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NOTTI NGHAM UNI TED KI NGDOM
NOVEMBER 19, 2025, WEDNESDAY 1:01 P.M

MARTYN CHRI STOPHER DAVI ES, PH. D.,
was sworn/affirnmed,

and testified as foll ows:

REPORTER MARTIN: My | pl ease have
appearances for the record.

MR. LUMAN: Yes.

This is Nate Luman fromthe |aw firm of
Knobbe Martens for petitioner. |'mjoined by Jared
Bunker and Phillip M nnick, also of Knobbe Martens,
and we nmay have Al ex Wagner join us fromDr. Falk
Pharma fromtinme to tinme today.

M5. AGARWAL: This is Isha Agarwal from
Cool ey, LLP on behalf of patent owner. W also have

Jonat han Cousin, also from Cool ey, LLP

EXAM NATI ON
BY MR LUMAN:
Q Good afternoon, Dr. Davies.
Can you hear ne okay?
A. | can. Thank you very nuch.

Q Would you please state your full name and
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home address for the record.
A. Yes. M nanme is Martyn, Ma-r-t-y-n
Chri stopher Davies, D-a-v-i-e-s. | live at 4 Hal

Grounds Drive in Col ston Bassett in Nottingham in the

UK.
Q Do you understand that you're under oath
t oday?
A. | do.
Q Is there any reason that you woul d be unable

to give truthful and accurate testinony today?
A. | don't believe so.
Q | know you've been deposed before. 1'Ill just
do sone rem nders.
Today, the court reporter is going to take
down ny questions and your answers.

Woul d you agree to give verbal responses

t oday?
A1 will.
Q I'mgoing to try to avoid speaking over you,

and | would ask that you would try to avoi d speaking

over ne.
Is that okay?
A.  Yes.
Q If you do not understand a question, please
let me know. Oherwise, |I'll assume you understood ny
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guesti on.
Is that fair?

A.  Yes.

Q  Your attorney may object to a question, but
you would still need to answer the question unless you
are instructed not to answer.

Do you understand that?

A. | do.

Q I'll probably take a break every hour or so.
If you would like to take a break, let nme know, and I
woul d ask that you would first answer a pendi ng
question before we take a break.

I s that okay?

A. That's okay.

Q | understand that you have received a box in
the mail concerning today's deposition; is that
correct?

A. That's correct.

MR. LUMAN:  Woul d you pl ease open the box.
(Pause.)
THE W TNESS: Okay. Thank you.

BY MR. LUMAN:

Q So in the box there was two binders; is that
ri ght?

A. That's correct.
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Q Okay. The first binder that is |abeled
"Volume |," do you have that one?

A. | do.

Q Okay. Then there's another one | abel ed
“"Volume I1"; is that right?

A. That's correct.

Q So Volune I, that binder contains your
declarations. That's Exhibit 2007 fromthe first IPR
and then the other three IPRs. So there's four
Exhi bit 2007s there.

I s that what your binder contains?

A. Contains four exhibits, that's right.

Q And then Volume |1, that begins with
Exhi bit 1001, and there's four Exhibit 1001s in.
Those are the patents fromthe proceedi ngs.

Then there's Exhibit 1002, and so on there
nuneri cal order, eventually with patent owner exhibits
starting at Exhibit 2002 and so forth. And so
hopefully, we won't need to go into all of those
exhi bits today, but we have themin the binders in
case we need them

A, Okay.

MR. LUMAN: All right. So what I'd like to
do, I'"d like to start in Volune | at your second tab.

That's going to be Exhibit 2007 from | PR 2025-00052.
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Woul d you turn there with nme, please.
(Previously marked Exhibit 2007 was made
avail able to the witness.)
THE WTNESS: Yes. |'ve got you. Thank you.
BY MR, LUMAN
Q And we have that on the screen too. |I'm
going to try and al so have us be able to follow al ong
on the screen.
So ny first question on this declaration is
do you recognize this exhibit?
A. | do. It's ny declaration of the '069
pat ent .
Q Yes. And on the front there's a "Patent
No. 10, 632, 069."
Do you see that?
A. | do.
Q And when | said, "'069 patent,"” that's the
patent |'mreferring to.
s that okay? |Is that right?
A. Yes. Thank you.
Q So if I refer to that as "the '069 patent”
t oday, would that be okay?
A.  Yes.
Q Wuld you please turn with nme to the | ast

page of the exhibit.
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Yes.

Q And that's Page 70. There's a signature
t here.

Do you see that?

A. | do.

Q Is that your signature?

A It is.

Q Are there any corrections or edits that you
would |ike to make to this declaration?

A. | think there's one addition. | think it's
in Paragraph 87, which is on Page 36 of ny report, and
| guess it's the --

Q Go ahead.

A I'Il just wait for you to get to Page 36.

Q Al right.

A. So you think, I think it's six |ines down,
the sentence ends with "[0060]."

Q  Yes.

A. 1'd like to add an additional one right
there, which is [0064].

Q Okay. So the sentence that starts with "In
Exanpl e 3" and has a citation. Exhibit 1002 shoul d
have an additional Paragraph 65 stated there?

A. 64. [0064].

Q Okay. So are there any other corrections or
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edits you would like to nake to the declaration at
this time?

A. No, | don't believe so.

MR. LUMAN. Would you turn with ne to
Par agraph 24 of this declaration? And let me know
when you arrive.

(Pause.)

THE W TNESS: Thank you.
BY MR, LUMAN

Q Do you see above Paragraph 24 there's a
header "Materials Considered"?

A.  Yes.

Q Did you consider any other docunments in
prepari ng your declaration on the '069 patent than the
mat eri al s descri bed in Paragraph 24?

A. | don't believe so.

Q  About how many hours did you spend drafting
this declaration, would you estimte?

A. Sorry. | apologize. It should say -- |
think it says in the paragraph, | also reviewed the
docunents that were in the petition for inter partes
review and exhibits, including the declaration of
Alan F. Parr. So I've reviewed those -- sorry. |
just want to be clear on the record.

|"ve reviewed those, as well as |'ve also
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consi dered these docunents in addition.

Q Paragraph 24 does say that -- |I'm on Page 8.
It says that you did review "the Petition for
I nter Partes Review (and exhibits, including the
Decl aration of Alan F. Parr)."

Is that what you're referring to?

That's correct.

Q And so that is included on Paragraph 24.

Is there anything that you considered that's
not listed in Paragraph 24 in preparing your opinion
regarding this declaration?

A. | don't believe so.

Q  About how many hours did you spend drafting
this declaration, would you estimte?

A. It was a |lot of work because | had a | ot of
things to review, and | had to think about the issues.
So it would be quite a nunber of hours. | don't know
t he exact nunber, but it would be quite a nunber of
hours and days over a period of time and di scussions,
obviously, with the Cooley | egal team

Q Can you put any sort of ballpark estinmate on
t he anobunt of hours? Wuld it be nore than 50 hours?

A. | wouldn't be surprised if it was nore. |
don't know, but | wouldn't be surprised, involving the

hours. Again, it was a |lot of discussion and a | ot of
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revi ewi ng and di scussi on. Yeah.
Q Could you say if it was nore than 100 hours?
A. | don't know. It's just a |ot of work.
MR. LUMAN. Okay. Let's turn to the
second -- | guess let's turn to the third tab in your
bi nder, and let nme put it up on the screen too.
Can you let nme know when you get to the third
tab in your binder.
(Previously marked Exhibit 2007 was made
avail able to the witness.)
THE W TNESS:  Yes.
BY MR LUMAN:
Q Are you looking at 2007 from | PR 2025-00054?
A | am
Q Do you recognize this exhibit?
A. This is ny declaration with regard to the
11, 246,828 U. S. patent.
Q Thanks. Wuld it be okay for you if | refer
to that patent as "the '828 patent" today?
A. Correct. Yes.
Q Wuuld you turn to the | ast page of
Exhi bit 2007 regarding the '828 patent.
A.  Yes.
Q Do you see a signature on the |ast page?

Page 68.
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| do.

A
Q Is that your signature?
A It is.

Q Are there any corrections or edits that you
woul d like to make to this declaration?

A. The sane addition of the same paragraph.

Par agraph [0064], wherever that is in this. | didn't
l ook at it fully.

Q GCkay. If you'd turn to with nme to
Par agraph 24 of this declaration, which is
Exhi bit 2007 for the '828 patent.

A.  Yes.

Q Do you see there's a header above
Par agraph 24 | abeled "Materials Considered"?

A.  Yes.

Q Did you consider any other docunments in
prepari ng your declaration on the '828 patent other
than the materials described in Paragraph 247

A. | don't believe | did other than the sane
el ements in terms of reading the petition, the
petition for inter partes review and Dr. Parr's
decl arati on.

Q If you'll turn to Page 8, still within
Par agraph 24, the first full sentence on Page 8 says

you have "reviewed the Petition for Inter Partes
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Revi ew (and exhibits, including the declaration of

Alan F. Parr).”

Is that what you're referring to?

A. That's correct.

Q  About how many hours did you spend drafting

this declaration?

A. All three declarations are included in the

hours that | was discussing previously. | |ooked at

t hem t oget her

Q Okay. So when we had tal ked about a nunber

of hours for the '

069 patent declaration, you were

also referring to this declaration as well on the

' 828 patent?

A. Yes. Also in ternms of ny review of the

comrents on the next exhibit. |'msorry.

MR. LUMAN: That's a good idea. Let's turn

to that one. Please turn to the last tab in your

bi nder of Vol une |
And for t

| PR 2025- 00055.

he record, this is Exhibit 2007 for

(Previously marked Exhibit 2007 was made

avail able to the witness.)

BY MR. LUMAN

Q Dr. Davies, do you recognize this exhibit?

A | do. It

is the U S. Patent No. 9, 486, 407.
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Q Wuld it be okay with you if | refer to that
patent as the '407 patent today?

A.  Yes.

Q Wuld you turn to the |ast page of this

exhibit. Page 80.

A.  Yes.

Q Do you see that signature there (indicating)?
A. | do.

Q Is that your signature?

A It is.

Q Are there any corrections or edits that you

woul d like to make to this declaration?

A. | don't believe so, other than the one |'ve

al ready tal ked about.
MR. LUMAN:  Would you turn with nme to

Par agraph 24, please, and |l et ne know when you arrive.
(Pause.)
THE W TNESS: Yes, |'m here.

BY MR LUMAN:

Q Did you consider any other docunments in
preparing your opinion regarding the '407 patent other
than the materials described in Paragraph 24?

A. No, | did not. | don't believe I did.

Q If I'"ve asked you about how nmany hours you

spent preparing this declaration, how would you answer
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t hat question?

A. Again, | reviewed all three patents in the
context of Dr. Parr's comments. So |'d include that
in the -- in how many hours of work that | did on
t hese decl arati ons.

Q And you had said that you wouldn't be
surprised if it was nore than 50 hours. Can you
provi de any estimte of the nunber of hours that you
spent collectively on the three declarations that we
just | ooked at?

A. Again, | don't know. | wouldn't be surprised
if it's nmore than that 50 hours.

Q More than 100 hours?

A. | don't know. 1'd give you the sane answer.
| don't know.

MR. LUMAN: Okay. Would you turn with ne to
the first tab in Volune | of your binders.
And for the record, this will be Exhibit 2007
fromI PR 2024-01197.
(Previously marked Exhibit 2007 was nmade
avail able to the witness.)
BY MR. LUMAN:
Q Can you |let me know when you arrive there.
A.  Yes, I'mthere.

Q And this declaration concerns U S. Patent
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No. 8,771,729; is that right?
A. Correct.
Q Wuld it be okay with you if | refer to that
patent as the '729 patent today?
A. That's fine.
Q Do you recall that we had a deposition in
July of this year regarding this declaration on the
'729 patent?
A. | do.
Q Are you aware that Ellodi canceled all clains
fromthe '729 patent in October of this year?
A. 1've been advised that they did, yes.
Q Are you aware that the Board entered adverse
j udgnent agai nst Ellodi regarding the '729 patent?
A. | don't know about the judgnent. | know that
t hey cancel ed the cl ai ns.
Q So you're not aware the Board entered adverse
j udgnent agai nst Ellodi regarding the '729 patent?
M5. AGARWAL: (Objection. Asked and answered.
THE WTNESS: | don't recall being told.
(The Reporter requested clarification.)
THE WTNESS: | don't recall being told about
that. | may have been, but | don't recall. | was
focused on the three patents in play today.

BY MR, LUMAN
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Q Does ElI odi

canceling the '729 patent and the

Board entering adverse judgnent against Ellodi on the

' 729 patent change any of your opinions regarding the

'069, '828 or '407 patents?

MS. AGARWAL:

THE W TNESS:

Cbj ection. Form

No, not at all. As | said, |

don't think I was aware that they canceled the clains.

| wasn't aware about

that in the preparation of these

reports. | just gave ny opinions and what | saw from

reading Dr. Parr's declaration and review ng the

patents, et cetera.
BY MR LUMAN:

Q And so that
decl arations back in

These ones were from

was when you wrote these
April -- I"msorry. Not April.

Septenber of this year, and

El |l odi canceled the claimin Cctober.

Does El | odi

patent in October of

canceling the clains of the '729

this year change any of your

opi ni ons regarding the '069, '828, and '407 patents?

A. No. | don't know the reasons why they did,

but they didn't -- because they canceled them as you

say in Cctober, it di

all. | just give ny

dn't effect ny preparation at

opinions. In the preparation of

the reports that were submtted in Septenber,

certainly I don't know why they've cancel ed those
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claims, but certainly, it hasn't affected ny opinions
because they're ny opinions.

Q So they haven't affected your opinions as of
today; is that right?

A. | don't know why if they've cancel ed the
clainms, why it would effect ny opinions anyway. My
opi nions are separate. M opinions are the opinion of
me trying to understand Dr. Parr's opinions and giVving
my opinions to the Court so that they can understand
what | think about these patents.

