that nmay have difficulty with the dissol ving
| ozenge, i.e., sonmething in the nouth, they should grind
it, and then dissolve it in a small volunme of water.
That's very different to an ODT. When you place an ODT
in the nmouth, it disintegrates rapidly, dissolving.
BY MR LUVAN:

Q Can you give any exanples of the nunmber of
reasons that a child or other patient m ght have
difficulty with a dissolving | ozenge?

MS. AGARWAL: (bjection. Form

THE W TNESS: Again, | amjust going on what
Dohi| says. Dohil is clearly saying that with a
di ssolving | ozenge, there could be for -- children or
ot her patients m ght have difficulty with a dissol ving
| ozenge. You know, they wouldn't have difficulty, I
believe, with an ODT because it disintegrates very
qui ckly. The very fact that they are tal ki ng about
grinding the |ozenge tells you that the | ozenge is not
acting |like an ODT, for whatever reason.
BY MR. LUMAN:

Q And can you give a couple of exanples of what
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t hose whatever reasons m ght be?

A. | haven't thought about that, but | can
understand that, as a POSA, they would be doing that for
ODTs. They are doing it for a dissolving | ozenge,
because it sticks -- a | ozenge sticks in the nouth.

It's designed to be sucked.

Q Let's turn to a different topic.

If you wouldn't mnd, let's go to paragraph 65
of your declaration. Wuld you mnd letting me know
when you arrive there.

A. Yes, thank you.

Q This paragraph -- I'mlooking at the third
sentence. It says: "There is no dispute that
budesoni de, fluticasone, or other topica
corticosteroids could be used to treat inflanmmtion of
t he upper gastrointestinal tract."

Do you see that?

A | do.

Q When did you first beconme aware of budesoni de?
A Years ago. |'ve known about budesoni de.

Q Is that through the literature or through

anot her case?
A Through the literature, but also, |'ve done
testing on budesoni de fornulations.

Q About how |l ong ago in general terns? Ten
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years? 15 years ago?

A | can't -- it would be of the order of 10 to
15 years ago, yeah. WMaybe slightly sooner. | can't
remenber.

Q You nentioned you' d done sone testing on

budesoni de formul ati ons?

A. Yes.

Q | don't want to get into third-party
confidential, but can you just give a high |level of what
you were doing for the budesonide testings that you did?

A. There was a -- without getting into detail,
the budesonide in the fornulation was m croni zed, and it
was mcronized in a way and m xed using ordered m Xing
where a budesonide -- mcronized budesoni de particles
sat on top of larger particles, and we were asked -- ny
conpany and | were asked to characterize that to show
t hat budesoni de was on the surface of the |arger carrier
particles, and we did that.

And we did that both as a powder and al so as
the tablet. W also | ooked at the way in which
budesonide interacts with the materials that are used in
i nhal ation products as a separate study.

Q. For the first study you nentioned, can you
give nme an approximate tinme frame for that? 1990s?

2000s?
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A. It would have been about -- approximately 10
to 15 years ago.

Q And are there any publication -- public
publications that came out of that work you were doing
on m croni zed budesoni de?

A No, there were not. It was done for clients.
It was confidential.

Q And then you nention a second one was the
powder and the inhalation study.

Can you give an approxinmate time frame on
that? How many years ago?

A. Simlar time. And that was -- again, we were
| ooking at the -- it was again done in the conpany, and
we were | ooking at the way in which budesonide interacts
with the materials that he used, both the excipient, but
also the materials that are used with an inhaler. There
coul d be issues of sticking and the I|iKke.

We did that not only for budesonide, for the
client, but also, we |ooked at other drugs as well.

Q Is it fair to say that you have a pretty good
fam liarity with budesoni de?

A. Depends on what you nean by "good
famliarity.” 1've studied it in specific fornulations.
It's a corticosteroid.

Q Ckay. How about fluticasone? Wen did you
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first beconme aware of fluticasone?

A. Again, simlar tinme period. |1've known of
fluticasone, |I've also known that the -- yeah,
fluticasone, alclonetasone, nonmetasone. |'ve known of

those for quite sonme tinme. Maybe even |longer than 10 to
15 years.

Q Okay. Did you do any studies with
fluticasone?

A. Yes. Again, doing studies, |ooking at
i nhal ation products, |ooking at the way in which it
interacts with the excipient, and also the actual
materials they use to nake the inhaler. That was work
we did both -- that we did in our conpany. W also
publ i shed sone academ ¢ papers on the use and the kind
of techniques we were using to study interactions
bet ween drug particles and the surface of inhalation
products as wel | .

Q I n paragraph 65, you'd referred to budesoni de,
fluticasone, or other topical corticosteroids.

What are the other topical steroids you're

referring to?

A. They coul d be the ones that are quoted in
Claim 3, |ike nometasone and becl onet hasone.

And really, what |'m saying here is that

Dr. Parr has spent a nunber of pages tal king about the
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desirability of budesonide to treat inflammtion of the
upper gastrointestinal tract. But none of the
references he cited were orally disintegrating
conpositions. But there's no dispute that those
conmpound, budesoni de and the other conmpounds coul d be
used to treat inflammtion of the upper G tract. In
fact, the patent tells you that.

Q | see.

So the other topical corticosteroids refer to
at least those listed in Exhibit 1001, colum 3, I|ines
24 to 28, colum 7, lines 6 through 10, right?

Doctor, are you waiting for ne?

Did I mss a question? | apologize.

Q Sure.
| see the citation at the end of paragraph 65

to Exhibit 1001. There's colum 3, lines 24 to 28, and

colum 7 --
A. Ri ght .
Q Yeah.

So the other topical corticosteroids referred
to in this paragraph 65 include at |east the ones |isted
in Exhibit 1001, with the citation you have there of the
colum 3, lines 24 to 28, and colum 7, lines 6 to 10,
is that right?

A. Correct.

Page 118

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

Q l'd like to switch to the topic of

taste-masking for a little bit.

G ve ne one second.

Woul d you turn with me in your declaration to
paragraph 129, please. This is Exhibit 2007.

WIl you let me know when you get there.

A Yes.

Q The header in this section is "Venkatesh is
Directed to General ODT Fornmul ati ons and Tast e- Maski ng. "

Do you see that?

A Yes.

Q And i n paragraph 129, |I'm seeing the second
sentence, kind of simlar wording: "Venkatesh is nore
generally directed to ODTs and taste-masking of bitter
drug particles.”

Do you see that?

A | do.

Q I"d like to take a | ook at sone of Venkatesh's
di scl osures.

Woul d you turn in your binder with me to
Exhi bit 1020.

A Yes.

MR. LUVAN. For the record, I'Il say Exhibit
1020 is US Patent Publication No. 2005/0232988, and the

| ast nane of the first inventor is Venkatesh.
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Q Dr. Davies, would it be okay if |I referred to
Exhi bit 1020 as Venkat esh?

A. Yes. Thank you.

Q. Woul d you turn with me to paragraph 12 of
Venkat esh, pl ease.

A. Yes.

Q The first sentence: "U. S. Pat. No. 6,139, 865
assigned to Eurand discloses a nmethod of taste-nmasking."

Do you see that?

A Yes.

Q And then way over to the | ast sentence of
paragraph 12, there's a citation to a nunber of patent
docunents there. There's US Patent No. 5,700, 492,
EP65826, US Patent Application No. 2011/00149 -- sorry,
2001/ 0014340, and EP0914818.

Do you see those citations?

Dr. Davies, did you hear my question?

A. | did. | thought |I said "yes." I'msorry,
apol ogi ze.
Q No worri es.

I n preparing your declaration in this case,
did you review any of the patent docunents cited in
Venkat esh paragraph 127
A. Well, | reviewed Venkatesh. | also reviewed,

i.e., the one we're | ooking at now, the Venkatesh 988,
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because that is in paragraph 8 of the '729 patent.

| also reviewed '340, US -- patent ending in
'340 that's shown here on the screen.

Again, that is -- and the '988, which we're
| ooking at, was cited by the '729 patent, because the
' 729 patent says "rapidly dispersing m crogranul es can
be prepared,"” as described in the US 2005/0232988, which
is the patent on the screen, or the US 2001/0014340,
which is cited in the second part of 0012 on the screen.
BY MR LUVAN:

Q Just give nme a second. Okay.

| understand you've reviewed -- from paragraph
12 of Venkatesh, you reviewed one of the patent
applications, which was 2001/0014340, right?

A. | reviewed that one, and al so the patent that
we were | ooking at, which ends in 988, because those are
cited in the '729 patent, colum 8, lines 1 through 5 or
6. Those are cited for rapidly dispersing
m crogranul es.

Q Okay. And did you review any of the other
patent docunments cited in paragraph 12 in preparing your
decl arati on?

A | don't recall if | did |ook at the other
ones. | focused on what the '729 patent was teaching

me, that it used the rapid dispersing mcrogranules as
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described in the two patents, the '988 patent and the
' 340 patent, which | believe are both Venkatesh patents.

Q Okay. Would you turn with ne to paragraph 23
of your decl aration, Exhibit 2007, please.

A. Par agraph 23.

Q And this is under a heading, "Materials
Considered.” | didn't see there US Patent No --
publication No. 2001/0014340, so | just -- my foll owup
guestion is, other than the docunents described here and
US 2001/0014340, did you rely on any other docunments in
preparing your declaration?

A. | believe both the two patents were -- they

are not in Dr. Parr's list of docunents?

Q They may be. 1'll just check.

A. But | don't know of any other docunments that I
have --

Q. Okay.

A Yeah.