Q And how about the Board entering adverse
judgment. Does that change any of your opinions
regardi ng the '069, '828, and ' 407 patents?

MS. AGARWAL: (Objection. Form

THE W TNESS: Again, | can only give ny
opinions. All | can really say is this is what |
think. So it hasn't affected ny judgnent at all. |
don't know -- | wasn't aware that they had done that,
and certainly, even if | was, | amgiving ny opinions.

(A discussion was held off the record.)
BY MR, LUMAN

Q Dr. Davies, would you turn with ne to the
last tab in Volunme |, and this will be -- for the
record, this one is Exhibit 2007 from | PR 2025-00055.

Can you let ne know when you arrive there.
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A. " mthere.

Q Wuuld you turn with me to Paragraph 47,

A.  Ckay.

Q And I'"'mlooking at the first sentence. The
first sentence says, "The orally disintegrating solid
phar maceuti cal conposition clainmed in the '407 patent
sol ves these problens."

Do you see that?

A. | do.

Q M question is: \What are "these problens"?
What problenms are you referring to in Paragraph 477

A. Well, the '407 sets out the prior art. |If
you | ook in Paragraph 46, it shows prior treatnents
"included corticosteroids fornul ati ons desi gned for
i nhal ation that are instead applied to the back of the
throat, as well as oral adm nistration of system cally
active corticosteroids.”

And it's saying "These treatnents pose
undesirabl e side effects, including candidiasis
i nfection --

(The Reporter requested clarification.)

THE WTNESS: ..."candidiasis,"
c-a-n-d-i-d-i-a-s-i-s, "infection and suppression of

i mune function."
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BY MR LUMAN

Q So the problenms referred to in the first
sentence of Paragraph 47 include, at |least in
Par agraph 46, the candidiasis infection and the
suppression of the inmmne function.

Is that fair?

A. It includes it. But in Paragraph 45 | say
that "Topically depositing a therapeutically effective
anmount of a topically acting Corticosteroid to the
upper gastrointestinal tract (for exanple, esophagus)
is challenging, due to the constant flow of saliva and
t he peristalsis pushing material down toward the
st omach. "

That' s anot her exanpl e.

Q Okay. So if | understand, one of the
problens that the '407 patent solves is the chall enge
due to the constant flow of saliva and peristalsis
pushing material down that's referenced in
Par agraph 45; is that right?

A. It is a challenge, isn't it? |If you think
about it, the location of treating inflammation
topically in the esophagus will always be a chall enge
because it's not a static environnent. You' ve got
constant flow of saliva and you've got the peristalsis

pushing material down towards the stomach
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Q How does the orally disintegrating
conposition claimed in the '407 patent solve the
chal | enge of constant flow of saliva and peristal sis?

A Well, it's very surprising that it works,
frankly. The patent is teaching you that an ODT can
be used for the topical treatnent of eosinophilic,
that's e-0-s-i-n-o0-p-h-i-l-i-c, esophagitis, or EoE
for short.

You woul dn't expect -- you have ny report.
You understand ny views. You wouldn't expect an ODT
to do that. No ODT had been used for topical
adm ni stration prior to that, specifically for the
esophagus. And given the prior art which uses viscous
liquid forrmul ati ons of a defined volunme, taken as one
bol us dose, you woul d have been very surprised that an
ODT, as claimed, solves nost probl emns.

Q So | understand that you see it as surprising
that it solves those problems, but can you explain to
me how the ODT clainmed in the '407 patent solves the
chal l enge of the flow of saliva and peristalsis?

A. Well, it's a harsh environnent, essentially,
for it to work in. So the ODT, as clained,

di sintegrates within 60 seconds, and then it's
swal | owed such that it provides topical treatnent of

t he EoE.
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G ven that the prior formulations that it
denonstrated clinically to work where a vi scous
solution of a defined volume taken in one bolus, then
you woul d have been surprised that an ODT woul d be
able to do that.

And as the patent shows, it does treat that
chal | engi ng area of the esophagus. For the first tinme
sonmebody has used an ODT for topical treatnent of the
esophagus.

Q So the way the clained ODT solves the
chal l enge of saliva and peristalsis is just by
di sintegration and then topically treating the
esophagus; is that right?

A. | refer you to ny |ast answer where the ODT
disintegrates within the mouth. So it should, as far
as the USP, disintegrate within 30 seconds. It
disintegrates and it's swallowed and it's providing a
topical treatnment for coverage of the EoE, and as the
patent shows, it's able to denonstrate it's clinically
ef fective.

Q Okay.

A. Despite the fact that it's -- you have this

constant flow of saliva and you have peristalsis, it's

a difficult -- the transit tinme is short within the
peristalsis, which we'll talk about later. All these
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factors. It's surprising it works, and that's,
guess, why we have the patent.
Q I'dlike to stay in Paragraph 47. |f you can
turn to the next page with ne, Page 19.
Let's see. I'mtrying to highlight here.
There's |like a sentence that begins with
"Disintegration of the tablet."
Do you see that one?
A.  Yes.
Q It says, "Disintegration of the tablet and
di ssolution (drug rel ease) occurs near
si mul t aneously. "
Do you see that part?
A. | do.
Q Is there a distinction between disintegration
and dissolution for a solid dosage fornf?
A. Yes. | agree with Dr. Parr. W both agree
those are different things.
Q And so what is the distinction between
di sintegration and dissolution that you're referring
to?
A. | guess I'mtalking disintegration of the
tablet is the -- it's disintegrating within 60 seconds
to forma solution or dispersion that is swall owed.

That this solution refers to the solution of the drug,
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rel easi ng the drug.

Q VWhen | had asked about disintegration, you
had said it's disintegration. Wat's going on with
that disintegration? | guess ny problemw th your
answer was | asked what disintegration was, and you
said it's disintegration. Can you give any nore
insight into what's the distinction between
di sintegration and di ssol ution?

A. Disintegration is the physical disintegration
of the tablet. That's what you nentioned when you use
the USP disintegration test. You nention the physical
di sintegration of the tablet. The physical -- sorry.
It's physical integrity.

Does that help you?

Q Yeah. You're still using the word
di sintegration a bit rnuch.

Is disintegration |ike the breakdown of the
tablet into smaller particles?

A. Correct. It breaks down as far as the USP
disintegration test is concerned, and it disintegrates
into smaller particles, and there's also once it
di sintegrates, you get dissolution occurring of the
drug. Drug rel ease.

Q Is the dissolution of the drug, is that the

drug going into the solution -- is that the drug
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becom ng basically a solute within the sol ution of
sal iva?

MS. AGARWAL: (bjection. Form
BY MR LUMAN:

Q Let me just ask it this way: Can you
descri be dissolution in any nore detail for nme?

A. Dissolution is the nmechani sm by which a drug
di ssolves into a solution and it's released into
sol uti on.

Q In Paragraph 47 you said, "Disintegration and
di ssol ution occur near sinmultaneously."

Why did you say, "near sinultaneously"
i nstead of "sinultaneously"?

A. Because you have to have disintegration first
bef ore you have dissolution. So water it has to
penetrate the tablet, and the tablet has to start
disintegrating for the product to start dissolving
into the water and the surrounding saliva, should I
say.

Q Okay. Still in Paragraph 47 on Page 29,
there's a citation to Exhibit 2020.

Do you see that one?
A. | do.
Q And there's a quote from Page 5708 of

Exhi bit 2020 that says, "(...liquid [esophagea
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transit tinme] lasts approximately 1 to 2 seconds."”

Do you see that?

A.  Yes.

Q Do you all liquids have the sane esophageal
transit tinme of 1 to 2 seconds?

A. It would depend, | guess, on many factors of
just quoting fromthe publication, which is |ooking at
esophageal transit tinmes. |t would depend.

Q Is one of the things that esophageal transit
ti me depends on the viscosity?

A. Yes. So that's a good exanple. 1'mglad you
brought that up.

Viscosity could potentially slow down the
esophageal transit. That's why -- very clearly why in
the prior art you used the viscous solution. It was
able to coat and adhere to the surface of the --

(The Reporter requested clarification.)

THE WTNESS: Able to coat and adhere to the
surface so that you could -- of the esophagus so you
coul d have topical treatnents using the budesoni de of
EoOE. Clearly, that's the key advantage of the viscous
solution, isn't it?

As you -- | guess, given that you have an
ODT, you would not expect for the reasons |'ve

described in detail in my report, an ODT
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di sintegrating within 60 seconds to achieve the sane
vi scous effect because you woul dn't expect that.
BY MR, LUMAN:

Q So a viscous solution can have an esophageal
transit time longer than 1 to 2 seconds; right?

A. It potentially could. One could inagine
that, yes, because -- for the reasons |'ve descri bed.
And that's why, you know, in the context of these
patents that we've been discussing in the prior art,
you could get a -- that's why -- the advantage of the
vi scous solution, Dohil, et al. That's D-o-h-i-Il, |
t hi nk.

It said you needed a defined volunme of a
particul ar viscosity to achieve the coverage to
achi eve the therapeutic effect.

Q  How about viscous solutions that coat the
esophagus? What's the esophageal transit time for a
vi scous solution that coats the esophagus?

MS. AGARWAL: Objection. Form

THE WTNESS: Well, clearly, if they coat --
if the viscous solution, like the Dohil solution,
whi ch has a predefined viscosity and volune, and it's
taken in one bolus dose and it coats the surface, it
woul d be adhered to the surface, and it's adhered to

the surface sufficiently | ong such that you have the
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topi cal treatnment of the EoE by budesoni de.
(The Reporter requested clarification.)
THE W TNESS: Budesoni de.

BY MR LUMAN:

Q So a viscous solution that coats the
esophagus has an esophageal transit tinme |onger than 1
to 2 seconds; right?

A.  Yes, because it's adhering to the surface,
whereas then you are al nost pre-programming in the
viscosity, you nmake the solution to a defined
viscosity. That's what Dohil did. It was a defined
volunme to achi eve the panesophageal coverage that
resulted in the effective therapeutic treatnent.

And in this context of this Paragraph 47, |
am poi nting out, you know, it's...

Q You did nention Dohil

A. There's a transit time for -- |I'm pointing
out that there is a transit tinme for |iquid.

Q Al right. You had nentioned Dohil. Wbuld
you mnd turning to Paragraph 84 in your declaration.
And I'Il just nmention, for the record, that we're
still in Exhibit 2007 of I|PR 2025-00055.

Par agraph 847 Yeah.

Q Al right.

In the third sentence it starts, it says,
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"Dohil also teaches using a viscosity enhancer to
increase the viscosity and deliver a viscous form of
budesoni de entitled that coats the throat."

Do you see that?

A | did.

Q \Vhat's a "viscosity enhancer"?

A. A viscosity enhancer is an excipient that is
used in a fornmulation, such as the |liquid conpositions
of budesonide, to increase the viscosity of the
fornmul ati on of the |iquid.

Q How does a viscosity enhancer work? How
does it increase the viscosity of the fornul ation?

A. |t depends on the nature of the viscosity
enhancer, but it could include some hydrophilic
pol ymers.

(The Reporter requested clarification.)

THE W TNESS: Hydrophilic, -p-h-i-Il-i-c,
pol ynmers.

There are exanples that are given in Dohil to
that effect. It also includes sone sugars. There are
a nunber of things that can be used to increase the
Vi scosity.

BY MR LUMAN:
Q How do sugars work as a viscosity enhancer?

A. They work by increasing the viscosity of the
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l'iquid.

They do that by their very presence in the

sense that there is a lot of sugar. |nmagi ne when you

have sugar through a small volunme. |f you increase

that in the sugar, it increases the viscosity, and it

does that by reducing the ability of the liquid to

flow by its very concentration

Q

After the sentence we just |ooked at, there's

a citation to Dohil and several paragraphs, including

Par agraph 13 is one of the paragraphs and

Par agraph 37.

Do you see that?

A. | do.

Q I'dlike to take a | ook at those paragraphs.
And to do so, we're going to have to pull out
Vol unme 11.

So woul d you pl ease take -- open up the

Volume No. Il, and turn to Paragraph -- turn to
Exhi bit 1002, and |l et ne know when you arrive.

A. | have it open.

MR. LUMAN: 1'Ill put it up on the screen too.
(Pause.)

MR. LUMAN: And for the record, we are

| ooki ng at Exhibit 1002, which is a U S. patent

publication with the first named i nventor as Dohil.

Q

Dr. Davies, would you turn with me to
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Par agraph [13] of Exhibit 1002.

A. Thank you. [13], 1-3?

Q Yes. [I'll nove the screen there too.

Ckay. The first sentence of Paragraph [13]
says, "Also provided in the present invention," and it
mentions there's "a viscosity-increasing excipient,
for exanple, a topical corticosteroid, such as, for
exanpl e, budesoni de."

Do you see that?

A. |1 do.

Q And how does budesonide work as a
vi scosity-increasing excipient?

A. | believe what it's saying is -- if you read
that sentence, it's saying that the pharmaceuti cal
conmposition can conprise a corticosteriod and the
Vi scosity-increasi ng excipient, for exanple, the
topical corticosteroid, such as, for exanple,
budesoni de.

So |l think it's referring to the first part
of the patent.

MR. LUMAN: Yes, | see that.

Let's take a | ook at Paragraph [37] of Dohil

(Pause.)

BY MR, LUMAN

Q Can you let nme know when you arrive there.
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A.  Sure.
Q I'mlooking at the sentence that splits the
colum. It starts with, "For dissolving tablets."

Do you see that sentence?

A. | do.

Q It says, "For dissolving tablets, appropriate
exci pients include those that the resulting liquid
viscosity of the dissolved tablet, enabling it to
reach the esophagus.”

Do you see that?
A. | do.
Q So what are sone of the excipients that
increase the resulting liquid viscosity of a dissolved
tabl et ?
A. So, for exanple, the one that was cited
previously, the hydroxypropyl methycellul ose --
(The Reporter requested clarification.)
THE WTNESS: |In Paragraph [37] --
Nancy, | don't know if you can see

Par agraph [ 37].
(A discussion was held off the record.)

THE W TNESS: There are a nunber of

excipients in that list of No. 37 that could increase

the viscosity of a dissolving tablet and -- yeabh.

There are a nunber that could include the sugars. It
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could include the polyners present there. It could
include the starches. There are a nunber of
exci pients that could be used, but they all need
sufficient volune for a dissolving tablet, volune of
saliva such that they produce one that they can
di ssol ve and generate the viscosity.
And Dohil teaches you, you need between 8,

12 mls | believe. That's what you would need for the
di ssol ving tablet.
BY MR. LUMAN:

Q You had referred to "the polyners."” Are
those -- are the polynmers you're referring to
hydr oxypr opyl nethyl cell ul ose?

A. That's one of them

Q \What were the other ones you were referring
to?

A. It could be nethylcellulose. It could be
sodi um car boxymet hyl cellulose. It could be
pol yvi nyl pyrrolidone. It depends in the way in which
t hese are used within the fornulation. These could
equal ly be used as binders within the fornul ation,
bi ndi ng particles together so that you can make
t abl ets.

So it depends on the -- if you look at -- it

depends on the function within the fornulation.
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Q Okay. Let's go back to your declaration,

Exhi bit 2007 for I PR 2025-000055. I1'd like to stay --
I"d like to go back to Paragraph 47, and we'll be on
Page 19.

Can you let nme know when you arrive there?
A. 1'm here.
Q And in that paragraph there's a citation to
Exhi bit 2020.
Do you see that?
A. |1 do.
Q And there's sone ellipsis in your quote from

Page 5708 of Exhibit 2020; right?

A. Correct.
MR LUMAN: 1'd like to turn to Exhibit 2020.
That will be in your Volune Il binder. 1It's kind of

near the back. Wuld you |let me know when you arrive
at Exhibit 2020.

(Pause.)

THE W TNESS: Thank you.

MR. LUMAN: For the record, Exhibit 2020 is
an article with the first author's |ast name Cordova,
C-o0-r-d-o-v-a, Fraga, F-r-a-g-a.

Q Dr. Davies, are you famliar with this
exhi bit?

A. | am
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Q Wuuld you turn with ne to Page 5708.

A.  Yes.

Q Al right. On the right-hand col umm, under
t he " DI SCUSSI ON' header, there is the sentence that
you quoted with ellipsis in your report. That
sentence, it says, "The ETT reported for solid and
sem solid neals is between 4 and 8 seconds, whereas
the liquid ETT lasts approximately 1 to 2 seconds in
heal t hy people.”

Do you see that?

A. | do.

Q So the 1- to 2-second transit tinme here is
for healthy people; correct?

A. Correct.

Q  Your declaration left out the healthy people
part of that quote. Wy did you |eave out the healthy
people portion of that sentence in your declaration?

A. I'mhappy to put it in there. | put it in --
| just wanted to show that for |iquid esophageal
transit time, it lasts approximately 1 to 2 seconds.

Q Now, people suffering from EoE, would you
consider themto be healthy people or not?

A. Clearly, they have a nedical condition.

Q Do you believe that the 1- to 2-second

transit time, listed on Page 5708 of Exhibit 2020,
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applies to people that suffer from EoE?

A Well, what we know is that liquid -- what we
know is that liquid, in healthy people, is 1 to
2 seconds, and it's much faster than solid or
sem solid neals, as in this sentence. So the |iquid,
al beit in healthy people, has faster esophageal
transit tinme for various, which are solid or
sem sol i d.

(The Reporter requested clarification.)
THE W TNESS: For solid or sem solid.
BY MR LUNAN:

Q So does the 1- to 2-second esophageal transit
time on Page 5708 apply to patients with EoE?

A. It is illustrative of the fact that you have
alimted tinme in the esophagus. So when patients
have EoE, and you are a fornulator thinking about how
to provide topically a topical coverage of the
surface, you wouldn't know that information, and you'd
know that there was -- it may be that, you know, you
t hi nk then what has been used in the past, and Dohi
had used viscous |iquid solutions.

So in spite of the fact that the liquid would
spend little tine, potentially, within the esophagus,
t hey denonstrated quite clearly you can have coverage

of the disease area of the esophagus to treat EOE
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irrespective of the fact you have this transit tine
for liquids.
And that's interesting, isn't it?
Q So EoE, that's an esophageal disease, and one
of the synptonms of EOE is dysphagia; right?
A It is.
Q Is it likely that the esophageal transit tinme

wll differ in patients with EoE than for healthy

subj ect s?
A. It depends what's in transit, of course.
Clearly, in the case of solid and sem solid, I would

agree that it would depend on the nakeup of what was
bei ng swal |l owed, but if you're a fornmulator in a
devel opnent teamtrying to think, "how do we treat
that condition,"” knowing that |iquids, you're going to
have a limted tine within the affected esophagus,
even for those patients with EoE, that does cone
into -- you'd be thinking, "Well, we'll use the liquid
vi scous formul ati on because that's been shown to work"
because that sinply has this effect of adhering
t hrough the affected surface.

In this paragraph |I'm highlighting the fact
that the clainmed ODT actually works, and it deposits
within that environment despite the fact it isn't a

sol ution of predefined viscosity, despite the fact it
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doesn't have the volume of the prior art.

Q Well, let's focus on your citation to an
esophageal transit time of 1 to 2 seconds. That's in
your report, and you cited it.

Is it likely that the esophageal transit tine
of 1 to 2 seconds applies to patients with EoOE?

A. Again, it depends on what -- what -- the
swal | ow ng. Patients with EOE have problens wth

swal | owi ng, particularly sem solid neals and solid

nmeal s.

Q Okay.

A.  One woul d understand that. But in terns of a
liquid, you know, frankly 1 to 2 seconds is -- in the

heal t hy patients, even if it was a little |longer in
the infected patients, there's not an awful |ot of
time for an ODT to deposit a therapeutically affected
anmount of a topically active corticosteroid on the
esophagus, and the short period of tine it actually
takes for all that liquid or suspension to transit the
esophagus.

Q The patients with EoE that have difficulty
swal | owi ng, woul d that make the esophageal transit
time | onger or shorter than that seen with healthy
peopl e?

M5. AGARWAL: Objection. Form
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THE WTNESS: Well, it depends on -- 1've
answered this. It depends on the nature of the -- it
depends on the nature of what's being swall owed.

BY MR LUMAN:

Q Okay.

A. But as |I've said, even if for the liquid
formul ati ons where the transit tine could be a little
| onger, a few nore seconds, | think a person of skill
would find it surprising that an ODT, which is
effectively in a solution or suspension as it's
entering the esophagus, could provide a
t herapeutically effective anount of a topically acting
corticosteroid on the esophagus what woul d be
effectively a short period of tinme it takes a
suspension to transit the esophagus.

MR. LUMAN: Let's go back to your first
Vol unme | binder. W're back to the sane declaration
we' ve been | ooking at. That's Exhibit 2007 for IPR
2025-00055. 1'd like to turn to Paragraph 90.

Wul d you |l et me know when you arrive there.

(Pause.)

THE W TNESS: Yeah.

BY MR LUMAN:
Q The last sentence says, "I am also not aware

of any fast or quick dissolving | ozenges."
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Do you see that?

A. | agree. |I'mnot aware of -- in the context
of this work or in the context of ODTs, |'m not aware
of fast or quick dissolving |lozenges. | don't think a
person of skill reading the patents would have been
awar e.

A person of skill reading Dohil would be
t hinking of the | ozenge in Dohil is a faster, quick

di ssolving | ozenge for the reasons |'ve described in
my report in these surroundi ng paragraphs.

Q And so that sentence that you' re not aware of
any fast or quick dissolving | ozenges, that was true
when you wote it, and it's true, in your mnd, as you
sit here today; correct?

A. That's correct because it's a contradiction
of terns.

Q Okay.

A. Lozenges are naned in the context of these
patents, and even in the context of Dohil, Dohi
requires you to generate the viscous solution using a
| ozenge whi ch disintegrates over a period of m nutes,
as |'ve described, given the flow ng of saliva that
woul d be generated has the potential to achieve that
volume. So you can get the coverage that Dohi

teaches you need with that volune of |iquid.
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You can't do that. You wouldn't think based
on Dohil that you could do that with an ODT. One
woul d be thinking of using the viscous solution.

Q Wuld you turn with ne to Paragraph 107 of

your declaration. Let me know when you arrived,

pl ease.
A, Okay.
Q I'mlooking at the second sentence, and it

says, "A POSA readi ng Dohil woul d understand that the
first disclosure of situate solving tablets or wafers
could refer to solid dosage forns that are dissolved
in water."

Do you see that?

A. | do.

Q I'minterested in the word "could." |Is there
a reason that you put the word "coul d" there instead
of "woul d"?

A Well, it's a way to explain the presence
because of the reason | described. Dohil teaches in
this -- teaches that you need a solution of defined
vol une viscosity to achieve the panesophageal coverage
that allows for the topical treatnment of the EoE.

| think a person of ordinary skill reading
Dohi | woul d see, when they're thinking about

di ssolving tablets or wafers, would be thinking of a
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way to do that is to have a defined vol unme, whether it
be 8 to 12 mls, and you dissolve it in water, and

di ssolving tablets and wafers are nmeant to be used to
di ssolve in water, and that could be a way to at | east
achi eving the vol une.

MS. AGARWAL: Counsel, we've been going for
about an hour. Good tinme for a break?

MR. LUMAN: | was going to try and wap this
up. I'mnot quite done with this paragraph. How
about after this paragraph we take a break?

MS. AGARWAL: Sure.

BY MR LUMAN:
Q So, Dr. Davies, maybe | wasn't clear.

So the sentence that we were | ooking at on
page -- in Paragraph 107, Page 46, it splits the page,
and | guess beforehand, it sites Paragraph 13.

Par agraph 13 of Dohil, that's -- let's see how we do
this.

Your sentence says, "A POSA readi ng Dohi
woul d understand that the first disclosure dissolving
tablets or wafers.” The first disclosure is
Par agraph 13 in Dohil; right?

A. 1'd have to go and | ook back at that if you
don't m nd.

Q Yeah. | don't think you can see it on the
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screen. |I'mlooking at the sentence right above. It
says --
A. | can see it here. Can | |ook at the other
one? (I ndi cating)
Q Yes, please.
(Pause.)
THE W TNESS:  Yes.
BY MR LUMAN:
Q Okay. So Paragraph 13 refers to "dissolving
tabl et or a dissolving wafer."
A. Correct.
Q And your declaration said that this could
refer to solid dosage forns that are dissolved in
wat er but you didn't say that it would refer to solid
dosage fornms that dissolve in water.
Were you trying to say that Paragraph 13 is
anmbi guous as to what the dissolving tablet refers to?
MS. AGARWAL: (bjection. Form
THE WTNESS: Well, | was trying to
understand what it was in the context of a person of
ordinary skill in the context of Dohil. Dohil tells
you what's needed of |iquid preparations for the
treatnment of liquid, |long-acting topical
corticosteroid preparation is needed.

| was trying to understand it in that context
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and in the context of the whole of Dohil. So in that
way, you could, if you wanted, take one of those into
a predefined volunme of water, 8 to 12 mls. |I'm
trying to see it fromthe perspective of the person of
ordinary skill could potentially use it that way.
BY MR. LUMAN

Q Could a person of skill in the art also
potentially read Dohil's Paragraph 13 dissol ving
tablet as a tablet that would dissolve in the nouth?

A. Well, a person of ordinary skill would
under stand Dohil says not hi ng about disintegration
tinme. So we don't know how long that is. It could
be -- and | suspect to achieve what Dohil is teaching
you, to achieve the required volume and viscosity, a
di ssolving tablet, |ike a |ozenge, has to be in the
mouth for a sufficient time that sufficient volune is
bei ng generated such that you could get the coverage
as taught by Dohil .

Q So would a person --

A. That would take nmany -- a nunmber of m nutes,
woul dn't it?

Q So Dohil Paragraph 13 could be referring to a
di ssol ving tablet that dissolves in the nouth.

Is that fair?

A. Well, in the context of Dohil, a dissolving

Page 45

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




o 00 A W DN

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

tablet, in the context of Dohil, would be one which
di ssol ves such that it generates the required anmunt
of liquid, i e., it dissolves in sufficient saliva
that you get the 8 to 12 mls as shown by Dohil. And
to do that, you could do that by a tablet which

di ssol ves over a nunber of m nutes.

Q And that dissolving would be in the nouth;

correct?

A. It would over a nunber of minutes. This is
not contenplating ODTs at all. |It's silent on ODTs.
It doesn't nmention. |It's also silent on

di sintegration tine.
Q I'"mjust saying the dissolving tablet could

refer to a dissolving tablet that dissolves in the

nout h.
Is that fair?
A. | just answered that question. M previous
answer. It could be a tablet which dissolves in the

mout h over a period of tinme, a period of m nutes, such
t hat based on the reading of Dohil, you need
sufficient volune -- like the |ozenge, you need
sufficient volune such that you get, as the patent
teaches you, the 8 to 12 mls that's required to get
t he panesophageal coverage. O herw se, you woul dn't

get it.
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MR. LUMAN: Okay. We can take a break.

(A recess was taken from 2:21 p. m

to 2:37 p.m)

MR. LUMAN:. Dr. Davies, thanks for answering
my questions. M. Bunker is going to take over for
the remai nder of today's deposition.

MR. BUNKER: Good afternoon, Dr. Davies.

M5. AGARWAL: Just for the record, patent
owner objects to having two attorneys question

Dr. Davi es.

EXAM NATI ON
BY MR, BUNKER:
Q Dr. Davies, I'"'mgoing to spend tine on the
t hree decl arations that you' ve been di scussing
already. These are for the three patents '069, the
' 828, and the '407 patents.

In each of those declarations you have a
section titled "OBJECTI VE | NDI CI A OF NONOBVI OUSNESS";
is that correct?