Q That's fair.

Wuld you turn with nme to paragraph 130 of
your decl aration, please. Can you |let ne know when you
arrive.

A Yes, thank you. Yep.
Q I'"'m | ooking at the third sentence:

"Tast e- maski ng consists of coating the topically active
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corticosteroid with a water-insoluble polyner."

Do you see that?

A | do.
Q. And after seeing the | ast sentence of that
sanme paragraph, it says: "A person of skill in the art

woul d understand that these polynmer coatings woul d
prevent the corticosteroid fromtopically contacting the
i nfl anmed esophagus gel tissue.™

Do you see that?

A | do.
Q So | want to understand this a little bit
better.

s it your opinion that Venkatesh's
taste-masking with a water-insoluble polymer will always
prevent a drug from contacting the esophageal tissue?

MS. AGARWAL: Objection. Form

THE WTNESS: It depends on what you nean by
"always." Clearly, taste-masking by Venkatesh is not
claimed in the '729 patent clainms, in Claiml1l. | nean,
sone of these coatings, for exanple, are PH responsive
coatings. So they will not dissolve, releasing the
drug, until they are in the small intestine. Equally,
the ethylcellul ose coating is not water sol uble.

So | think a person of ordinary skill would

under stand that such taste-masking approach, which is
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intended to taste-mask is -- you would not be using that
technology in an ODT as the '729 teaches you, and that
is claimed in Claima1l.

BY MR LUMAN:

Q Are there sonme water-insol uble polyner
coatings with ethylcellul ose that would allow a drug in
an ODT to contact esophageal tissue?

MS. AGARWAL: Objection. Form
THE W TNESS: Why woul d you do it?
The whole point is to provide -- to relieve
t he EoE, and certainly, for these kind of rapidly
di spersing fornmul ati ons, why would you taste-mask in
this context for budesonide? Wy would you do that?
You want the drug to be intact topically with
the inflamed tissue.
BY MR, LUMAN

Q. | mean, we can set aside the why, but the |ast
sentence of paragraph 130 in your declaration seens to
take a strong stance that a polynmer coating woul d
prevent the corticosteroid fromtopically contacting the
i nfl aned esophageal tissue.

Is that true for all of the types of polyner
coatings you' re referencing there?
M5. AGARWAL: (Objection. Form

THE WTNESS: Well, | can't understand why
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someone woul d use a water-insoluble polyner |ike
et hyl cel l ul ose, because this taste-masking is used for
ODTs which are intended for system c effects, okay?
They're intended to go -- to be -- go down into the
stomach and into the small intestine and rel ease the
drug there. And the ethylcellul ose coating that is
there, which the drug will |each out of over a period of
time, that protects the drug fromcontacting the taste
buds in the nouth.

That's intended -- all these Venkatesh
fornmul ations are intended for system c absorption,
trying to get down into the stomach and beyond such that
the coatings with the PH responsive coatings can all ow
the drug to be rel eased, and also, the ethylcellul ose
can start to rel ease the drug over a period of tine.
BY MR, LUMAN

Q. Al right. So | understand your position on

why, which is a notivational thing. But |I want to know
if you' re taking the position that these water-insol uble
pol ymer coatings are always going to prevent a
corticosteroid fromtopically contacting esophagea
ti ssue when used in an ODT.

Where do you fall on that?

M5. AGARWAL: (Objection. Form

THE WTNESS: |I'mtaking -- if | read ny
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sentence, |'m saying a person skilled would understand
if you' re designing an ODT, that these polymer coatings
woul d prevent the corticosteroid fromtopically
contacting the inflanmed esophageal tissue, because, in
the case of the enteric coatings, they -- it just won't
di ssolve. In the case of the ethylcellulose, it wll
take tinme for the drug to | each out.

And | think somebody of skill would understand
that -- a person of skill would understand that, as far
as clainmed, these rapidly dissolving fornul ations,
beli eve, would not use this kind of taste-masking
t echnol ogy.

BY MR. LUMAN:

Q Coul d you kind of provide a little bit of,
like, a high |evel explanation of how this taste-masking
with a water insoluble coating works? |If you had to
explain it to the judge quickly, how would you do it?

MS. AGARVWAL: Objection. Form

THE WTNESS: Well, the taste-maski ng works
because the drug is coated with a water-insol uble
polymer, |ike ethylcellulose, which will prevent the
drug fromcontacting the oral cavity. And when the
patient -- so the ODT will break up in the nmouth and the
et hyl cel lul ose coating will stop the drug contacting the

oral cavity and giving that bad taste effect. \When
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swal | owed, this ethylcellul ose coating, coated drug,
will go into the stomach and into the small intestine
and it wll gradually release drug through the
et hyl cel | ul ose coati ng.
BY MR. LUMAN:

Q How does that release fromthe ethylcellul ose
coating -- how does that happen?

M5. AGARWAL: (Objection. Form
THE W TNESS: So, water in the stomach and in

the small intestine perneates through the polynmer. It
t hen di ssolves the drug on the surface, the drug itself
w il then diffuse back out through the ethylcellul ose
coating, and then subsequently be system cally absorbed
into the bl oodstream
BY MR, LUMAN:

Q How does the water perneate the
wat er - i nsol ubl e pol ymer ?

A These polynmer fornul ati ons are desi gned such
that they allow the -- such as ethylcellul ose, that
all ow the perneation of water through the coating. And
then they don't dissolve in water, but they allow the
perneati on of water.

Q How does the water perneate? Are there holes
in the ethylcellul ose coating or sonething?

A. Yes.
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MS. AGARWAL: (bjection. Form
THE W TNESS: They can be pores and --
correct.
BY MR LUMAN:
Q Do you know if there's ways of perform ng
Venkat esh's taste-masking with a water-insol ubl e pol ymer
that would allow the release of the drug to allow the

drug to contact the esophageal tissue?

A. | don't know. 1'd have to think about that.
| think, froma person of skill perspective, if you're
trying to treat this topically, first of all, you

woul dn't be thinking about using an ODT. And you
certainly wouldn't be thinking of restricting the access
of the drug -- restricting the access of the drug to the
topically -- contacting or coating the inflanmed tissue.
It would prevent that by placing a coating.
And, in fact, when it's -- since he's referring to these
Venkat esh patents, is tal king about the rapidly
di spersing m crogranul es.

Q How about, is it possible to adjust the holes
in the water insoluble coating so that the drug woul d be
rel eased after it passes through the nouth, and then
all ow the drug to contact the esophageal tissue?

M5. AGARWAL: (Objection. Form

THE W TNESS: You woul dn't be notivated to
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using this, would you?

As |'ve explained in the paragraphs that we
t al ked about, you wouldn't be notivated to do that,
based on Venkat esh.

Because why woul d you use taste-nmasking? O
why woul d you use a polymer, which would restrict and
prevent the corticosteroid fromcontacting the inflaned
esophageal tissue?

BY MR. LUMAN:

Q So aside from whet her soneone woul d be
notivated to do it, is it possible to adjust the holes
in the water insoluble coating so that the drug woul d be
rel eased after it passes through the nouth and all ow the
drug to contact the esophageal tissue?

MS. AGARVWAL: Objection. Form

THE WTNESS: | don't know. To be frank,
whet her it would possible, I'd have to think about that.
Gven this is different to Venkatesh taste-mask -- and
goes into the stomach and goes into the small intestine
and releases its drug. This is different, because
you're targeting a very specific region of the
esophagus. And there's no reason to expect why you
woul d use an ODT to do that for the reasons |'ve
descri bed.

But, equally, you'd have to think about why
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woul d you use such a coating?

You want the drug to access that topically,
contacting inflanmed esophageal tissue.
BY MR LUMAN:

Q I"d like to take a | ook at some of the taste

coating in the '729 patent.

Wul d you turn with me to Exhibit 1001,
pl ease. We are going to go to colum 13, please. |I'm

| ooking at colum 13 of the '729 patent, starting at

line 59.
Do you see the paragraph starting there?
A Yes.
Q. It says -- it describes taste-masking with a

wat er - i nsol ubl e pol yner.
Do you see that?
A. Yes. It's an exanple of one way you can use
t ast e- maski ng, but | personally don't believe that is
what's clainmed in Claim 1.
Q Is the type of water-insoluble polyner coating
described in colum 13, beginning at |ine 59,

i nconpatible with the orally disintegrating solid in

Claim 1?

MS. AGARWAL: bjection. Form

THE WTNESS: | don't believe Claim1 -- |
believe -- don't believe Claim 1l covers taste-msking,
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and uses the pol yners.
BY MR LUMAN:

Q And is your belief based on the taste-nmasking
being i nconpatible with an ODT topically delivering a
corticosteroid to the upper gastrointestinal tract?

MS. AGARWAL: Objection. Form

THE WTNESS: M point is that when | | ook at
Claim1l -- having that disintegration tine of 60
seconds -- adm nistration, the corticosteroid is
deposited topically in the upper G tract. | believe
that is not a coated formulation, i.e., the drug
crystals are not taste-nmasked and coated. That's just
what | believe.
BY MR, LUMAN

Q VWhy do you believe that Claim 1l does not

i nclude taste-masking with a water-insol uble polyner?

A. For the reason | just described in nmy previous
answer .
Q Is it because the water-insol uble polyner

prohi bits the disintegration time of 60 seconds and
depositing the corticosteroid in the upper
gastrointestinal tract?

MS. AGARWAL: bjection. Form

THE WTNESS: | believe it's for the reasons |

described in nmy previous answer.

Page 131

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

BY MR. LUMAN
Q. It'"s a little bit unclear, so can you
articulate what it is about the polyner coating that you

bel i eve woul d cause soneone not to use that with

Claim 1?

MS. AGARWAL: Objection. Form

THE WTNESS: | believe Claim1 is directed to
an orally disintegrating -- and that solid -- and which

di sintegrates within 60 second, whereupon the
adm ni stration of the corticosteroid is deposited
directly -- topically in the upper gastrointestinal
tract.

| personally think that nmeans that the drug is
deposited topically in the upper gastrointestinal tract.
| don't believe that covers the taste-mask fornmul ati ons
or the polyner-coated fornul ations that are described in
colum 13. Equally, it doesn't cover other
fornul ati ons, other fornulations that are described in
the patent. Such as liquid fornulations that are not
covered by this Claim1.
BY MR LUMAN:

Q | hear that you don't believe it's covered.

Vhat I"'m m ssing is the explanation why.

Can you provide any insight on what the

di sconnect is between a water-insol uble polyner coating
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in Claim1?

A. | believe the coating, for the reasons |'ve
described in nmy -- and | cited in ny report, and you
drew me to the paragraph, was tal king about different
pol ymers from Venkatesh. | believe that when you coat
in that way, you are not depositing the corticosteroid
topically in the upper gastrointestinal tract, because
you've got it coated. Al right?

And that's the reason why | think -- because
it's coated, | believe you will not -- this is not in
the spirit of what is in Claiml. Claim1, you know,

t eaches you about Venkatesh, it teaches you about using
these rapidly dispersing granules. That's enpl oyed.

But equally, it shows here you could have, in certain
enbodi ments, taste-masking.

But | don't believe, in the context of Claim
1, that's what it covers. Claim1l. Because | believe
that it's an ODT, it disintegrates. And surprisingly
found, when you adm nister that, you get the
corticosteroid deposited topically in the upper
gastrointestinal tract. So | believe the coating would
inhibit that in the context of Claim1l

Q. It nmust be just |ike second nature to you, but
what's the -- the problemw th the coating is that it's

around the drug, and so because there's a coating in the
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way, the drug can't contact the esophageal tissue?

A. Well, if you did have a coating, | don't
believe it's in the spirit of Claim1l, because the
coating would inhibit the deposition of the
corticosteroid topically in the upper gastrointestinal
tract. That's what | believe. So | believe that, in
the context of Claim1, it would not be covered.

Q Ckay. So let's stay in Exhibit 1001, '729
pat ent .

Wul d you turn with me to colum 14, please.
And can you |l et nme know when you arrive.

A. Yes, thank you.

Q l"mlooking at line 44. 1t says: "Exanples
of such a coacervation process are disclosed in U S
Pat ent Nos. 5,252,337, 5,639,475, 6,139, 865, and
6, 495, 160. "

Do you see that?

A. | do.

Q Did you review any of those patents in
preparing your opinions in this case?

A. | don't believe | did, in the context, but I
understand that the patent in this colum 14 is talking
about using ethylcellulose to -- coacervation using
ethylcellulose to -- for the taste-masking of the

corticosteroid.
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Ckay.

A. It s
about how you

then it goes o

ays, if you want to know nore information

do it, you can | ook at those patents. And

n to tal k about alternatives -- solution

can provide, and it goes on to a further paragraph

tal ki ng about

wat er -i nsol ubl

anot her approach that you can use,

e ethyl cel l ul ose.

t he

i me

MR. LUVAN: Let's take a |l ook at the t
together. [It's 5:00 p.m, Dr. Davies.
Do you want take a dinner break now, or a

little bit | at

er?

THE WTNESS: It's 6:00 p.m ny tine.

MR. LUVAN. Oh, apologies. So nowis a good
time for a break?
THE W TNESS: Sur e.
MR. LUVAN:. Let's go off the record.
(A short recess was taken.)
BY MR, LUMAN
Q Dr. Davies, I'd like to return to your
decl aration, Exhibit 2007. Wuld you please turn back
with me to paragraph 130.
A | amthere.
Q. " m | ooking at the fourth sentence down.

There's a reference to cellul ose acetate phthal ate and

hydr oxypr opyl

met hyl cel | ul ose pht hal at e.
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Do you see that?
A | do.
Q The next sentence has a citation after it, to
Exhi bit 2015.
Do you see that?
| do.
Q ["d like to turn to Exhibit 2015 with you,
which is at the back of the binder.
A Yes, |'m here.
MR. LUMAN:  For the record, Exhibit 2015
contai ns sone excerpts fromthe Handbook of
Phar maceuti cal Exci pi ents.
Q. Dr. Davies, this is one of the exhibits that
you cited in your report, right?
A | do.
Q And if you turn to page 191, this is a
docunent that discusses cellul ose acetate phthal ate.
Do you see that?
A. Yes.
Q Turning to the next page, page 192, and on the
| eft colum, there's a first header, "Moisture content."
Do you see that?
A | do.
Q. And it says: "Cellulose acetate phthalate is

hygroscopi ¢ and precauti ons are necessary to avoid
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excessi ve absorption of noisture.”
Do you see that?

A | do.

Q What does it nean, that cellul ose acetate
pht hal ate is hygroscopic?

A. It nmeans that -- when sonmething is
hygroscopic, it absorbs surface water.

Q And what is it about cellul ose acetate
pht hal ate that tend to absorb surface noisture?

A. Probably com ng fromthe cellul ose portion of
the cellul ose acetate phthal ate.

Q What about the cellulose portion would absorb
surface noisture?

A. Sorry, | don't understand your question.

Q Why did you say that the cellul ose portion
woul d tend to absorb surface noisture?

A Cel lul ose is known to absorb water.

Q Okay. Let's --

A. It doesn't stop it being an enteric coating
materi al .

Q Let's discuss the Gother reference for a few
mnutes. Let's start with your declaration, Exhibit
2007. If you'll turn with me to paragraph 118, pl ease.

Dr. Davies, can you let nme know when you

arrive at paragraph 118.
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A. | have, thank you

Q. I"m | ooking at the first sentence. "As
di scussed above, a POSA woul d understand that Grother is
concerned with creating an ODT fornul ati on that
elimnates mammal i an gelatin from ODT fornul ati ons and
works with any class of drugs."”

Do you see that?

A | do.

Q. When you say that the person of ordinary skil
in the art woul d understand that G other works with any
cl ass of drugs, does that include corticosteroids?

A. Well, it's working -- ODT fornulations for
system ¢ absorption. So it's got six pages of these
hundreds of different drugs, and there are
corticosteroids |listed anong the hundreds of the other
dr ugs.

It doesn't highlight them but -- and he
doesn't distinguish between system c and topical
corticosteroids or system c or topical drugs. He
just -- it's just a platformtechnol ogy -- a new
pl atform technol ogy without gelatin for systemc
absor pti on.

Q. So woul d a person of ordinary skill in the art
understand that G other works with corticosteroids?

A. | think a person of ordinary skill in the art
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woul d understand that Grother is designed as an ODT for
system ¢ absorption. He would see that there are
corticosteroids |listed anong the hundreds of drugs.
Grother doesn't particularly highlight themin any way.
| think that's what he'd say.

Q Sure.

| understand that you want to discuss that
Gr ot her doesn't highlight corticosteroids, but that
wasn't my question.

My question was: Wuld a person of skill in
the art believe that Grother's ODT would work with
corticosteroids?

MS. AGARWAL: Objection to form

THE W TNESS: | thought I answered your
gquestion. It's a -- platformtechnol ogy, and he lists
six pages of nmultiple different classes of drugs,

i ncluding corticosteroids, anongst the hundreds of other
drugs, but he doesn't particularly highlight themin any
way .

BY MR. LUMAN:

Q Does Grother listing corticosteroids as sone
of the drugs in his publication indicate that a person
of skill in the art would expect corticosteroids to work
with Gother's ODT fornulation?

MS. AGARWAL: Objection. Form
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THE WTNESS: | think a person of skill in the
art woul d understand that Grother is just a generic
pl atformthat you can use, and it includes -- which
i ncl udes, anongst six pages of nultiple drugs, nmultiple
cl asses, corticosteroids.
BY MR LUMAN:
Q Let's take a | ook at the Grother reference
t oget her.
Wuld you turn with me in your binder to
Exhi bit 1008, please.
MR. LUVAN. For the record, I'lIl say that
Exhi bit 1008 is a PCT Publication WO 00/44351, and the
| ast name of the first inventor is G other.
Q Dr. Davies, is it okay if | refer to this
exhibit as G other?
A. Fi ne. Thank you.
Q. Wul d you turn with nme to page 1 of G other.
" m | ooking at line 15.
Do you see that the first listed
corticosteroid is becl onmethasone?
A Yes.
Q Wul d a person of ordinary skill in the art
understand that Grother's ODT fornul ati on woul d work
wi th becl onet hasone?

A. A person of ordinary skill would understand
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you could use Grother ODT platformfor any drugs for
system ¢ absorption. And that would be the focus. You
woul dn't be thinking about -- Grother doesn't even talk
about different applications. Gother doesn't talk
about, frankly, anything to do with using an ODT for --
to treat EOE in the esophagus.

Just because he lists a ot of drugs, a person
of ordinary skill would think that you could use these
drugs for that particular application, when no one in
the -- has ever done that. It's, | think, very
farfetched.

Q | didn't ask anything about systemc
absorption.

| just asked, would a person skilled in the
art understand that G other's ODT fornulation would work
wi th becl omet hasone?