A. That's correct.

Q And I'mgoing to be focused on those
sections, and to get you oriented |I could point you to
those in each of your declarations so you can take a

mnute to review them
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So for the declaration addressing the
'069 patent, that's the -052 IPR that's on Page 67 of
your decl aration, Exhibit 2007.

A.  Thank you. | know where it is.

(A discussion was held off the record.)

MR. BUNKER: For the -055 IPR, this is
Exhi bit 2007 at Page 77.

For the -054 IPR, this is Exhibit 2007 at
Page 65.

Q Dr. Davies, are you ready?

A. | am Thank you.

Q Just to start out here, what are objective
i ndi ci a of nonobvi ousness?

A. So I'll refer you back to the |egal standards
that | was advised about. Essentially, you could read
it in those. Essentially, it's post-filing data can
be used as evidence of unexpected results and efficacy
for nonobvi ousness.

Q So in your opinion, there is evidence of
unexpected results that support the nonobvi ousness of
the clains in each of these three patents?

A. | believe, as | say in Paragraph 141 on
Page 68, a person of skill, "A POSA would therefore
not have thought an orally dispersing tabl et

cont ai ni ng budesoni de woul d have been efficaci ous or
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well tolerated for the treatnent of EoE," and |'m
tal king specifically about the study perfornmed by
petitioner, Dr. FalKk.

Q Dr. Davies, can you tell nme which declaration
you' re | ooki ng at pl ease.

A. | apologize. |1'mlooking at the '069
decl arati on.

Q Do you understand what | nean by "unexpected
results” in the context of patent |law to determ ne
whet her a claimis nonobvious, Dr. Davies?

M5. AGARWAL: Objection. Form

THE WTNESS: Well, as it was explained to
me, it could be shown in post-filing data, and in this
case, the Dr. Falk study is show ng evidence of
unexpected results, and the unexpected results of
Dr. Falk's. | believe a person of skill would not
have t hought an orally dispersing tablet containing
budesoni de woul d have been efficacious or well
tolerated in the treatnment of EoE.

So | was asked to | ook at the study and give
my views on the study.
BY MR. BUNKER:

Q In your |egal standards section, Dr. Davies,
you do not reference unexpected results or explain any

| egal framework for assessing unexpected results under
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U.S. patent law, correct?

MS. AGARWAL: Objection. Form

THE WTNESS: 1'd have to go and | ook at
that. | do say, in Paragraph 34, "the extent of any
obj ective indicia of nonobviousness," and then | say,
"1 understand that the objective indicia which my be
considered in such an analysis include conmerci al
success of the patented invention, whether the
invention fills a |ong-felt but unsolved need in the
field, the failure of others to arrive at the
i nvention, industry acqui escence and recognition,
initial skepticismof others in the field, whether the
i nventors proceeded in a direction contrary to
accepted wi sdom of those ordinary skill in the art.”

And | think I say, "and the taking of
I i censes under the patent by others, anong ot her
factors.”
BY MR. BUNKER:

Q Can you point nme to where you explain the

| egal standards for assessing whet her unexpected
reports support the nonobvi ousness of chall enged
clainms under U. S. [|aw?

M5. AGARWAL: (Objection. Form

THE W TNESS: Again, | amnot a | awer.

have just been advised that you can use evidence of
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unexpected results and efficacy, you know, in ensuring
that it wasn't obvious, a particular patent wasn't
obvious. That's what |'ve been advi sed.
BY MR BUNKER

Q Were you advised of any | egal standards for
maki ng that assessnent, whether unexpected results
support the nonobvi ousness of any chal |l enged cl ai ns
under U.S. | aw?

A. Again, | understand that ny role here is to
| ook at the study and see whether or not -- as |'ve
sai d, whether or not the results and efficacy as shown
by the study would have been obvi ous or nonobvi ous,
and it's clear that, to ne, sonebody of ordinary art
in the skill, would have not though such an orally
di spersing tabl et containing budesoni de woul d have
been efficacious or well tolerated of the treatnent of
EoE.

So I"mjust giving ny view based on what [|'ve

been asked to do on this study.

Q So you were not provided with the |egal
st andards for assessing whether, under U S. |aw,
certain results of a test are unexpected to support
t he nonobvi ousness of chall enged cl ai ns under U.S.
| aw?

M5. AGARWAL: Objection. Form
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THE W TNESS: Again, |'ve shown you what |'ve
witten and what |'ve been advised, based on what |'ve
witten. |1've also shown -- |I'mdescribing to you
that nmy role here was to | ook at that study, and does
the data support the patents in a sense that, you
know, they're show ng post-filing that it's successful
in treatnment of EoE as an oral dispersing fornulation
t abl et contai ni ng budesoni de.

| was asked is that clearly shown here, and I
believe it is. I'mtold that if you find such
information, that allows a | egal teamto provide, show
evi dence of unexpected results and efficacy for
nonobvi ousness. That's what | was told and that's
what | did.

BY MR. BUNKER:

Q Are you aware that under U S. patent | aw when
unexpected results are used as evi dence of
nonobvi ousness, those results nust be shown to be
unexpected conpared to the closest prior art?

A. Well, | guess what I"mshowing is this is
unexpected based on the patent, which | guess would be
the closest prior art because it's after the patent,
and it is.

Q M question was a little bit different.

My question was: Are you aware that under

Page 52

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




o 00 A W DN

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

U.S. patent |aw, when unexpected results are used as
evi dence of nonobvi ousness, those results nust be
shown to be unexpected conpared to the closest prior
art?

Are you aware of that?

A Well, I was aware, but if you're talking
about | was told that | would be making the conparison
agai nst the patents, and the patents are effectively
the closest prior art because they're also ODTs. This
is also an ODT contai ni ng budesonide, and it's shown
that it's efficacious and well tolerated for the
treatment of EOE just like the prior art in terns of
t hose patents.

Q M question was a little bit different,

Dr. Davi es.

My question was: Are you aware that under
U.S. patent |aw, when unexpected results are used as
evi dence of nonobvi ousness, those results nust be
shown to be unexpected conpared to the closest prior
art.

Are you aware of that?

A. Well, if you think the closest prior art
isn't the closest prior art of the patents because
they' re al ready published.

Q I'mhappy to ask that question, but |I need
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you to answer my question first, and then we can
answer that question.

A. | was told that | was aware that we were
conparing it to the patents, which I was told was
effectively the prior art. |If that answers your
guestion, you know, I'mrelying on the legal teamto
guide me in ternms of the |egal standards.

Q In your understandi ng, the patents, neaning
the '407 patent, the '069 patent, and the '828 patent,
are the closest prior art?

M5. AGARWAL: Objection. Form

THE W TNESS: Because they're the ones that
have been consi dered nonobvi ous for obvi ousness.
They're the ones -- and |I'm showi ng that Dr. Falk
havi ng an ODT, and they did this study. Wthout going
through all that, it showed that it was successful.
And so in that sense, I'"'msaying it's clearly, you
know, not obvi ous.
BY MR. BUNKER:

Q M question was a little bit different,

Dr. Davi es.

My question is: Is it your position that the
patents, the '407, the '069, and the '828 patents are
the closest prior art?

A. Those are the ones |'ve been asked to conpare
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to, and in that sense, you know, they are the cl osest
because they're the ones that go after the -- show
that an ODT could be used for the topical treatnent of
EoE using an orally-dispersing tablet with a
particul ar disintegration tine.

Q Vhat do you think is the closest prior art to
the clainms that are challenged in these three patents,
the '407 patent, the '069 patent, and the '828 patent?

What do you think is the closest prior art?
A. Well, | guess the ones that |'ve revi ewed
that Dr. Parr has clainmed is the cl osest prior art,
which is Dohil, Growther, and there may be nore.
(The Reporter requested clarification.)
THE WTNESS: G r-o-wt-h-e-r.
And the others that Dr. Parr cl ai ns.

BY MR BUNKER

Q Just to get oriented here, so for the
'407 patent, it's your understanding that the clains
in the '407 patent are directed to pharnmaceuti cal
conpositions conprising | ess than or equal to
20 mlligrams of a topical corticosteriod that
di sintegrate within 60 seconds according to the USP
test; is that right?

A. Wiich one are you in now. Are you in '407,

or are you in '069?
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Q ' 407.

A. Thank you. |'d have to |ook at the patents,
which are in ny folder, 1| think.

Q O you can look in the big binder.

(Exhi bit Share |ogistics discussed.)
BY MR. BUNKER:

Q If you look starting down on Line 50.

A. It's also on Page 20, | guess, of ny '407
report.

Q And so just to orient you, Dr. Davies, you
agree that these clains are directed to
"pharmaceutical conpositions that conprise |ess than
or equal to 20 mlligranms of a topical corticosteriod
that disintegrate within 60 seconds according to the
USP test, anong other requirenments?

A. Correct.

Q Okay. Now let's turn to the '069 patent.
This will be Exhibit 1001.

A. | apologize. This also calls Claim35, which
tal ks about it -- in the '407, which tal ks about an
orally disintegrating solid pharnaceuti cal
conposi tion.

Q Yeah. Correct.

A. Ckay. | just wanted to be clear.

So which one do you want to go to now?
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Q Look at the '069 patent, again, Exhibit 1001,
' 069 patent.

And if we ook at the clainms in the '069
patent, if we start with Claim 1, for exanple, these
clainms are directed to -- this says Colum 18, agai n,
starting at about Line 47. These clains are directed
to orally disbursing tablets conprising 0.5 mlligrans
to 5 mlligranms of budesonide that disintegrate within
60 seconds in sinmulated saliva using the USP test,
anong ot her requirenents; is that correct, Dr. Davies?

A Well, it is the whole -- you're giving a very
brief overview, but if you read the whol e thing,
it's -- yeah.

You' ve given nme a very cut-down version of

it, but it is an orally dispersing tablet, yeah.

Q And in the '828 patent, those clainms in the
' 828 patent, again, they're directed to orally
di spersing tablets of budesoni de?

A. Correct. Again, in the Falk claim yeah.

Q In your opinion, is a lozenge with budesoni de
nore simlar to the clainms of these patents than a
liquid solution of budesonide?

A. Neither. Neither are simlar. It's not a
matter of one. It's not simlar of one or the other.

Nei t her are.
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Q In your -- please continue.

A. Sorry. How can one be nore -- one is a
liquid formand one, a | ozenge, certainly doesn't
meet -- so liquid formdoesn't neet an orally
di spersing tablet. A lozenge is also distinct from an
orally dispersing tablet, and a | ozenge doesn't --
wll not neet -- disintegrates within 60 seconds and
simul ates saliva using the USP test.

So they're both equally not apply to the
clainms, or covered by the clains.

Q M question was a little different.

My question is not whether they're covered by
the clains, but is one nore simlar to the clains than
t he ot her?

M5. AGARWAL: Objection. Asked and answered.

THE WTNESS: | think they're both not
simlar. So | wouldn't judge them | haven't been
asked to think about that, but | wouldn't judge either
of themto be nore simlar or less simlar because
they both don't neet the clains.

BY MR, BUNKER:
Q Are there any simlarities between a |liquid
formul ati on of budesoni de and the chal |l enged cl ai ns?
A. Well, the liquid formul ation, as in Dohil,

has a defined viscosity, has a defined volune, and it
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is therapeutically effective in that sense. It is
clearly different, and it's not covered by the orally
di spersing tablet.

Q Does a |l ozenge with budesoni de have any
simlarities to the challenged clainms of these three
pat ents?

A. It depends on how you define any simlarities
for the reasons |'ve said. Sonebody of ordinary skill
| ooking at a | ozenge would not think they're an orally
di spersing tablet. So they're not simlar at all.

Q Do you agree that an ODT and a | ozenge are
both solid formul ati ons?

A. They are both solid fornul ati ons, but that's
as far as it goes.

Q Do you agree that --

A. You know, you can have solid formrul ations

which only rel ease the drug in the stomach -- in the
smal|l intestine. You can have solid fornul ati ons
that -- all kinds of different fornulations, but it's
irrel evant.

(A discussion was held off the record.)
BY MR. BUNKER:
Q Dr. Davies, can we agree that a | ozenge of
budesoni de and an ODT of budesoni de both disintegrate

in the nouth?
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A. | agree they both disintegrate fromthe
mout h. The | ozenge, in the context of Dohil wll
disin- -- and in the context of using a |l ozenge wl|
di sintegrate slowly over many m nutes.

Q Can we agree that a | ozenge of budesoni de and
an ODT of budesonide are both admi nistrated orally to
a patient?

A. | agree that both are adm nistered orally to
a patient, for different reasons, of course.

Q Okay. Switching to the liquid solution, can
we agree that an ODT of budesonide disintegrates in
the mouth while a liquid solution of budesoni de does
not ?

A. | agree. The liquid solution as shown by
Dohil is predefined viscosity and volunme, and is taken
in a single bolus, yeah.

Q And in any of your declarations do you
di scuss any results of tests that were conducted with
patients using any | ozenge with budesoni de?

A. | discuss the use of the term | ozenge in the
context of Dohil, and | ozenge, which is said, contains
budesoni de. Dohil has no exenplary fornul ati ons ot her
than liquid fornmulations. So they don't test the
| ozenge clinically.

So in that context you can't -- all we know
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is that, frankly, they don't test any solid dosage

form They only test liquid ones. So in that

context, sonebody skilled, reading Dohil, |ooking at
the logic will think, howdo |l mmc a liquid
fornmulation? | mmc it by using a |l ozenge which

rel eases gradual ly, dissolves gradually so it
generates sufficient volune, but there's nothing in
Dohi | which shows you any exanpl e, exenplary exanple
of a | ozenge or any other solid protocol or any
clinical data.

Q So we can agree that in your declaration,
your three declarations, you do not discuss the
results of any tests before the patent, or even after
the patent, that were conducted in humans using any
| ozenge with budesoni de; correct?

A. | do not for the reasons |I described in ny
| ast answer.

Q Ckay.

A. There were none, and Dr. Parr could not point
to any in the literature.

MR. BUNKER: Let's look at a statenent in
your decl arati ons.

For the record, we'll point to the sane
statenent in each of the declarations, and let's start

with the declaration for the '069 patent. So this is
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Exhi bit 2007 for the '069 patent or the -052 IPR
This will be Paragraph 139.

THE W TNESS:  Yes.
BY MR, BUNKER:

Q Paragraph 139, about the mddle there's a
sentence that says, "A POSA woul d understand.™

Do you see that?

A. | do.

Q Okay. And you use this term "POSA" in your
decl arations. That refers to person of ordinary skil
in the art; correct?

A. Correct.

Q And you're okay if | use the abbreviation,
POSA, for our deposition today?

A. Yes. That's fine.

Q Here in this sentence you say, "A POSA woul d
understand that Dohil teaches that 8-12 mlliliters of
a viscous liquid formul ati on provi des pan-esophageal
coating that topically delivers an effective dose of
budesoni de to the esophagus to treat EOoOE."

Did I read that correctly?

A.  You did.

Q Oay. And if it we turn to your declaration,
Exhi bit 2007 for the '828 patent, which is the -054

| PR, and we turn to Paragraph 137 in that exhibit,
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about five lines down we see that sane sentence;
correct?

A. Correct.

Q And if we go to your declaration for the
ot her patent, the '407 patent, which is the -055 I PR
and we turn to Paragraph 162, which is on Page 77, we
see a portion of that sane sentence. This is
Par agraph 162, about five lines down.

It says, "Dohil teaches that 8 to
12 mlliliters of a viscous liquid formulation
provi des pan-esophageal coating and delivers an
effective dose of budesonide to the esophagus to treat
EoE. "

Did | read that correctly?

A.  Yes.

Q Okay. Now, is it your position that a person
of ordinary skill in -- that a person of ordinary
skill reading Dohil would understand that a viscous
fornul ati on of budesonide that is | ess than
8 milliliters would be ineffective?

A.  No.

Q You' d agree --

A. Sorry. M point is that Dohil teaches that 8
to 12 mls of a viscous liquid formulation provi des

panesophageal coating and delivers an effective dose
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of budesoni de for the esophagus to treat EOE.

And |'m making a point in the |ast part of
the sentence that the claimed ODT could not produce 8
to 12 mls.

Q You agree that Dohil teaches that liquid
formul ati ons of budesonide as small as 5 mlliliters
can be effective?

A.  Yes. That was the exanple, the first exanple
or second exanple that they did. They then
subsequently did the |larger study, and they say
clearly -- if you want to go to Dohil, | can show you
where they say it.

If you go to Dohil Page 8, Paragraph 67,
[0067], it says, talking of the viscous budesonide
solution, "It may have advantages over other therapies
inthat it is palatable, its volume (8 to 12 m )
provi des pan-esophageal mucosal coverage and it
requires only once daily adm nistration."

MR. BUNKER: And, for the record, Dohil is
Exhi bit 1002.

Q Correct?

A. That's correct.

Q Al right. So let's stay with Exhibit 1002,
and if we can | ook at Page 3, Paragraph [0031].

And that Paragraph [0031] spreads between two

Page 64

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




o 00 A W DN

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

colums. Do you see that, Dr. Davies?

A. That's correct.

Q And | ooking at the second colum, there's no
| i ne nunbers, but maybe about 10 |ines down or so it

says, "In an illustrative enbodinent,"” and it goes
down fromthere.
Do you see that?

A. | do.

Q "In an illustrative enbodi ment, the dosage is
provided in a sufficient volunme to allow the
conposition to reach the esophagus in an effective
amount. In general, in a liquid dose, the dosage may
be provided in, for exanple, 5 to 50 mlIliliters, or
for exanple, 5 to 40 mlliliters or, for example 5 to
30 mlliliters,” and it goes on fromthere; correct?

A. Right.

Q Al right. So we can agree that Dohi
teaches that liquid formul ati ons of budesoni de as
small as 5 mlliliters can be effective at treating
EoE?

A. It is shown in the exanple, | think Exanple 1
and 2, that you could use 5 ml, but it also teaches
that you could -- you should use 8 to 12 mls. But we
can agree that there's 5 mls, though.

Q And staying in Exhibit 1002, Dohil, if you
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can turn to Paragraph [065], and this spreads on
bet ween two pages. W can actually go to Page 8.
Roughly seven or eight |ines down it says,
"Most of the patients responded to 1 mlligramdaily."”
Did | read that correctly?
A.  You did.
Q Okay. So can we agree that Dohil teaches
t hat viscous oral solutions containing as little as 1
mlligram of budesonide, can be effective at treating
EoE?
A. | don't agree with your characterization. |

think it's saying nost of the patients responded to 1

mlligramdaily. So they're responding to
1 mlligram
Q In your view, does that indicate that a

liquid fornul ati on of budesoni de cont ai ni ng
1 mlligramcan be effective at treating EOE?

A. Yes. And it's shown in the exanple that we

saw fromthe -- yes. It's shown, | guess, in the
exampl e that we discussed -- that | discussed when we
were | ooking at the -- yeah.

Q I'dlike to go back to your declarations. |If

we can start with your declaration, Exhibit 2007 for
the '069 patent. This is the -052 IPR. And if we can

turn to Paragraph 139 on Page 67.
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A.  Yeah.

Q The last two sentences -- well, there's a
sentence at the bottom of Page 67. It says, "Further,
a POSA woul d have known that oral budesonide
adm ni stration causes candidiasis," and then it goes
on, "and the | onger budesonide was held in the nouth,
the greater the chance of candidiasis devel oping."

Did | read that correctly?

A.  You did.

Q Now, for that sentence you have no citation
correct?

A It's the -- well, you could cite the patent.
The patent talks, in the first colum, about the
previous formul ati ons, which were held in the nouth
and they have a greater chance of candidiasis
devel opi ng. That was one of the side effects.

Q Oher than the '069 patent, do you have any
docunentary support for your statenment here that a
POSA woul d have known that oral budesonide
adm ni strati on causes candi diasis, and the |onger
budesoni de was held in the nouth, the greater the
chance of candi di asis devel opi ng?

A Well, the "069 patent is pretty powerful
evidence. W also -- also refer to clinical trials

where, you know, there were clearly other issues from
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a safety perspective, but they were | ooking at
candi di asi s devel opnent and they were | ooking for the
incidence of candidiasis with the tablet fornulations.
Why were they doing that? Because they would
be concerned, because they knew, as the '069 patent
woul d show you, the previous fornulati ons would show
that candidiasis could develop by the very fact that
t he budesoni de was in the nouth.

Q Vhich clinical trials are you referring to,
Dr. Davies?

A. These are the ones that conpared the clinical
trials of the budesonide ODT with the |iquid solution.
| cite to themin ny report.

Q If you could find that for me, so we can have
a clear record, that woul d be great.

MS. AGARWAL: | believe that's Exhibit 2006.
THE W TNESS: That's correct.
BY MR. BUNKER:
Q And exhibit 2006 is dated what? 2015,
Dr. Davies?

A. Right. Yep.

Q GCkay. This was not avail able before the
filing date of the '069 patent; is that correct?

A. Correct. But it's just illustrative of the

fact that people knew that even with new formul ations
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being tested, that they would need to test for
candi di asi s because they knew that previous budesoni de
fornul ati ons, as described in the '069 patent and in
all these patents, illustrates the problem

Q  Going back to your declaration, besides the
' 069 patent and besi de Exhibit 2006, the 2015
publication, do you have any docunentary support for
your statenent that a POSA woul d have known that an
oral budesoni de adm nistration causes candi di asis, and
t he | onger budesonide was held in the mouth, the
greater the chance of candidi asis devel opi ng?

A. O her than those two docunents, |'d have to
t hi nk about it, but they're pretty inportant. Before
the patent it was known, and after the patent it was
known.

And so it's an issue with the treatnment with
budesoni de orally, but you have to be concerned about
candidiasis. And that's what the patent teaches you
in the introduction.

Q  Going back to your declaration in that sane
par agraph, Paragraph 139, after that sentence you
say -- again, this is Exhibit 2007 for the -052 |IPR,
"A POSA would thus further deferred from devel opi ng
any dosage formthat would be held in the nouth and

i ncreased the ti me budesonide resided in the mouth for
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the risk of increased preval ence on candidiasis."
Did | read that correctly?
A.  You did.
Q Okay. And, again, for that sentence, you
have no citation for support; correct?
A. Again, it could be the patent. It could be
clinical trial publication where, you know, the
knowl edge that if you're using oral budesoni de, you
have this problem But, you know, the person of skill
woul dn't be thinking of an ODT at all. They'd be
t hi nki ng about using a viscous solution, which you're
taki ng one bolus, and it would not be held in the
mout h i ke an ODT.
So if a person of skill -- the only reason
Dr. Parr comes up with the ODT because of these
patents, which is --
(I ndi scerni ble crosstalk.)
THE WTNESS: -- a hindsight argunment anyway.

BY MR. BUNKER:

Q Sorry. | didn't nmean to cut you off.
A. Sorry. I'mjust highlighting that a person
of skill would have known the problenms you can have

with candidiasis in the nouth because budesoni de
suppresses the i mmune function in the mouth and all ows

the candidiasis to grow and causes a candi di asi s
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problem then a person of skill would be thinking, you
know, | want to use the liquid fornulation because
that's what's been shown to work.
Q Dr. Davies, in your view, what docunentary

evi dence supports your statenent that "A POSA woul d
t hus been further deterred from devel opi ng any dosage
formthat would be held in the nouth and increased the
ti me budesonide resided in the nmouth for the risk of
i ncreased preval ence on candi di asi s"?

MS. AGARWAL: (Objection. Asked and answered.

THE WTNESS: |'ve answered that. So |'ve
expl ai ned that, you know, as the patent teaches you,
there's a problemwi th dealing with oral budesonide,
and Dohil also mentioned it.

So the problem-- you know, now they're
com ng up to, you know, if a person of ordinary skill
was thinking about devel opi ng a budesoni de formnul ati on
for treatnment of EoE, they'd be thinking of an oral
vi scous solution or sonme nodification of a liquid oral
sol ution, which you take in a bolus and it is not held
in the nouth.

And I'"mjust citing in this paragraph, where
|"ve tal ked about the fact that a viscous |iquid works
and that Dohil has shown that it does work, and a

person of ordinary skill wouldn't have | ooked for an
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ODT which has to be held in the nouth. Wy woul d they
do that? They could |look at a viscous sol ution
because that's shown to be effective.

BY MR, BUNKER:

Q So in your view, the patent, the '069 patent
and Dohil support your statenent that "A POSA woul d
t hus been further deterred from devel opi ng any dosage
formthat would be held in the nouth and increased the
ti me budesonide resided in the nouth for the risk of
i ncreased preval ence on candi di asi s"?

A. | think a person of skill would have, when
faced with the question to develop a fornulation for
budesoni de treatnment of EoE, would have | ooked at
Dohi | and used Dohil, the viscous solution.

| do not believe, based on, you know, the
know edge that was known and that's cited in the
patent, also cited in Dohil, know edge that was known
t hat budesoni de coul d cause problens with candidiasis
in the nmouth, | do not believe a person would even
t hi nk about devel opi ng an ODT because Dohil worked, no
inference that it didn't work, and why would you
devel op an alternate fornulation, particularly one
whi ch has to be held in the nouth.

That's ny view. Because it would have been

know edge, common know edge that budesoni de orally can
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cause candidiasis. And that's why the patent talks
about it in its introduction.

Q Tell ne where in Dohil it says that holding
budesonide in the nouth increases the risk of
candi di asi s.

A. |1'd have to go and |l ook at it, but certainly,
it would be known in the literature, the '069 patent.
Dr. Parr doesn't ever challenge the fact that the
prior formul ations, when sprayed into the nmouth, cause
candidiasis, as cited in the patent.

Q You reviewed Dohil for -- you reviewed Dohi
as you were preparing these declarations; correct,

Dr. Davies? You spent a fair anount of time review ng

Dohi | ?
A | did.
Q Please take a look at Dohil, and tell ne

where it says that hol ding budesonide in the nouth
i ncreases the risk of candidi asi s.
THE W TNESS: |'"d have to |l ook at it.

MR. BUNKER: Take your tine.

(Pause.)

THE WTNESS: | can't find it at the nonment,
but | believe they did | ook at candidiasis in the
bi opsies. But | can't find it at the nmonent. They
did | ook at the prevalence. | believe they did.
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BY MR. BUNKER:

Q You can't find it?

A. | can't. But that doesn't nean that a person
of ordinary skill would know that if you put
budesonide into the mouth, |ike the '069 teaches you,

that you coul d have problenms with candi di asi s.

Q Besides the patent itself, the '069 patent
itself, do you have any docunentary support for that
position, that a person of skill in the critical date,
2009, woul d know that putting budesonide in the nmouth
for 60 seconds woul d cause candi di asi s?

A. | think a person of skill would know, based
on the patent, also based on the substantive work. As
such, you can have problens associated with the
budesoni de residing in the nouth. A person of skil
woul d know that, and |I think that would defer a person
of skill from-- it would deter a person of skill from
actually using such a formulation, an ODT fornul ati on.

Q So you can't point to anything dated before
the patent to support that position; correct?

A. Well, the patent teaches you that, and that's
based on prior art. That's based on the prior
experience. So, of course, you'd take that into
account. You're just not speaking that the patent

teaches that the previous fornulations, which were
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pl aced in the nouth, one of the problens associ ated
with that is candidiasis. It is --

Q The question was a little bit different,

Dr. Davi es.

My question was: So you can't point to
anyt hi ng dated before the patent that supports your
position that a person of ordinary skill in 2009 would
t hi nk or know that putting budesonide in the nouth for
60 seconds woul d cause candi di asi s?