A. Can you define "work with"?
Q Let nme re-ask the question.

Woul d a person of ordinary skill in the art
under stand that becl omet hasone woul d be used as the
active ingredient in Gother's conposition?

A A person of skill in the art would understand

you could use Grother for nultiple drugs, but a person

of ordinary skill would understand, in using them that
doesn't nean -- ODTs would be use for, i.e., systemc
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absorption. A POSA reading this wouldn't be thinking
that you could use these drugs in a way that is

exenplified in the '729 patent, because nobody had ever

done that.
Q Sure. | didn't ask if it could be used in the
'729 patent. | just asked if a person skilled in the

art woul d have expected that becl onmet hasone coul d be
used as the active ingredient in Gother's ODT
conposi tion.

MS. AGARWAL: bjection. Form

THE W TNESS: Ckay. For what application?
For what ?

You know, it's just a general platform
technology. In that context, you'd be thinking he's
swappi ng out the gelatin for other materials. And
that's the purpose of this patent.

But could you put such a drug in it?

Yes.

Woul d you be thinking that would be the kind
of formulation that would work as per the '729?

Absol utely no. Because no one has ever
t hought of doing that using the '729 platform ODTs, for
topi cal treatnment of the esophagus.

BY MR. LUMAN:

Q And woul d you give the sanme answer if | asked

Page 142

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

you if a person of skill in the art would understand
that fluticasone or budesonide could be use as the
active ingredient in Gother's ODT conposition?

A | woul d, because there's nothing in the
literature that would say this is just saying that you
coul d produce an ODT based on non-gelatin formul ati ons
with these nultitude of drugs. It doesn't talk about
any di sease, it doesn't talk about function, and, you
know, that's the purpose of this.

Q. Let's return to your declaration, and if you
would turn with me to paragraph 115.

Looking at the fifth sentence, it says: "A
POSA woul d therefore understand G other to disclose a
general ODT platform for which any drug may be used as
an active. A POSA would al so understand that G other
did not recognize that an ODT could be used to topically
adm ni ster a corticosteroid to the upper
gastrointestinal tract."

Do you see that?

A | do.

Q | want to know what you nean that Grother did
not recogni ze that an ODT could be used to adm nister a

corti costeroid.

VWhen you say "did not recognize," is that the
inventor, M. Gother -- Dr. Grother, didn't have it in
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his mnd that the corticosteroid could be used to
topically adm nister, or are you sayi ng sonething el se,
li ke, Gother just didn't wite out that, in his
reference, a corticosteroid could be used to topically
adm ni ster a corticosteroid to the upper
gastrointestinal tract?

M5. AGARWAL: (Objection. Form

THE WTNESS: | really don't understand that
gquestion. But I'll explain what the sentence neans.

BY MR LUMAN:

Q Pl ease.

A. This neans that Grother just tal ks about his
platform and he lists a bunch of drugs. He doesn't
tal k about any disease, or it doesn't talk about any
application. He doesn't talk to the fact -- you know,
you have to understand, if you' re tal king about G other,
it's tal king about general ODTs.

| couldn't find it, Dr. Parr couldn't find
it -- any reference to an ODT being used to topically
adm ni ster to the upper intestinal tract.

It's the first tine -- the '729 expl ains
that's the first tine it's done. So sonebody reading
Grother would just sinmply see it as a new ODT pl atform

It doesn't say you could use an ODT for the

first tine to topically adm nister a drug to the upper
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gastrointestinal tract. That's what it saying. And I

t hi nk any person of skill would -- reading that, would
understand that. And they would understand that the

di scl osure of Grother to suggest an ODT contai ni ng
topical corticosteroid to topically adm nister the
corticosteroid to the upper G tract, for the treatnment
of EOE -- a person of skill would not understand G ot her
to be disclosing that.

Q. When you say Grother did not recognize, you
mean Grother did not wite out in his publication that
an ODT could be used to topically adm nister a
corticosteroid?

MS. AGARWAL: Objection. Form

THE W TNESS: Well, no, frankly, nobody coul d.
Nobody, but Grother -- no citation of all the ODTs have
done that. Gother is just a platformtechnol ogy, and
he's illustrating he's noved away fromgelatin to other
materials. And he doesn't recognize -- he doesn't talk
about any di sease, he doesn't talk any particul ar
therapy. So Gother is just this platform and there's
nothing in Grother or any of the publications which
woul d suggest that you could use an ODT to topically
adm ni ster a corticosteroid to the upper
gastroi ntestinal tract.

BY MR. LUMAN:
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Q | think I understand.

When you wite that sentence that "G other
didn't wite out.”" It's the word "recogni ze" that's
kind of troubling ne. Let ne ask a different question.

What did you nean by using the word
"recogni ze" in the sentence in paragraph 115 of your
decl aration?

MS. AGARWAL: (bj ection.

THE WTNESS: | think it's clear that G other
did not recognize, did not acknow edge, did not call out
that an ODT could be used to topically adm nister a
corticosteroid to the upper gastrointestinal tract.

Grother is |like every other publication that's
been cited. No one has said, apart fromthe inventors
of the '729 patent, that you could use an ODT to
topically adm nister a corticosteroid to the upper
gastroi ntestinal tract.

Grother is sinply telling you, | have
devel oped this new ODT fornul ati on not based on gel atin,
and he's got a shocking list of drugs. He doesn't talk
about any di sease for these drugs. He certainly doesn't
di stingui sh between system c and topical absorption.

You know, sonebody -- | know a person of
ordinary skill would know that ODTs, to date, before the

'729 patent, were used for system c delivery, not
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topical. And certainly not topically adm nistered
corticosteroid to the upper gastrointestinal tract.

That's what |' m sayi ng.

BY MR LUMAN:
Q You nentioned that Grother has a shocking |ist
of drugs.

What shocks you about it?

MS. AGARWAL: (bj ection.

THE W TNESS: Shocki ng (phonetic) --
(unintelligible - sound issues.) Sorry, ny British
accent .

BY MR LUMAN:
Q. Very good. I'mglad we clarified that.

Let's go back to your declaration, back to
paragraph 118. It's the next page over. Actually, it's
the | ast sentence. |It's over on page 54. Ckay.

The | ast sentence of paragraph 118 states: "A
POSA readi ng Grother would have no notivation to sel ect
budesoni de or fluticasone fromthe long list of drugs.”

Do you see that?

A | do.

Q So what would Grother have had to say in order
to provide a notivation to sel ect budesonide fromthe
list of drugs?

MS. AGARWAL: Objection. Form
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THE W TNESS: Grother doesn't say -- why woul d
you -- based on Grother, why would you be notivated to
choose budesonide fromthe long |ist of drugs? Wy
woul d you be?

It's included in this huge shopping list, or
long list of drugs.

VWhy woul d you do that?

You know, certainly, Gother doesn't talk at
all about topical delivery of budesonide to treat the
upper gastrointestinal tract and EoE.

You know, it's just saying, here is ny new
platform which isn't based on gelatin but based on
other materials. And for -- that's what it's saying,
ODT. So that's what it's saying.

So why woul d you be notivated?

You'd have no notivation. First of all, you
woul dn't choose an ODT based on the prior art to treat
t hat area of the esophagus. You'd go with a liquid
sol uti on.

VWhy woul d you switch froma fornul ati on, which
you knew worked, to a fornul ati on based on Grother?

It makes no sense. Particularly, as no ODT
had -- Dr. Parr can't point to one that's been used
topically in this way. That's why there would be no

moti vati on.
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BY MR, LUMAN
Q I mean, Grother includes budesonide in his
list of drugs, so what else would a person of skill in
the art need to be able to have been notivated to use
budesonide in Grother's ODT fornulation?
A. Well, 1've already answered that question in

t he previous answer. A person of skill wouldn't be
t hi nking of ODTs to treat the esophagus and EoE.

They woul d be thinking, let's go -- Dohil, the
vi scous sol ution, which has proved to work.

Why woul d you choose to nove away for
sonet hing that works to an ODT fornul ati on?

Particularly as Grother doesn't tal k about any
di sease, doesn't talk about any application. He just
got this huge shopping list -- or list of drugs.

Wy woul d a person want to nove away from
sonething that's sinple, effective and easy to
adm nister in a Dohil? Wy would they want to nove?

Particularly to a kind of formulation which is
a -- fornmulation, which no -- there was no exanpl e of
t hat bei ng used topically.

VWhy woul d you be thinking -- there would be no
notivation. You' d have no expectation of success,
using -- and, in fact, the fact that it works surprised

me, and |'ve been in the field for so long. You would
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have no expectation of success. So you wouldn't be
notivated. It's purely a hindsight-driven argunent.
Q It seens to me that your position is, a person

readi ng Grother would just ignore budesoni de, on page

18.

Whay is it your position that the person of
ordinary skill would just ignore budesonide?

MS. AGARWAL: Objection to the form

THE W TNESS: For the reasons | described in
my report. Grother is just a platformtechnol ogy.

There woul d be no notivation to select budesonide from
the long list of drugs.

Why woul d you be notivated to do it?

The only reason you would be notivated is
t hrough the hindsight of knowing fromthe '729 that, for
the first tine, an ODT has been shown to be applied
topically, and can treat EOE in the esophagus.

Why woul d you even go there?

Forget the '729 patent. You have sonething
that works as a viscous liquid of a defined vol une,
premade of a defined viscosity.

Why woul d you change that and nove to Grother?

You'd have no notivation to do that. That's
what |' m sayi ng.