A. That's a different question. You can
certainly look, if sonmebody of ordinary skill, as the
patent teaches you in the introduction, that when you
pl ace budesonide in the nmouth, they would be aware
that you can have candidiasis, and if you wanted
further evidence, you could find that.

You could find it before, and you can find it
afterward, because, frankly, still after the patents,
they were still |ooking at that issue because they
were aware, even they were aware at the tinme of the
patent and they were aware in the subsequent studies,
and even Dr. Falk, in their studies, they were aware
of the problem and they studied it to make sure that
the formulations didn't cause candidiasis. And they
were surprised that they didn't.

Q Dr. Davies, you said you could find it
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before, but do you have any citation or any docunent
dat ed before that does support it.
Did you find one? Do you cite one?

A. | don't need to cite it because it's there
and it's not been contested by anyone in this case in
the patent. Nobody has contested that such
fornmul ati ons, when you place themin the nouth, can
cause candidiasis. That's why, in clinical trials,
they test for it. |If they felt it wasn't an issue,
they woul dn't have tested for it.

Q Dr. Davies, Dohil -- talking about Dohi
Exhi bit 2007, you agree that a POSA woul d under st and
that Dohil is describing a |ozenge with budesoni de
that remains in the patient's nouth for two to three
m nut es?

A. | believe a person of skill would be thinking
that a | ozenge, if you were going to use a |ozenge, it
woul d stay in the nouth for at | east two or three
m nut es.

Q And we can agree that two to three mnutes is
obvi ously | onger than 60 seconds?

A. Correct.

Q Does Dohil say that a | ozenge woul d i ncrease
the risk of a patient devel opi ng candi di asi s?

A. Dohil is silent on |ozenge and its use other
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than a single statenment. Dohil doesn't show any
clinical data. And sonebody of ordinary skill
know ng, you know, it would be surprising to themthat
the only way they're using a | ozenge is that they have
to keep it in the nmouth for that period of tine.

And a person of ordinary skill would be
t hi nking, "Well, wouldn't that have an inpact on
candi di asi s because they have to keep it in." That's
what a person of ordinary skill. But the |ozenge is
descri bed in one sentence or two in the Dohil.

Q So we can agree Dohil does not say that the
| ozenge woul d increase the risk of a patient
devel opi ng candi di asi s?

MS. AGARWAL: (Objection. Form

THE W TNESS: Dohi| does not discuss the use
of the lozenge. The clinical data that it uses and
the only exenplary examples are the liquid
formulations. It does not describe in any detail the
| ozenge and its clinical use.
BY MR, BUNKER:

Q Does Dohil say that the | ozenge poses an
increased risk of any side effect conpared to a liquid
fornul ati on?

A. Dohil barely nentions the | ozenge, as |'ve

described in my previous answers. Sonebody of
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ordinary skill, when reviewing this, would think that
the only way you achi eve the volune and potentially
even the viscosity struggle, the only way you could
try to match the liquid fornulation is to keep it in
the mouth for a |onger period of tinme. That woul d
concern a person of ordinary skill.

Q Dr. Davies, ny question is a little bit
di fferent.

Does Dohil say that the | ozenge poses an

i ncreased risk of any side effect?

A. Dohil is largely silent on the clinical use
of the lozenge. |t doesn't talk about it at all.

Dohil only discusses the | ozenge primarily in two

sentences, and even then it -- you know, it doesn't
gi ve you any exenplary exanples. It doesn't show you
the clinical data. It doesn't discuss it at all,

whereas it does discuss in detail the liquid
fornul ation.

Q In your declaration, you expressed the view
that if a POSA would fornul ate budesonide as a solid
conposition, the POSA would fornmulate it as a | ozenge
that required several mnutes to dissolve rather than
an ODT; correct?

A. Correct. Could you point to where | say

t hat, pl ease.
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Q Sure. So why don't we start in the
decl aration Exhibit 2007 for the '069 patent. This is
the -052 PR We can go to Paragraph 103.

A.  Yep.

(Pause.)

BY MR. BUNKER:

Q And we can go there, but you say the sane
thing in each of the other two declarations; correct?

A. | believe that's the case.

MR. BUNKER: All right. Let go to your
declaration for the '407 patent. This is the -055 IPR
Exhi bit 2007, '407 patent, -055 IPR, and if we can
turn to Page 77.

So just to get oriented, I'mgoing to ask you
sonme questions about Paragraphs 162 and 164. |If you
want to review those briefly, and | et nme know when
you're ready.

(The witness reviewed materials.)

THE W TNESS:  Yes.

BY MR, BUNKER:

Q In these paragraphs, you tal k about sone
fornul ati ons or sonme enbodi nents that you contend show
unexpected safety and efficacy; is that correct?

A. Right.

Q | want to nake sure | have all the exanples
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that you are pointing to.
In my reading, | see an exanple of a -- well,

| see a formulation of 1.5 mlIligrams of fluticasone.

Q Did | pronounce that correctly?

A.  You did.

Q | see a fornulation of 3 mlIligrans
fluticasone?

A. That's correct.

Q And in Paragraph 164 | see an exanple of a
tablet with 1 mlligram budesonide; is that correct?

A. Sorry. \here?

Q In Paragraph 164 on Page 78 --

A. Ckay.
Q -- you refer to a fornulation that contains
1 mlligram of budesoni de.

A. Yes. That's fromthe Dr. Fal k study.
Correct.
Q So for this declaration, you're pointing to
three exanples, the 1.5 mlligramfluticasone,
3 mlligrans fluticasone, and the 1 mlligram
budesoni de; correct?
THE W TNESS: Just let nme check on it.
MR. BUNKER: Sure.
(The witness reviewed nmaterials.)

THE W TNESS: So those are the three
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fornmulations, that's correct. 1.5, 3 mlligram
fluticasone, and there's a fornulation which is 1 m|
of budesonide -- 1 mlligram of budesonide in a
tablet, and they also test 2 mlligram of budesonide
in a viscous solution.
BY MR. BUNKER:

Q Okay. But as far as the ones you contend
show unexpected safety and efficacy, it's
1.5 mlligramfluticasone, 3 mlligrams fluticasone,
and 1 m|ligram budesoni de; correct?

A. Those are the doses that are described in
Par agraphs 162 and 163 and 164. And then | go on in
165 to tal k about the safety in terns of candi di asis.

Q I'mtrying to make sure | capture all the
exanpl es that you say show unexpected safety and
efficacy. Are there others besides those three that
listed, 1.5 mlligramfluticasone, 3 mlligram
fluticasone, 1 mlligram budesonide?

Did I mss any in your declaration?

A. |1'd have to | ook, but | don't believe so.
These are part of two very large clinical trials.

Q GCkay. Al right. Now --

THE WTNESS: Could we take a break if

you're --

MR. BUNKER: Of course. That's fi ne.

Page 81

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




o 00 A W DN

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

THE W TNESS: We've been going an hour and 20
m nut es.
MR. BUNKER: Absolutely. Let's go off for
10 m nutes.
THE W TNESS: That woul d be great.
(A recess was taken from 3:40 p. m
to 3:51 p.m)
BY MR, BUNKER:
Q Al right. W're going to start back up.
So to get reoriented, Dr. Davies, we' ve been
di scussi ng your declaration, Exhibit 2007 for the
"407 patent. That's the -055 IPR; correct?
A. Correct.
Q And in Paragraphs 162 through 164 we were
di scussi ng the exanple fornul ati ons that you point to

as show ng unexpected safety and efficacy; is that

right?

A. | show that they're therapeutically effective
and well tolerated. |Is that correct? Yeah.

Q And those three exanples are 1.5 mlligrans
fluticasone, 3 mlligranms fluticasone, and 1 mlligram

budesonide. Did | get that correct?
A. Those aren't the doses. Those are the
tablets that are used, the ODTs that are used. Those

aren't the doses, as you know. But those tablets are
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mul ti ples of themthat are used.

Q Do you know whet her any of these tablets
satisfy all the limtations of the clains that are
chall enged in the '407 patent?

A. In the '407 patent?

Q  Yes.

A. Well, they certainly satisfied the claim
related to the use for the topical. Yes. They
certainly satisfy a topical delivery of budesoni de and
denonstrating its therapeutic effect.

Is that what you're asking.

Q  No.

Do you understand there are 42 -- there are
42 claims in the '407 patent?

A. As far as the '407, | believe it's the nethod
of treating the inflammtory condition with a
phar maceuti cal conposition conprising |less than or
equal to 20 mlIligramof a topically adm nistered
corticosteriod under this excipient. That's all net
by those two. There has been no significant systemc
cortico --

(The Reporter requested clarification.)
THE W TNESS: | apol ogi ze.
The conposition has no significant system c

gl ucocorticoid or mneral or corticoid activity after
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oral admnistration. And they're both ODTs, and
certainly, as my understanding fromDr. Fal k and
readi ng that document, the disintegration of
swal | owi ng occurs within -- they have to swall ow
within 90 seconds to 120 seconds. So that would nore
than |ikely pass the disintegration test.

BY MR. BUNKER:

Q Let nme stop you there, Dr. Davies.

How do you know t hat any of these tablets
woul d disintegrate within 60 seconds when tested using
USP 701 disintegration test?

A Well, | haven't seen it, but ny understanding
is I'"ve been told that 162, those tablets did pass the
di sintegration test.

Q VWho told you that? Who told you that,

Dr. Davies?

A. The legal team the lawyers. But | haven't
seen the data. And with Dr. Falk, | guess when you
| ook at that, the way in which they work, the tabl et
held at the top of the palate of the nouth, by the
tongue, and the people are told within 90 seconds to
swal low this. | think it's 90 to 120 seconds.

It looks |ike that would pass -- those kind
of fornul ations woul d pass, would be rapidly

disintegrating in that sense of an ODT.
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Q It doesn't say, "rapidly disintegrating,"
does it, Dr. Davies?

A Wl --

Q What does the claimsay?

THE WTNESS: 1'Il go back to it.

(The witness reviewed materials.)

THE WTNESS: It would disintegrate within
60 seconds. | believe it would disintegrate within
60 seconds.
BY MR. BUNKER:

Q VWhen tested using USP 701 disintegration
test; correct?

A.  Yes.

Q MVhat is "USP 701 disintegration test"?

A It's a USP, United States Pharnmacopei a
di sintegration test.

Q Have you seen any data for any of these three
examples, 1.5 mlligrans fluticasone, 3 mlligrans
fluticasone, 1 mlligram budesoni de, any case data
conduct ed using USP 701 disintegration test?

A. | have not seen that data, but |I'm advised
that certain terns of the Ellodi Pharmaceutical's
formul ati ons, that provides that has been done.

Q | don't quite understand.

Is it your position that the 1.5 mlligram
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fluticasone and the 3 mlIligram fluticasone exanpl es
that you point to disintegrate within 60 seconds when
tested using USP 701 disintegration test?

I's that your position?

A. |'ve been advised that they do. | have not
seen the data, but I'm advised that they do.

Q And you're advised that by Cool ey, the
| awyers at Cool ey?

A. Correct.

Q Were you advised by the | awers at Cool ey
that the 1 m|ligram budesoni de exanple that you point
to disintegrates within 60 seconds using USP 701
di sintegration test?

A. No, | was not.

Q Do you have any data from any USP 701
di sintegration test conducted using the 1 mIligram
budesoni de tablet that you refer to in this
decl aration to show that it dissolves within 60
seconds of that test?

A. You nean disintegrate?

Q M apologies. Disintegrate, yes.

A. | do not have the data, but | |ooked at the
actual study, and the patients are asked to swal | ow
wi thin 120 seconds. That is an effervescent tabl et

and, therefore, based on that prem se, | believe that
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woul d have disintegrated in the mouth within
60 seconds.

Q And when you say you "l ooked at the study,"
are you tal king about Exhibit 20067

A. Correct.

Q Al right. Tell nme, where in Exhibit 2006
does it say that the tablet disintegrates within
60 seconds when tested using USP 701 disintegration
test?

A. It does not say that, as |'ve highlighted,
but what it does say is that -- excuse ne.

On Page 2 it's tal king about the patients
receiving the tablet, placing on the tip of the tongue
and pressed gently against the hard palate, and it
conpl etely disintegrated by contact with saliva.
(Unintelligible), as described, would be swall owed 5
to 10 swallows within 90 to 120 seconds.

So that's what |'ve -- in reading that, |
think that's clearly, to ne, disintegrated within
60 seconds.

Q Howis that putting in your nouth and
swal | om ng after 90 seconds to 120 seconds nean t hat
it would disintegrate within 60 seconds according to
the United States Pharmacopeia test 701 disintegration

test?
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A. Because -- well, this isn't the Pharmacopeia
test 1'"ve cited in the publication, but a person of
ordinary skill leading this, knowng that it's an
ef fervescent tablet would understand that it is
disintegrating rapidly, and the patients are being
asked to swallow within 90 to 120 seconds. Miltiple
swal | ows.

That says, to nme, and | think it would say to
a person of ordinary skill, that that is sonething
that is disintegrating within 60 seconds.

Q Then why would they need to waste 90 seconds?

A. Because | guess they were asked to -- within
90 to 120 seconds, they tal k about, because they ask
for it to disintegrate and potentially dissolve the
drug. So the drugs are in the solution, and then they
swal | ow.

Q Vhere in your declaration do you explain that
any of these exanples, 1.5 fluticasone, 3 mlligrans
fluticasone, or 1 mlligram budesoni de neet that
requirement of a claim disintegrate within 60 seconds
using USP 701 disintegration test?

A. | don't specifically nention that. VWhat | do
mention is that | believe these show these are ODTs
that are denonstrating after the filing of the patent,

that they achieve the effective treatnent of EOE. In
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contrast with the other prior art, which Dohil also
denonstrates it. So they' re shown to be equivalent in
some respects.

Q Going back to the '407 patent, Dr. Davi es,
the '407 patent, Claim 2 has a requirenent that the
conposition disintegrate within 30 seconds when tested
using USP 701 disintegration test; correct?