BY MR. LUMAN:
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Q Let's nove to a different topic. |'d like to
turn to the Parr declaration for a few m nutes.
Woul d you turn in your binder to Exhibit 1030,
pl ease.
MR. LUMAN: For the record, |I'll state Exhibit
1030 is a declaration of Allen Parr, with respect to the
' 729 patent.
Q Dr. Davies, are you famliar with Exhibit
10307
A I am
Q Wul d you turn with me to paragraph 29. You
can |l et me know when you arrive, please.
A. Thank you.
Q In the second sentence of paragraph 29,
Dr. Parr explains, the person of ordinary skill in the
art, that they have a Ph.D., or other advanced degree,
and he goes on to further explain the characteristics of
t he person of skill in the art.

Do you see that?

A | do.
Q Do you agree with Dr. Parr's description of
t he person of ordinary skill in the art?
A | believe | do. Generally, |I do. Let ne just

doubl e- check.

As a general thing, yes, | do.
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I's there anything you woul d change about it?
I"d have to think about it.
Q I"d like to change topics to the '729 patent.
Do you mind turning in your binder to Exhibit
1001, please. 1'd like to | ook at Exanple 1, which
starts in colum 17.
Wul d you et nme know when you arrive at
colum 17.
A. Yes, thank you.

Q. Are you famliar with Exanple 1 of the '729

pat ent ?
A. | am
Q. In Exanple 1, | see that the first ingredient

in that formulation is mannitol.

Do you see that, line 147
Yes.
Q. VWhat is mannitol doing in this fornulation?

Is it a bul king agent, or sonething el se?
M5. AGARWAL: bjection. Form
THE WTNESS: 1It's one of the excipients that
they cite in the publication that can be used. Sugar
al cohol .
BY MR LUVAN:
Q. | see there's 91.2 percent weight by weight of

manni t ol .
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Do you see that?
Yes.
Q As an excipient, is mannitol the bul ki ng agent
here, or is it sonmething el se?
MS. AGARWAL: Objection. Form
THE WTNESS: It's used as a sugar al cohol.
Whi ch woul d be rapidly -- undergo -- it helps it undergo
rapi d dissolution, together with the disintegrant.
BY MR. LUMAN:

Q. What is the disintegrant in this formulation?

A Cr ospovi done XL.

Q | see a little bit further down in Exanple 1,
around |ine 34, magnesi um stearate was used.

Do you see that?

A | do.

Q What is the purpose of nmagnesium stearate in
this fornmul ation?

A. It's a lubricant, a processing aid.

Q In the formul ation, Exanple 1, is there any
bi ndi ng agent that holds the fornulation together?

A It appears that the powders are bl ended, and
water is used as the granul ating agent, binding the
particles together, and then they're dried.

Q I"m | ooking still in Exanple 1.

Do you see the table in Exanple 17
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A | do.

Q. So | see that the total weight of the tablet
target was 100 mlligrams, right?

A Ri ght, the target, yeah.

Q And then, if I'"'mreading right, there's a
range for the weight of 95 to 105 mlligrams.

That's the actual weight of the ODTs that were

made, right?

A. That's the acceptable range that was being
used, correct.

Q Okay. That's the acceptable range, or the

range they actually nmeasured?

A. It | ooks, fromthe weight of ten tablets
bel ow, that that's exactly -- it ranges from about 95 to
105, yeah.

Q Then there's the thickness.

There was the target thickness of 2.4

mllimeters, right?

A. Yes.

Q And | see a range for the thickness of 2.0 to
2.8.

Does that nean the tablets that were actually
made had that range, from2.0 to 2.8 mllinmeters?
A. Yes. That's what produced the tablets,

ranging from95 to 105 m | ligrans.
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Q Wuld a tablet in the range between 2.0 and
2.8 be a good range for the thickness of an ODT?
A. Sorry, say that again.
Q Sure.
Is the range of 2.0 to 2.8, the thickness of
an ODT -- is that a good range for an ODT?
A It depends on how it functions.
Do all the tablets tested disintegrate in
about 60 second or |ess?
Then, by definition, they are ODT.
Q "' m | ooking now at the hardness. | see a
target hardness of 28 newt ons.

Do you see that?

A Yes.

Q. Are you famliar with nmeasuring hardness of
t abl et s?

A | am

Q Have you done that before?

A Many ti mes.

Q What are sonme of the ways to neasure tablet
har dness?
A. There are machines that are comrercially

avai |l abl e that you can use where the tablet is placed in
the machine, and, literally, a surface conmes up to the

tabl et and applies pressure, and that surface has got a
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way of nmeasuring the force that is inpacted during that
process in terns of newtons.

Q Does the hardness neasurenent depend on the
rate that the pressure is applied through the surface to
the tablet?

A. Usual ly, there's a standard approach in terns
of the rate at which it's applied, but, |ook, whatever
the rate, those tablets pass the 60 seconds or |ess, and
they are shown to be ODTs.

Q. What ' s the standard approach for neasuring
hardness that you referenced?

A. Well, you can use the standard equi pnent that
comes -- that is standard. | nean, frankly, whatever is
measured here is measured, and it's shown that it has
this particular range of hardness, and these tablets
di sintegrate in about 60 second or less, i.e., they are
ODTs.

Q You nentioned that hardness is neasured with a
surface that cones up to a tablet that applies pressure.

Does the hardness neasurenent depend on the
rate at which the surface is brought up to the tablet to
apply the pressure?

A The hardness nmeasurenent typically cones with
the standard instrunments which have been cali brat ed.

And, you know, they've neasured the hardness here, and
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it shows these val ues, but absolutely, all those tablets
disintegrate within about 60 second or |ess.

If you wish to change the rate at which --
there are -- on the nore research side, you can | ook at
the rate at which you apply the force to the tablet to
nmeasure the force to break the tablet, but with standard
equi pnment that is used in the pharmaceutical industry,
that is done at a particular rate. And here, we're
seeing the values are such, and these tablets al
di sintegrate in about 60 second or less, i.e., they are
ODTs.

Q How about the size of the tablet? Does the
hardness neasurenment depend on the size of a tablet?

MS. AGARWAL: (bjection. Form

THE WTNESS: It depends. It depends on the
cont ext.

I's the hardness nmeasurenent, as shown here --
do these tablets, irrespective of the way in which they
are being -- the hardness is neasured, do they
disintegrate within 60 second or | ess?

Absol utely. They're ODTs.

BY MR LUMAN:
Q. How about the shape of the tablet? Does that

i npact the hardness neasurenent of the tablet?
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MS. AGARWAL: (bjection. Form

THE W TNESS: Again, that's a kind of research
aspect to that. It depends on the type of shape you
woul d ook at. Clearly, in this case, the hardness is
sufficient for the integrity of the tablet, and al so
to -- it's sufficient that these tablets disintegrate
wi thin 60 seconds or |ess.
BY MR LUVAN:

Q And you nentioned that the hardness is

sufficient for the integrity.

Is that range of 8 to 48 newtons a hardness of
sufficient integrity for tablets?

A. Sur e.

MS. AGARWAL: (bjection. Form

THE WTNESS: Sure. |I'mcertainly |ooking at
the friability. Very good. So therefore, based on --
but al so, |ook at the disintegration test.

Let's not tal k about that. Let's not talk
about the fact that these are acting |ike ODTs. They
di sintegrate in about 60 seconds when nmeasured, using

t he USP disintegration.

BY MR. LUMAN:
Q I"'m 1l ooking at friability in the table. The

target has NM.
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Does that nean "not nore than"?
A. Yeah.
Q So the target was not nore than .6 percent
friability, is that right?
A. Correct.
Q And then the range, | see 1 percent.
A. Yes.
Q Do you see that?
That | ooks like just a nunber to ne.
How is 1 percent a range?
M5. AGARWAL: (Objection. Form
THE W TNESS: | don't know, it just shows 1

percent, which is | ow

BY MR, LUMAN:

Q Are you famliar with neasuring friability of
t abl et s?

A. Yes, | am

Q Have you done that before?

A. Many tinmes. Taught undergraduates to do it,
li ke |I"ve taught themto do hardness and tabl eting.
Q Woul d you consider less than 1 percent a good
friability for early disintegrating tablets?
M5. AGARWAL: (Objection. Form
THE W TNESS: | woul d consi der 1 percent

reasonabl e, a good result for friability, yes.
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But | ook, all disintegrate within 60 seconds,
so they are ODTs.
BY MR. LUMAN
Q. What is it about a friability of 1 percent
that is good for ODTs?
A. It's good for tablets, full stop.
Q Why is that?
A It's showing that the tablets are of suitable
integrity in a friability test.
Q. Does the nethod that a tablet is made inpact
its friability?
A. It depends on the context.
Are these suitably nmade tablets that show | ow
friability, good weight, thickness, hardness and
di sintegrate within about 60 second or | ess?
Yeah. They're ODTs. There's nothing to
suggest in the Exanple 1 that they are not well made.
Q Al right. A couple of other questions in the
pat ent .
[f you'll turn with me to colum 9 of Exhibit
1001. And I'mlooking at |ine 32.
Do you see where it nentions specific exanples
of glidants and |ubricants? Do you see that?
A | do.

Q What's the difference between a glidant and a
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[ ubricant?

A. A glidant is -- a glidant and |ubricant attach
to the surface of particles. And glidants ensure --
glidants help the particles flowwithin a powder bed, to
i nprove powder flow within a powder bed.

Lubricants reduce the friction between
particles, both during flow, and al so when they -- the
particles flowinto the tablet die to a predefined
vol unme, and then as the particles are conpressed by the
dies, the lubricant mnim zes the friction between the
particles and al so between the particles and the die
walls. You can add materials that can act both as
| ubricants and al so glidants.