THE WTNESS: 1'll have a | ook at that.
(The witness reviewed nmaterials.)
THE W TNESS: That's correct.

BY MR. BUNKER:

Q In your declaration, you do not explain
anywhere that any of those exanples, the 1.5 mlligram
fluticasone, 3 mlligramfluticasone, or 1 mlligram

budesoni de exanpl es disintegrate within 30 seconds
when tested using USP 701 disintegration test;
correct?

A. | think I've answered that question.

Q Dr. Davies, you have not answered that
guesti on.

A. | think I've answered that question. |1've
told you that I am advised by the parties that the 1.5
and 3 mlligram fluticasone passed the disintegration
test. | haven't seen the data. |'ve told you that.

And ny basis for the -- for Dr. Falk is based on the
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data which we've just discussed in the publication.
Q So you were told by Cooley's attorneys that

the 1.5 mlligramfluticasone and 3 m I ligram

fluticasone disintegrated within 30 seconds when

tested using USP 701 disintegration test?

A. | don't believe | was -- it was within
60 seconds, | believe. Yeah. Which is in Claim 1l of
t he ' 407.

Q M question was about the 30 seconds in
Claim 2, Dr. Davies.
Were you informed by counsel for Cool ey that
the 1.5 mlligramfluticasone and 3 m|lligram
fluticasone disintegrated within 30 seconds when

tested using the USB 701 disintegration test?

A. Sorry. | think I've got nmy head around this
wrong. | apol ogi ze.
| was told by Cooley that it's the -- it's 60
seconds, not the 30 seconds. | was not told about the
30 seconds. And | think, actually, | was told it's
the 1 mlligram budesonide, which was Dr. Falk
studied, not Ellodi. | apologize for that.

Q Okay. So | want to make sure |I'm
under st andi ng.
So you were told by Cool ey's attorneys that

the 1 m|ligram budesonide ODT disintegrates within in
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60 seconds when tested using USP 701 disintegration
test?

A. Yes. | believe that's the case. Yeah.

Q Were you told by Cooley's counsel that the
1.5 mlligramfluticasone or the 3 mIligram
fluticasone ODTs that you describe in your declaration
di sintegrate within 60 seconds using USP 701
di sintegration test?

A. | don't believe so, no.

Q Have you seen any data using any of those
three exanples, 1.5 mlligramfluticasone, 3 mlligram
fluticasone, 1 mlligram budesoni de, that they
disintegrate within 60 seconds when tested using USP
701 disintegration test?

A. | have answered this question. | have not
seen that data, but |'ve been advi sed about the data
by Cool ey.

Q And to clarify, when you say you' ve been
advi sed by Cooley, you're referring to only the
1 mlligram budesoni de exanpl e; correct?

A. | believe that's the case, yes.

Q Now, in the clainms of the '407 patent,

Dr. Davies, if we go back there, and if we | ook at
Claim 6.

Let ne know when you're ready.
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A.  Yeah.
Q It says, "The nethod of claimb5, wherein the
drug particles have an average particle size of |ess
t han about 400 m croneters.”
Do you see that?
A. |1 do.
Q In your declaration, you do not explain
anywhere that any of those three exanples,
1.5 mlligramfluticasone ODT, 3 mlligramfluticasone
ODT, or 1 mlligram budesoni de ODT have drug particles
with an average particle size of |ess than about
400 m croneters; correct?
MS. AGARWAL: Objection. Form
THE WTNESS: | was not asked to | ook at that
by Cooley, no. |'ve not addressed that.
BY MR, BUNKER:
Q If we go down to Claim9, for exanple, in the
"407 patent, it says, "The nethod of claim5, wherein
in the ODT further conprises" MCC, and it goes on from
there; correct?
A. You're talking, to be accurate,
m crocrystalline cellulose, which is MCC, that's
correct.
Q And in your declaration you did not explain

anywhere that those three exanples, any of them
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i ncl ude MCC;, correct?
MS. AGARWAL: Objection. Form

THE W TNESS: | do not because | was

not

asked to. I was asked what |'ve shown in these two

reports, which denonstrates that ODTs, these t

exanpl es denonstrate that they can be used for

WO

treat nent of EOE. But | didn't look -- | wasn't asked

to |l ook at Claim 9.

BY MR. BUNKER:

Q And in your declaration you don't explain how

those three exanples satisfy all the requirenments of

the clains in the '407 patent; correct?

A. O all the clainms? 1Is that what you're
sayi ng?

Q  Yes.

A. 1've not been asked to | ook at all those
clainms, but clearly, in terms of Claim1, | believe

that it satisfies. But | wasn't asked to | ook at

t hese other clains that you've highlighted.

Q And where in your declaration do you
that those exanples satisfy Clains 1 of the
'407 patent?

A. Well, thereis -- to ne, there is a

correl ati on between what is in the clinical tr

expl ain

ials run

by the patent owner and the clinical trials run by
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Dr. Falk with what's described in Claiml.

" mjust being asked is there an exanple of
an ODT which published after the filing date which
denonstrates that an ODT can be used to treat EoE, and
| believe those two exanples in this case denonstrate
t hat .

Q | didn't ask if there was a correlation
between the clinical trials, Dr. Davies. |'ve asked
you where in your declaration do you explain that any
of those exanples satisfy all the requirenents of
Claim1l of the '407 patent?

A. | do not say that they require -- | wasn't
asked to do that. | wasn't asked to do that. |I'm
just sinply pointing out post-filing date that there
is -- there are ODTs out there which match the
obj ectives of the Claim 1, and they, | believe,
denonstrate post-filing date, the unexpected results.
That's what |'ve tal ked about in these two pages.

MR. BUNKER: Let's turn to your declaration
for the '069 patent. This is Exhibit 2007 of the '069
patent. This is the -052 IPR, and we can turn to
Page 67.

And |1'm going to be asking questions about
Par agraphs 139 and 140. Dr. Davies, if you want to

read that to get oriented, and |l et me know when you're
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ready.
(The witness reviewed nmaterials.)
THE W TNESS: Thank you.

BY MR, BUNKER:

Q And in these paragraphs, you describe a
1 mlligram budesonide ODT that shows unexpected
efficacy and safety; is that correct?

A. That's correct.

Q And in these paragraphs, that's the only
exanpl e that you are pointing to of an ODT that shows
unexpected efficacy and safety; correct?

A Well, the "069 refers specifically to
budesonide. So I'mreferring to the budesonide
fornmul ati on and, you know, the petitioner's study, and
t hat denonstrates very effectively, to ny mnd, that,
you know, it's surprising that it worked, and it shows
post-filing date that | think a person of ordinary
skill would not have thought that such an orally
di spersing type containi ng budesoni de woul d have been
efficacious or well tolerated for the EOE.

It's denonstrating post-filing date, but in
fact, there's an exanple of one that is.

Q This tablet, this ODT, the 1 mlligram
budesoni de, in your declaration you do not explain how

the 1 m|ligram budesonide ODT satisfies all the
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limtations of Claim1l of the '069 patent; correct?

A Well, I"'msinply showing -- what |'ve been
asked to do is sinmply showing is this -- | believe
that it does. 1've been advised, as you know, that
the -- in terms of the disintegration, it does. And,
| ook, | believe it does match those clainms, but |'m

sinply providing evidence of unexpected results in
efficacy in response to the nonobvi ousness, and that's
what |'ve done.

Q So we can agree that the '069 patent,
Exhi bit 1001, the '069 patent, Claim 1l requires that
the ODT disintegrate within 60 seconds in sinulated
sal i va when tested using USP 701 disintegration test;
correct?

A. That's correct.

Q And your basis for saying that the
1 mlligram budesonide ODT that you describe in your
decl aration as being unexpectedly safe and
efficacious, your basis for saying that it satisfies
that limtation is because Cool ey's counsel told you
it did;, correct?

A. |'m advised by Cooley's counsel that it did,
but I'm denonstrating this is an ODT of budesoni de,
which is post-filing date, which has denonstrated that

it's efficacious and safe, and that, in itself, would
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be unexpected result. That's what I'mtrying to
expl ai n.

Q Nowhere in your declaration do you
denmonstrate that that 1 m|ligram budesoni de ODT

di sintegrates within 60 seconds using USP 701;

correct?
A. That's correct. |It's not cited within ny
report, but as | indicated to you, |'ve been advised

it does. But that doesn't take away fromthe fact
that the petitioner's study showed that they could use
an ODT which was safe and efficacious after the filing
dat e.

MR. BUNKER: In the '069 patent,
Exhi bit 1001, if you could turn to Claim6.

(Pause.)

THE W TNESS:  Yes.
BY MR, BUNKER:

Q Claim6 says, "The orally disbursing tabl et
of claimb5, wherein the excipient is mannitol";
correct?

A. That's correct.

Q In your declaration, you do not explain or
denmonstrate that the 1 m|ligram budesoni de ODT
i ncl udes mannitol; correct?

A. That's the wong exhibit, by the way. | was
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not asked to do that --

Q And you don't know -- you don't know whet her
it did or not?

A. | was not asked to do that. | do not know.
But what | do know is that petitioner's ODT was safe
and efficacious in the treatnent of EoE. That was
after the filing date.

A person of skill would be -- as |I've said,
woul d not have thought an orally disintegrating tabl et
cont ai ni ng budesoni de woul d have been efficaci ous or
well tolerated in the treatment of EoE. |'msinply
poi nting that out.

Q And |l ooking at the '069 patent, Claim7,
says, "The ODT of claimb5, wherein the excipient is
sucral ose"; correct?

A. That's correct.

Q And in your declaration, you do not explain
or denonstrate that the 1 mlligram budesoni de ODT
i ncluded sucral ose; correct?

A. That's correct. | was not asked to do that.

Q Al right. And you don't know if it did;

correct?

A. | was not asked to do that.

Q I didn't ask you if you were asked to do it
or not.
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| asked you if you knew that it did have
sucral ose. | had asked you to confirmthat you don't
know whet her it had sucral ose.

A. | do not know.

Q Okay. And this '069 patent, again, Claim38
refers to "magnesi um stearate"; correct?

A. That's correct.

Q And in your declaration, you do not explain
or denonstrate that the 1 m|ligram budesoni de ODT
i ncl uded nmagnesi um stearate; correct?

A. That's correct. | haven't been asked to give
comments of that. |'ve just been asked to rel ease, as
|"ve described, an ODT as in Claim1. You know, ODT
as in Claiml, | believe, the Petitioner's study using
an ODT for the reasons |'ve described, which is safe
and efficacious, and it's been denonstrated that
post-filing date, and I think a person of ordinary
skill would have found that surprising and unexpect ed.

MR. BUNKER: Let's turn to your declaration.
This is Exhibit 2007 for the '828 patent or -054 |PR,
and |'m going to be asking you about Paragraphs 137
through 139, if you'd like to read that to get
ori ent ed.

THE W TNESS: Thank you.

MR. BUNKER: Just |et ne know when you're
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ready.
(The witness reviewed nmaterials.)
THE W TNESS: Thank you. 1've read
BY MR, BUNKER:
Q Okay. And then the patent, again,
' 828 patent, which is Exhibit 1001.

Looki ng at your declaration, you de

it.

is the

scribe a

1 mlligram budesonide ODT that, in your view, shows

unexpected safety and efficacy; correct?

A. That's correct.

Q Do you point to any other exanple
formul ati ons that show unexpected -- that yo
relying on for unexpected results of safety
efficacy?

A. | do not because the -- this partic
requi res budesonide. |1'm focused on the bud
fornmulation that the petitioner, Dr. Falk, p

Q And in your declaration, you do not
or denonstrate that that 1 m|ligram budeson
satisfies all the requirements of Claim1 of

' 828 patent; correct?

u're

and

ular claim
esoni de
ubl i shed.
expl ain

i de ODT

t he

A. Again, | was just asked -- | did not do that.

| was just asked to |look at the ODT, and | b
it's an ODT that neets the -- certainly neet

which is rapidly disintegrating, and as |'ve

elieve

s the ODT,

Page 100

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




o 00 A W DN

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

denonstrated, a person of skill would be deterred from
devel opi ng any -- a person of skill would have
understood that it's safe and efficacious, and that
woul d have been surprising.

Q Dr. Davies, in all due respect, ny question
was not whether a person of skill would be surprised.
My question was in your declaration, you do not
explain or denonstrate that the 1 m|ligram budesoni de
ODT satisfied all the requirenents of Claim1 of the
' 828 patent; correct?

A. | was not asked to do that. | was asked to
denmonstrate that the -- Dr. Falk's study denonstrates
that an ODT can be used for the efficacious treatnment
and is well tolerated, and | point to the fact that
that is surprising, and it would be an unexpected
result.

Q Again, Dr. Davies, with all due respect, |

didn't ask you what you were asked to do. | asked you
in your declaration -- in your declaration, you do not
denonstrate or explain that the 1 mIligram budesoni de

ODT satisfies all the requirenents of Claim1 of the
' 828 patent; correct?

A. That's correct. |'ve said that's correct. |
was not asked to do that. | was asked sinply to

comment is this unexpected results, and | tal ked about
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the fact that it's unexpected results for an ODT.

Q And in your declaration you do not explain or
denonstrate that the 1 mlligram budesoni de ODT
satisfies the requirenments of any of the clains in the
' 828 patent; correct?

M5. AGARWAL: Objection. Form

THE WTNESS: It depends on what you nean by
that, any other claims. Clearly, |I've been asked -- |
was asked specifically to | ook at whether these were
unexpected results for an ODT, and | believe they are.
BY MR. BUNKER:

Q  You don't understand what | nean by "any
ot her clainms"?
MS. AGARWAL: (Objection. Form
THE W TNESS: You nean Clains 2 through 16;
is that correct?
BY MR, BUNKER:
Q Correct.
A.  Yes.
Q You agree that in your declaration, you do
not explain or denonstrate that the 1 mlligram

budesoni de ODT satisfies the requirenments of any of

Clains 2 through 16 in the '828 patent?