Q That's what the paragraph here in colum 9,
lines 32 to 37 indicates, is that sone of these exanples
of conmpounds can be both glidants and |ubricants, right?

A. It is just listing exanples of glidants and
[ ubricants, and within that list, there are sone that
can act as both.

Q Stearic acid -- is that one that can be a
glidant and a |ubricant?

A It's primarily a lubricant, but it has been
used, can be used as a glidant. Maghesium stearate is
primarily a lubricant, but it has glidant properties as

wel | because it reduces friction between particles.
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Q How about cal cium stearate or other netallic
stearates, are they both glidants and | ubricants?

M5. AGARWAL: Objection. Form Beyond the
scope.

THE WTNESS: 1'd have to look at it. [It's
got nothing to do with my report. 1'd have to | ook at
it.

BY MR LUMAN:

Q. Let's turn back to your report. [If you'l
turn with me to Exhibit 2007, I'd like to go to
par agraph 44, pl ease.

A "' mthere.

Q. Looking at the first sentence, it says: "The
clainms of the '729 patent are directed to orally
di sintegrating solid pharmaceutical conpositions
containing a topically adm nistered corticosteroid that
topically adm nisters a therapeutically effective anount
of a corticosteroid to inflanmed tissue of the upper

gastrointestinal tract,” and then it goes on a little

bit nore.
Do you see that?
A. | do.
Q. " m | ooking at the | anguage "adm nisters a

t herapeutically effective anmount."”

Do you see that?
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A | do.

Q. What did you nmean, that the claimed orally
di sintegrating conpositions adm nister a therapeutically
effective anobunt to treat inflammation of the upper
gastrointestinal tract?

A. " m saying that the clains of the '729 patent
are directed to these orally disintegrating solid
phar maceuti cal conpositions, containing a topically
adm ni stered corticosteroid that topically adm nisters a
therapeutically effective amount of the corticosteroid
to the inflanmed tissue of the upper gastrointestinal
tract.

And that's what the claims do. Claim 29,
onwar ds, tal ks about treatnent of particular conditions.
You woul d treat those conditions with a therapeutically
effective anount of a corticosteroid.

Q. Can you give us sone insight into what's
happeni ng nechanistically to deliver the therapeutically
ef fective anount of the corticosteroid? 1Is it something
about the saliva disintegrating the tablet, carrying the
drug to the esophagus? How would you explain it?

M5. AGARWAL: (Objection. Form

THE WTNESS: As the '729 patent teaches you
for the first tinme, you can use ODTs to topically

deliver a corticosteroid, and it shows, in Claim1l, a

Page 163

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

solid pharmaceuti cal conposition, which is already

di sintegrati ng, whereupon -- and it does that within 60
seconds, just like the exanple we just saw -- whereupon,
upon adm ni stration of the corticosteroid, it is
deposited topically in the upper gastrointestinal tract.

So it's telling you that's the formul ati on,
and for the reasons |'ve described, sonmebody of skil
woul dn't have expected an ODT to be able to do that.

In Claim 29, a nethod of treatment of the
inflanmatory condition of the gastrointestinal tract,
conprising -- admnistering to an individual in need
t hereof of a pharnmaceutical conposition according to
Claiml. So Claiml is treating, effectively, the
inflammtory condition.

As it treats an inflammtory condition, you're
adm ni stering a therapeutically effective dose.

BY MR LUMAN:
Q Ri ght .

And you had said it's surprising that the ODT
can do this.

I " m wondering, what's happening for the ODT to
be able to adm nister the corticosteroid to the upper
gastrointestinal tract? Can you explain what's going on
for that to be able to happen?

A. |'"ve explained it before. 1've said nultiple
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answers of how the ODT works. You know that.

So |'ve explained that when it's in contact --
pl aced in the nouth, in contact with saliva, it
undergoes rapid disintegration. Sone of the drug is
di ssolved in saliva, sone is in particles, and when that
is swal l owed, surprisingly, it's been found that it's
able to topically adm nister a therapeutically effective
anmpunt to the -- and treat EoE within the esophagus.
Treat the inflamed tissue.

And it's surprising because a person of skill
woul dn't think of using an ODT to do that. They would
have t hought of using a liquid, |ike Dohil, and it's
surprising, because you wouldn't have expected an ODT to
be able to do what the liquid fornulation, which is
premade -- you know the viscosity, you know the vol une.
It's surprising, but it works. And it does work, and
that's what they're teaching you. And it's the first
time it's been done, using an ODT to topically treat the
upper gastrointestinal tract.

Q Is part of the way that Claim1l is topically
adm ni stering the particles such that the corticosteroid
particles touch the upper gastrointestinal tract
ti ssues?

M5. AGARWAL: (Objection. Form

THE W TNESS: | believe that the -- where it
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says "adm nistration of the corticosteroid is deposited
topically in the upper gastrointestinal tract” -- so the
corticosteroid is in contact with the inflanmed tissue of
t he upper gastrointestinal tract. And as Claim 29 says,
it's treating using the formulation of Claiml. It's
treating the inflamed tissue of the upper G tract for

t he various conditions.

BY MR LUMAN:

Q. So Claim1l involves the corticosteroid
contacting the inflanmed tissue of the upper
gastrointestinal tract? |Is that part of it?

A. | don't understand what you nean by "is that
part of it."

It's surprisingly been found that the ODT
undergoes rapid disintegration in the saliva, in that
limted volunme that we tal ked about before, and that, in
that limted volune, it will be dissolved into
particles, and on swallowing, that is able to topically
adm ni ster the drug to the upper gastrointestinal tract
such that it treats the inflamed tissue. |It's providing
a therapeutically effective anount of the corticosteroid
to the inflamed tissue in a topical way.

Q. Maybe you can explain what it nmeans to have a
topi cal adm nistrati on.

What does it nean to have topical
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adm ni stration?
A. You know what it nmeans to have a topical

adm nistration. | think what this nmeans is that the
drug, rather than acting systematically, being absorbed
in the bloodstream is actually acting directly on the
surface of the inflanmed tissue. That's what "topically”
means.

And that's never been done before with an ODT

and you woul dn't have any expectation of success, going

froma liquid -- viscous |iquid or predefined sinple
effective way of doing it -- predefined vol une,
viscosity, et cetera -- going fromthat to an ODT,

because no one had used an ODT for topical
adm ni stration in the upper gastrointestinal tract, and
you woul dn't have an expectation of success in doing
t hat .

Q. It was the '729 patent, in your opinion, that
was the first to denonstrate successful topica
adm nistration of a corticosteroid to the upper
gastrointestinal tract, right?

A That's not what | said.

The '729 is the first to show that you coul d

use an ODT to topically adm nister a corticosteroid to
the inflanmed tissue of the upper gastrointestinal tract.

It's the first tinme that an ODT, which is used typically
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for system c absorption of drugs -- first tinme it's been
used to topically adm nister -- and for all the reasons
| " ve discussed throughout our discussion today, you

woul dn't have expected an ODT to work.

You know, you woul dn't have had an expectation
of success. You wouldn't have thought, 1'Il sinmply
switch to an ODT, and it can work. You just wouldn't.

Why woul d you do that when you know there's a
formul ation there, which has shown to be sinple and
effective, like a viscous solution or suspension?

M5. AGARWAL: We've been going for about an
hour .

Do you want a break?

THE W TNESS: That woul d be |ovely, thank you.

MR. LUMAN:  Shall we take a ten-m nute break?

THE W TNESS: Yes, thank you very nuch.

(A short recess was taken.)

BY MR, LUMAN

Q Dr. Davies, would you turn in your declaration
with me, Exhibit 2007, to paragraph 13, please.

A | have it.

Q In the first sentence, it says: "l have
aut hored over 380 peer-reviewed papers, reviews, and
book chapters.”

Do you see that?
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A | do.

Q. | didn't see any discussion of formulating
topi cal drugs versus system c drugs in your
publ i cati ons.

Are you aware of your publications discussing
t opi cal versus systenm c drugs?

M5. AGARWAL: (Objection. Form

THE WTNESS: That's just an illustration of
the different -- the nunber of papers that | have
publ i shed. Those papers are in the context of, that's
my work and what |'ve done in the past. It doesn't stop
me actually thinking, though -- you know, being able to,
with all that knowl edge -- with setting up a
phar maceuti cal conpany and serving all those clients in
t he pharmaceutical industry over those many years --
that | can cone to a conclusion on whether or not
sonething in these publications is tal king about
system c or topical delivery.
BY MR LUMAN:

Q You are famliar, however, with fornmul ating
topi cal and systemic drugs, is that fair?

A. | amfamliar with approaches that have been
used in the past for the fornulation of drugs, which are
both topical -- which are topical and/or system c.

have done that. But that doesn't nean that when it
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comes to an ODT, the ODTs, before the '729 patent, were
used in system c admnistration. '729 is the first to
use ODTs for topical delivery to the upper

gastroi ntestinal tract.

Q I's whether a drug acts topically or
systematically -- is that a property of the drug itself,
or is that based on the fornulation of the drug?

MS. AGARWAL: Objection. Form

THE WTNESS: It can be both, and it depends
on the context of which you're trying to fornmul ate.

BY MR. LUMAN:

Q Can you explain that a little bit nore. Sone
drugs are topical and sone are system c, but some of it
depends on the particul ar drug.

Can you el abor at e?

A That's not what | said.

So it depends on the context.

So woul d you be thinking, because a drug is
topical, l|ike budesonide, that if you just placed it
into an ODT, it would function and treat the upper
gastrointestinal tract?

No. Because nobody had ever used an ODT to do
that, for that particular application.

So in that context, it does depend on the

drug, the formul ation, and what you're trying to treat.
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Q Is it fair to say that sonme drugs have

effects and sone have -- and al so system c effec
MS. AGARWAL: Objection. Form

THE WTNESS: It depends on the contex

me an exanpl e.
BY MR. LUMAN:

Q How about budesoni de? Does that have

effects?
A It has very |ow system c effects,

It's rapidly netabolized, and therefore, it has

systematic corticosteroid function. And, you kn
been used topically in inhalation, and topically

enteric coated tablets to treat Crohn's di sease.

been -- it's never been used until the
treat inflamed tissue in the esophagus.
Q How about fluticasone? Does that have

system c effects?
A Again, it has very |low system c effect

has very | ow corticosteroid activity, as do al

drugs that were cited in the '729 patent. That'

tal ks to drugs, which are in the claim--

Q Is there a way to fornul ate budesoni de
it acts systematically?

A. I

haven't finished ny answer, actually

If I may.

t opi cal

ts?

t. G ve

system c

as we know.

very | ow
ow, it's
, In

It's

729 in an ODT to

S. |t
t he
s why it

so that
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Q Sorry.

A. Where in the claimit says "no significant
system ¢ glucocorticoid or mneral ocorticoid activity
after oral admnistration.”™ Then, in Claim3, it |lists
a range of corticosteroids, which includes budesonide
and fluticasone.

Q Is that the end?

| don't want to interrupt you.

Yes, thank you.

Q. Is it possible to fornulate fluticasone so
that it has systematic effects?

A. Say that again.

Q Is it possible to fornmulate fluticasone so
that it has system c effects?

A Again, 1've not been asked to consider that.
" mjust considering the '729 patent, and | focused on
that. And in the context of using an ODT, fluticasone
can be used in an ODT, and give topical therapy for the
treatnment of inflammation of the gastrointestinal tract
within the esophagus.

MR. LUMAN: What I'd like to do is turn to the
very last tab in your binder. We will mark this as
Exhi bit 1071.

(Exhi bit 1071 marked for identification.)

VR. LUMAN: For the record, I'll state the
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docunent is US Patent No. 2011/0189299. |It's entitled
"Phar maceuti cal Conposition Containing Surface-Coated
M croparticles." The |last name of the first inventor is
Okubo.

THE W TNESS: | have it.
BY MR LUMAN:

Q On the list of inventors, | see the nane

Martyn C. Davies, from Nottingham

Is that you?

MS. AGARWAL: \Where is this exhibit com ng
fronf

We' ve never seen this before.

MR. LUMAN: It's the [ast docunent in the
bi nder.

MS. AGARWAL: Yes, but you haven't produced
this for us before, correct?

MR. LUVAN. No, I'musing it for the first
time during this deposition.

M5. AGARWAL: And it hasn't -- it wasn't part
of the petition, or in Dr. Parr's declaration, correct?

MR. LUMAN: That's correct.

M5. AGARWAL: [|I'mgoing to object to this
exhi bit as beyond the scope of Dr. Davies's declaration.

THE WTNESS: Sorry, | m sunderstood you.

Coul d you restate that?
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Thank you.

BY MR LUMAN:
Q. Sure.

M5. AGARWAL: | object to this exhibit as
beyond t he scope, because you have no obligation to
devel op opinions on the fly on exhibits --

MR. LUMAN: Hold on, Counsel. There's no
speaki ng objections |ike that.

You have nmade your objection, and now we w |
proceed.

M5. AGARWAL: Counsel, you're the one
interjecting a conpletely new exhibit that neither the
W t ness nor we have seen before.

MR. LUVMAN: |If you want to do a colloquy, we
wi Il have to do it off the record.

Woul d you like to go off the record w thout
the w tness present?

MS. AGARWAL: You know what you're doing.

BY MR, LUMAN:
Q Dr. Davies, are you the Martyn C. Davies

|isted as an i nventor here?

A. | believe | am yes.
Q If you |look at the abstract, |I'm | ooking at
the second sentence, it says: "The pharnaceuti cal

conposition is for transnmucosal adm nistration and
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conprises (a) a drug having a positive or negative
charge at a predeterm ned pH."
Do you see that?
A | do.

What on earth has this got to do with the '729

pat ent ?
It is not an ODT.
What on earth has this got to do with that?
Q. Just a few nore questions, and we'll see where
t his goes.

Wuld you mind turning with ne to paragraph 44
of this docunent.

A Yes.

Q Par agraph 44: "Specific exanples of the drug
include, but are not limted to," and there's insulin,
gl ucagon, and so on.

Do you see that?

A | do.

MS. AGARWAL: It's beyond the scope.
BY MR. LUMAN:

Q Woul d a person of ordinary skill in the art
expect insulin to work in the pharmaceuti cal
conpositions described in this patent publication?

MS. AGARWAL: Objection. Beyond the scope.

THE WTNESS: It depends on what you nean by
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"wor k. "
What do you nean by "work"?
BY MR, LUMAN:
Q Woul d you agree that insulin is a specific
exanpl e of a drug that could be included in the
phar maceuti cal conposition described in the abstract?
M5. AGARWAL: (bjection. Beyond the scope.
Form
THE W TNESS: You do realize this is a
conpletely different kind of fornmulation. [It's got
nothing to do with ODTs, but insulin could be used in
this formulation. These are particles that are near to
the surface of other particles.
BY MR LUMAN:
Q How about gl ucagon, woul d that one be an
exanpl e of a drug that would be included in the
phar maceuti cal conposition described in this patent
publ i cation?
M5. AGARWAL: (bj ection. Beyond the scope.
THE WTNESS: It could be, yes, for this
specific application, adhering the nolecule to the
surface of particles for the transnucosal activity.
BY MR LUMAN:
Q Do you know how many drugs are listed in

paragraph 44 of Exhibit 10717

Page 176

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

MS. AGARWAL: Objection. Form Beyond the
scope.
THE W TNESS: | don't.
BY MR LUMAN:
Q Does it look like a long list of drugs to you?
MS. AGARWAL: Objection. Form Beyond the
scope.
THE W TNESS: No.

BY MR LUMAN:

Q. Does it look like a short list to you?

A. It doesn't look like five or six pages. It's
specifically certain kinds of drugs. |If it was five or
Six pages -- it's a certain type of drugs that can be

used for this particular application.
Q. Are there any drugs listed in paragraph 44

t hat woul d not be used in the pharmaceutical conposition
descri bed in the docunment?

M5. AGARWAL: Objection. Form Beyond the
scope.

THE W TNESS: Again, that's got nothing to do
with what |'ve been tal king about.

Nothing to do with ny report, does it?

It's got nothing to do with the issue of the
'729 patent. This is a new approach, like the '729

patent, a new approach, where the drug is imobilized on
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the surface of a small particle, and it's tal ki ng about
the electrostatic interaction between the polyner and
the drug and the production thereof; a way that these
drugs can be delivered.
BY MR, LUMAN

Q So that didn't answer my questi on.

| asked if there were any drugs listed in
paragraph 44 that would not be used in the
phar maceuti cal conposition described in the docunent.

MS. AGARWAL: Objection. Form Beyond the
scope.

THE WTNESS: It's beyond the scope of what
|'ve been asked to do, but these drugs, for this
specific application, could be used.

BY MR. LUMAN:
Q Wul d you | ook at paragraph 43, please.

Do you see paragraph 43 has exanpl es of drugs
t hat include anti hypertensive agents and anti hypotensive
agent and so on? Do you see that?

| do.

Q How many drugs are included in the exanpl e of
drugs listed in paragraph 43 of this docunent?

MS. AGARWAL: Objection. Form Beyond the
scope.

THE W TNESS: Again, | haven't -- | don't
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know.
BY MR LUMAN:

Q Could it be hundreds?

A | don't know. But you know, this exanple is
not being used. It could not be used for ODTs. So this
example is showi ng these drugs can be absorbed to the
surface of the carrier for these different applications.
But it's not going to be used -- | can't junp fromthis
to say, okay, use it in an ODT, it will work. | can't.

Because it's got nothing to do with ODTs, got
nothing to do with the '729. So this patent has not
been used to contest the '729. Like the G other patent,
which lists a whol e bunch of drugs for an ODT, for no
specific therapy and the like, and Dr. Parr is citing
that in the context of the '729 patent.

But there's nothing in here that woul d suggest
that you could use this system for an ODT, just
particularly to treat the upper gastrointestinal tract.

Q Are there any exanple drugs listed in
paragraph 43 that would not work with the pharmaceuti cal
conposition described in your patent publication?

MS. AGARWAL: (Objection. Form Beyond the
scope.

THE W TNESS: Again, |'ve not been asked to

comment on that.
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BY MR, LUMAN
Q. " masking you if you can comment on it now.

Do you have any comments?

MS. AGARWAL: Same obj ecti ons.

THE W TNESS: You' ve just shown this to nme in
a very unfair way.

You're showing this to me w thout having had a
chance to review this in the context of the '729 patent,
aren't you?

You're just showing it to me, you know, just
wi t hout giving me that chance to review it and think
through it. And this is for a conpletely different kind
of application. This is for drugs being absorbed to the
surface of particles for transnucosal activity. And
like that, it doesn't say which kind of trans- --
anyway.

BY MR LUVAN:
Q Was it inportant to include the exanple drugs
i n paragraphs 43 and 44 as part of your publication?

M5. AGARWAL: (Objection to form Beyond the
scope.

THE W TNESS: Again, |'ve not been asked to
comment on that, but we have included them because we
believe they will work with this kind of platform

technol ogy. But this cannot be used as any kind of --
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agai n, you've not given ne the chance to ook at it and
t hi nk about it, but this is not going to be used in
ODTs.
BY MR LUMAN:

Q Do you have any other coments you'd like to
share on Exhibit 1071 at this tinme?

MS. AGARWAL: Objection. Beyond the scope.

MR, LUVAN. 1'll withdraw the questi on.

MS. AGARWAL: And, Counsel, we are going to
nove to strike this exhibit and this proceedi ng and al
related testinony to it.

MR. LUMAN: It's a fair use of a witness's
publications to probe their opinions, the extent of
their knowl edge in the field, and so you're welcone to
nove to strike. | think there are nultiple good reasons
for Exhibit 1071 to be part of the proceeding.

MS. AGARWAL: | disagree on that, and we'l
nove to strike.

BY MR LUMAN:

Q Dr. Davies, what did you do to prepare for
t oday' s deposition?

A | reviewed ny reports -- report. | reviewed
Dr. Parr's report. | reviewed the -- all the
docunentation that is cited in Dr. Parr's report and ny

report, as much as | could. | talked with counsel.
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Q And you tal ked with counsel.
VWho did you neet with? Who did you talk with?
A. | talked with Isha Agarwal, primarily. | also
spoke wi th Jonat han Cousi n.
Anyone el se?
No.

Did you neet with anyone from El| odi ?

> O > O

No.

Q. When did you neet to speak with those
attorneys?

A. | believe yesterday, and | think also Tuesday,
or maybe one day | ast week.

Q. So other than those tinmes, did you neet with
t he attorneys?

A In preparing for this? No.

Q Can you give ne an estinmate of about how many
hours you net in total with the attorneys to prepare for
today's deposition?

A My guess is about three hours yesterday and
about three hours the previous day, and about one hour
the last tinme.

Q And other than the attorneys, did you talk to
anyone else to prepare for your deposition today?

A | did not.

Q Did you review any docunents to prepare for
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today's deposition?

A Yes.

Q Did you review any docunents that are not part
of your declaration to prepare for today's deposition?

A No, | don't believe so.

Q Did you do any independent research to prepare
for today's deposition?

A No. | focused on ny report and the docunents
contained in the report.

Q. Have you done anything to search for docunents
to use in this case?

A. | don't know what you nean by that. | have
certainly -- in preparing nmy report, for instance,
tried to be -- recipients, which I have in nmy office.
al so | ooked at a portion of Aulton. | copied that and
sent that to Isha.

Q. Did you do any literature searches to prepare
your declaration for this case? Key word searches?

That's what |'m | ooking for.

A | just responded. No, | just responded to
Dr. Parr.
Q Where are you located at this nonment?

Here? M house.

I n Nottinghant?

> O >

I n Col ston Bassett, yeah.

Page 183

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




A WD

ol

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

Q I's anyone else in the roomw th you?

A No.

Q At any point during today's deposition, has
anybody el se been in the roomw th you?

A In the roomw th me?

My wife is in the house.

Q Okay. Anyone el se?

A No.

Q. Do you have any docunents in the roomwth
you, besides the binder that was shipped to you?

A No.

Q Did you I ook at any el ectronic docunents,
ot her than the ones provided to you through this Zoom
meeting during today's deposition?

A No.

Q Did you have any form of commruni cation with
ot her people during today's depositions, such as enmi
conmuni cati ons, text nessaging or a chat |ine?

A | had a phone call that -- | received a phone
call fromlsha over lunch, just to check I was okay. W
didn't tal k about anything related to this.

| also had a text nessage froma friend, which
| responded to, but it's got nothing to do with this.
It's got to do with the charity that my wife and | run

Q Did you have any other phone calls with Isha
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or Jonat han Cousin during today's deposition?
A No.
Q Dr. Davi es, have you ever been charged with a
crinme before?
A. No.
Q Is there any reason that you're unable to
travel to the United States for an in-person deposition?
A There is, at the nmonent. | have idiopathic
angi oedema, which is an allergic reaction, which has
cone on since -- |'ve had four episode since March the
6th, and |I'mundergoing tests for that, and that's the
reason why | didn't travel.
Q Thank you for sharing.
MR. LUMAN: | don't have any additional
guestions at this tine.
MS5. AGARWAL: Can we take a ten-m nute break,
see if we have anything for redirect, and then we'll be
back.

(A short recess was taken.)

EXAM NATI ON
BY M5. AGARWAL:
Q. | have a coupl e of questions for you,
Dr. Davi es.
We are going to go to, | believe it is,
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petitioner's Exhibit 1017, the |ast exhibit that you
wer e shown.
MR. LUMAN:. That's 1071.
MS. AGARWAL: | apologize. 1071. 1It's the
publ i cation nunber US 2011/0189299.
Q Let nme know when you have that. 1071. Let ne
know when you're there.
So opposi ng counsel showed you this exhibit,
correct.
A Correct.
Q And if we go to paragraph 43 of this exhibit,
opposi ng counsel pointed you to this |list of exanple

drugs, correct?

A Yes.
Q. Does this paragraph disclose budesoni de
anywher e?

A. No, it does not.

Q Does this paragraph disclose fluticasone
anywher e?

A No, it does not.

Q Does this paragraph disclose corticosteroids
anywher e?

A It does not.

Q. If we go to paragraph 44, opposing counsel
showed you this paragraph as well, correct?
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A. That's correct.

Q. Does this paragraph disclose budesoni de
anywher e?

A It does not.

Q Does this paragraph disclose fluticasone
anywher e?

A It does not.

Q And does this paragraph disclose

corticosteroids anywhere?

A It does not.

Q Is this patent application directed to ODTs in
any way?

A In no way at all.

MS. AGARWAL: No further questions.

MR. LUVMAN: | just have one question.

EXAM NATI ON

BY MR, LUMAN

Q Dr. Davies, did you speak with Isha or
Jonat han during our |ast break, the one after | had
fini shed aski ng questions and when you were just asked
guestions?

A | did not.

MR. LUVAN: No further questions.

THE W TNESS: Thank you for doing it by
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virtual. For the reasons | described, | couldn't
travel, but thank you for doing it this way.
MR. LUVAN: Let's go off the record.
M5. AGARWAL: Copy of the transcript. Rough
draft.
(The proceedi ngs concluded at 8:30 p.m)
--000- -
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DEPONENT' S DECLARATI ON

I, MARTYN CHRI STOPHER DAVI ES, Ph.D., hereby
decl are:

| have read the foregoing deposition
transcript and identify it as ny own and approve sane.

| declare under penalty of perjury under the
|aws of the State of California that the foregoing
testinony is true and correct.

Dated this day of , 2025,

at , California.

MARTYN CHRI STOPHER DAVI ES, Ph.D
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STATE OF CALI FORNI A )
COUNTY OF SANTA BARBARA ) SS.

I, Mark McClure, C.S.R No. 12203, in and for
the State of California, do hereby certify:

That prior to being exam ned, the w tness naned
in the foregoing deposition was by nme duly sworn to
testify to the truth, the whole truth, and nothing but
t he truth,;

That said deposition was taken down by ne in
shorthand at the tinme and place therein naned and
thereafter reduced to typewriting under ny direction,
and the sane is a true, correct, and conplete transcri pt
of said proceedings;

That if the foregoing pertains to the original
transcript of a deposition in a Federal Case, before
conpl etion of the proceedings, review of the transcript
{ } was { } was not required.

| further certify that | amnot interested in
t he event of the action.

Wtness ny hand this 7th day of July, 2025.

S Tl

Certified Shorthand Reporter
State of California
CSR No. 12203

Page 190

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

NATE LUMAN, ESQ.
nat e. | uman@nobbe. com

July 7, 2025
RE: Dr. Falk Pharma GVMBH v. Ell odi Pharmaceuticals, LP
7/ 2/ 2025, Dr. Martyn Christopher Davies, Ph.D., (#7436693).
The above-referenced transcript has been
conpl eted by Veritext Legal Solutions and
review of the transcript is being handl ed as follows:
___ Per CA State Code (CCP 2025.520 (a)-(e)) — Contact Veritext
to schedule a tinme to review the original transcript at
a Veritext office.
Per CA State Code (CCP 2025.520 (a)-(e)) — Locked .PDF
Transcript - The w tness should review the transcript and
make any necessary corrections on the errata pages included
bel ow, notating the page and |ine nunber of the corrections.
The witness should then sign and date the errata and penalty
of perjury pages and return the conpleted pages to al
appearing counsel within the period of time determ ned at
t he deposition or provided by the Code of Civil Procedure.
Contact Veritext when the sealed original is required.
Wai ving the CA Code of Civil Procedure per Stipulation of
Counsel - Original transcript to be released for signature
as deternined at the deposition.
Si gnature Waived — Reading & Signature was waived at the

time of the deposition
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Federal R&S Requested (FRCP 30(e)(1)(B)) — Locked .PDF
Transcript - The witness should review the transcript and
make any necessary corrections on the errata pages included
bel ow, notating the page and |ine nunber of the corrections.
The wi tness should then sign and date the errata and penalty
of perjury pages and return the conpl eted pages to al
appearing counsel within the period of time determ ned at

t he deposition or provided by the Federal Rules.

_X Federal R&S Not Requested - Reading & Signature was not

requested before the conpletion of the deposition.
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