A. | agree it's not in nmy report because | was
not asked to do that. | was asked sinply to say is
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this unexpected results in efficacy in the response to
nonobvi ousness.
BY MR. BUNKER:

Q Dr. Davies, in your opinion a person of skill
woul d not have expected an ODT with budesoni de that
disintegrates in 60 seconds to be efficaci ous because
t hat POSA woul d recogni ze that the fornulation would
generate only about 1 to 2 milliliters of saliva; is
that correct?

A. It's one of the reasons. You woul dn't
expect -- given the fact -- it's one of the reasons
because the -- you know, you'd be thinking of the
preformed, prior art in Dohil, that the viscosity was
determ ned, a volume was determ ned, and you took it
in a single bolus, that you wouldn't think an ODT
whi ch breaks up within 60 seconds, disintegrates
within 60 seconds, | believe a person of skill would
not think that that would provide effective treatnent
and safety.

Q You agree that a POSA in 2009 woul d
understand that nore than one ODT could be
adm nistered to a patient in a day; correct?

M5. AGARWAL: (Objection. Form
THE WTNESS: It depends what you nmean by

that. If you nmean an ODT can be given for systemc
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adm ni stration, yes, absolutely. To ny know edge, and
| think to Dr. Parr's know edge, nobody had used an
ODT for topical treatnent of the esophagus.

BY MR, BUNKER:

Q In your view, a person of ordinary skill
woul d not understand that a patient can be given
multiple ODTs in a single day to treat EOE?

M5. AGARWAL: (Object to form

THE W TNESS: Sorry.

I think a person of ordinary skill would not
even contenplate that. They would not even
contenplate use in ODT for treatnent of EOE because
there is already out there the viscous fornulation or
defined volunme that you could use or it be shown to
denmonstrate that you could treat EoE, and it was
effective and safe.

But, again, | wouldn't even think sonebody
woul d do that. You know, if you're thinking of a
system ¢, you know, yes, of course, you can have
multiple tethers. But a person of skill wouldn't even
be in that position to think, "I can give multiple
doses" because they wouldn't have the expectation of
success.

BY MR, BUNKER:

Q. For the systemi c use, you agree that a
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person of skill in 2009 woul d recogni ze that a patient
could be adm ni stered four ODTs in one day; correct?

A. For system c use, | guess it could be
delivered a nunber of doses in a particul ar day, yeah,
for system c use. But nobody has ever done that.
Nobody that's ever used an ODT has a topical nethod
for EOE.

MR. BUNKER: Dr. Davies, why don't we take
anot her break, if that's okay.

THE W TNESS: Sur e.

MR. BUNKER: 10 m nutes.

(A recess was taken from4:31 p. m

to 4:41 p.m)
BY MR, BUNKER:

Q Dr. Davies, | wanted to change topics a
little bit and just kind of ask you what you did to
prepare for deposition today.

So to prepare for the deposition today, did
you neet with any attorneys?

A. | had a Zoomcall with the attorneys from--

(The Reporter asked for clarification.)
THE WTNESS: | apol ogi ze.

| had a Zoomcall with the attorneys from

Cool ey yesterday, | believe. | also -- as you're
probably aware, we had to switch the dates. | also
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did a Zoomcall with themthe day -- | think
Monday before the Tuesday.
BY MR. BUNKER:

Q And could you identify all the peop
participated in those Zoom calls?

A. They're on the call today. |sha and
Jonat han.

Q And besides Isha and Jonathan, did vy
with anybody to prepare for your deposition t

A. No, | did not.

Q And to prepare for your deposition t
you speak with anybody at Ell odi Pharnmaceutic

A.  No.

Q During those Zoomcalls, did you rev
docunents to prepare for your deposition?

MS. AGARWAL: |'Il just caution the
not to reveal any privileged infornmation.

THE WTNESS: | reviewed the docunen
are in ny report, that |I cited in ny report.
el se.

BY MR, BUNKER:

Q Al right. During your work on thes
| PRs, these three declarations, did you provi
docunents to the attorneys? And that's just

or a "no" question.

on the

e who

ou speak

oday?

oday, did

al s?

i ew

Wi t ness

ts that

Not hi ng

e three
de any

a llyesll
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A. Yes, I"'msure | did.
Q Do you recall what docunents you provided to

t he attorneys?

A. | guess | provided the ones related to
transit in the esophagus. | think |I did that one. |
can't recall. 1'd have to go through themall, but I

can't recall all of the ones | did.

Q Did you provide any docunents to the
attorneys that are not referenced in your report?

A.  No.

Q Can you approxi mate the anount of tinme you
spent preparing for your deposition today?

A. | guess -- | don't know. | did it over a
number of days, review ng the docunents, reading and
reading as nuch as | can. | don't know.

Q And for the -- for this deposition today, are
you | ocated in your hone?

A | am

Q And while we were asking questions and
di scussi ng, was there anybody else in the roomwth
you?

A. No. The house is enpty apart from ny dog.

Q Besides that box of docunents that you
recei ved, do you have any ot her docunents with you at

the desk or table or wherever you're sitting?
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A.  No.

Q And during the deposition, other than what's
been shown on the Zoom did you pull up any electronic
copi es of any docunents?

A.  No.

Q And have you had any E-nmail or nessagi ng or
conmmuni cation platfornms open on your devices?

A.  No.

Q Your last deposition related to these rel ated
proceedi ngs was back in July; is that right?

A. That's correct.

Q Between that deposition and today, have you
been deposed in any other U.S. proceedi ngs or
| awsui t s?

A.  No.

MR. BUNKER: Dr. Davies, | don't have any
nore questions for you at this time. | appreciate the
time. Your attorneys m ght have sone questions, but

|"'m-- 1 don't have any nore right now. Thank you.

EXAM NATI ON
BY M5. AGARWAL:
Q Martyn, | just have a few questions for you.
Do you renenber petitioner's counsel asking

you about viscosity-enhanci ng agents?
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A. | do.
Q And you testified generally that there are
sonme excipients that are viscosity enhancing.
Do you renenber that?
A. | do, yeah.
Q \Vhat are those -- what types of excipients
woul d be viscosity enhanci ng?
MR. BUNKER: Objection to form
THE WTNESS: It's been a long afternoon. So
| guess you could -- the patent teaches you you can
use different kinds of materials that could be used
for viscosity-enhancing agents. You can use high
nmol ecul ar polyners which will --
(The Reporter requested clarification.)
THE W TNESS: Hi gh nol ecul ar pol ynmers, such
as HPMC and there are -- you can use a range of
t hi ngs.
So in Dohil they used specifically high
concentrations of sugars. Wen you use high
concentrations of sugars, it increases the viscosity,

makes the solution flow slower, and effectively, you

can -- that's one way of doing it, or you can use
pol ynmers, which will -- by the way, which when they
di ssolve, they tie together, and they will inhibit the

flow. And that's a comopn way of increasing the
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Vi scosity.

And so the -- so, for exanple, in a solution
you predi ssol ve those polynmer or you predissolve the
sugars, and those would be used as an exanple. Those
are exanpl es of increasing the viscosity.

BY M5. AGARWAL:

Q And you just mentioned Dohil. Let's go to
Dohil. That's Exhibit 1002. [|I'mgoing to direct you
to Paragraph [46].

At the top of [46] it says, "EXAMPLE 1."

Do you see that?

A.  Yeah, I'mnot seeing that. Sorry. \Wich
exhibit is Dohil? Sorry.

Q 1002.

A. Thank you.

Q Just generally, can you explain what this
exanmpl e i s describing?

A. Okay. So in Exanple 1, it's describing the
treatment of the patient, six-year-old male. They use
a particular fornmulation, and if you go down, sort of
relatively the bottomof Colum -- the |eft-hand
colum on Page 5, an "oral budesoni de suspension,”
which is Pulmcort, and that is "m xed wth about 10
packets of sucral ose,” or Splenda, "a non-absorbed

sugar in order to increase the fluid viscosity to be
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swal l owed twice a day." That's the exanple that's
bei ng used there.
If you look at this Colum 5, you can see

that they actually nention viscosity. So they're
al nost preprogramm ng the viscosity into a fornulation
because they're dissolving it up, ensuring it's fully
di ssol ved, and then neasuring the viscosity, and they
tell you you can add different |levels to achieve
different viscosities. They tell you ways in which to
measure viscosity as well.

Q You nentioned that the budesoni de suspension
that's given to the patient in Exanple 1 is 10 packets

of the sucral ose, Spl enda.

A. Right.

Q How many grans of the sucralose is that?

A. That's 10 grans of sucral ose, yes.

Q And if we turn the page --

A. According to the preparation, it's about 7 or

8 mls. Yeah.

Q If we go to the next page, in Paragraph [53],
it starts with "Treatnment”. This is describing the
treatnment given to patients in Exanple 3; correct?

A. Correct.

Q And can you just describe what the treatnent

regi ment given here is?
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A. Yeah, patients received 1.5 to 2 mlligrans
daily and were instructed not to ingest any solids or
liquids. The viscous budesonide was made by m Xxi ng
0.5 mlligram Pul mcort with 5 grans -- that's 5
packets of sucralose -- to create a volune of 8 to
12 mls, and they took that vol une.

Q So would either 5 or 10 grans of Splenda
change the viscosity of the suspension that's
di sclosed in these exanples in Dohil?

A. Absolutely. It would nmake them nore viscous,
and because you're predissolving it, they've got al
the time to dissolve it and | eave in the solution so
they can create the viscosity. Yeah.

Q Let's turn to the "407 patent. This is
Exhi bit 1001 for the -055 I PR

A.  Yep.

Q And I"'mgoing to direct you to Colum 17,
starting on Lines 38 or 39, for Exanple 1.

Let me know when you're there.

A.  Yes.

Q Does Exanple 1 in the '407 patent contain --
strike that.

Does the ODT in Exanple 1 of the '407 patent
contain 5 grams of sucral ose?

MR. LUMAN: Objection to form
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THE W TNESS: Does the ODT contain 5 grams of
sucral ose. It does not, | don't think. No.
BY M5. AGARWAL:

Q Does it disclose 10 grans of sucral ose?

MR. LUMAN: Objection to form

THE WTNESS: No, it does not.

BY M5. AGARWAL:

Q In your opinion, would the ODT in Exanple 1
in the '407 patent have simlar viscosity as the
Exanple 1 or 3 in Dohil?

MR. LUMAN: Qutside the scope of cross.

THE WTNESS: In ny view, it would not. In
nmy view, the ODT, you would be thinking it's going to
dissolve in a |limted amunt of saliva, and that
ampunt of saliva, as |I've said in ny report, is highly
bear abl e depending on the tinme of day, what the
patient's had to drink, where in the disease state,
all kinds of things.

So when it dissolves, it's not going to
produce the sane viscosity as the previous exanmple in
Dohil. In fact, you would not know what the viscosity
is because there's nothing in there really -- there's
not hi ng -- how woul d you know because it's neasured in
t he viscous solution in Dohil, but in this case, it's

difficult to see how you woul d produce an equi val ent
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Vi scosity based on the fornul ation.
BY MS. AGARWAL:

Q Changing gears a little bit, do you renmenber
petitioner's counsel asking you about whether the
1.5 mlligramtablet and 3 mlIligramtablets of
fluticasone that you opine on in your report
di sintegrate within 60 seconds according to the USP
701 disintegration test?

A.  Yes, | do. Yeah.

Q If we stay in the "407 patent, which is
Exhi bit 1001 of the -055 IPR, and, again, in
Example 1, starting in Colum 17, Line 38, what
corticosteriod is disclosed in this exanple?

A. Fluticasone propionate.

Q And the exanple goes from Colum 17 on to
Colum 18 to about Line 23.

Do you see that?

A. | do.

Q And does Exanple 1 refer to the USP 701
di sintegration test?

A. It does.

Q And how quickly does the tablet containing
fluticasone disintegrate according to Example 1?

A. It disintegrated in about 60 seconds or |ess.

Q Shifting gears again, do you recal

Page 114

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




o 00 A W DN

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

petitioner's counsel asking you about the unexpected
results of the clainmed ODTs?

A. | do.

Q Let's go to Exhibit 1002, to Dohil.

I n general, what formnul ations are exenplified

i n Dohil?

A. The only fornulations that are exenplified in
Dohi | are viscous solutions.

Q And are those viscous solutions efficacious?

A. Yes. Dohil denonstrates that they are
efficacious, as |'ve cited in ny reports.

Q And the patents in these IPRs, the '069,
' 828, and '407 patents claiman ODT; correct?
Correct.
Are those cl ainmed ODTs efficacious?

Yes.

o > O »

I's that surprising?

A. Yes, it's very surprising because a person of
ordinary skill, reading Dohil, would not even consider
an ODT because an ODT has to disintegrate and di ssol ve
in the mouth in a limted volunme, and then contrast to
Dohi |, which uses a viscous solution where the
viscosity is premade, the anpunt is premade, and it's
taken in a single bolus as opposed to nultiple

swal l owi ngs in the case of an ODT.
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Yeah, it would be surprising. Sonebody of
skill would not expect an ODT to work as well as a
vi scous sol ution of budesoni de.

Q And shifting gears one last tinme, if you
could go to Exhibit 2007 for the -052 IPR, and let's
go to Paragraph 139.

A.  2007; right?

Q Yes. 2007. That's your declaration for the
' 069 patent.

A. Ckay. Yes.

Q Do you --

M5. AGARWAL: Let ne know when you're there.

(Pause.)

THE W TNESS: Yes.

BY M5. AGARWAL:

Q Do you recall petitioner's counsel asking you
guestions about a sentence that expands -- let nme
start over.

Do you recall petitioner's counsel asking you
guesti ons about the sentence that spans Pages 67 to
68, starting with, "Further, a POSA would have known
t hat oral budesonide adm nistration causes
candi di asi s"?

A.  Yes.

Q And do you recall counsel asked you questions
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about whether you cite to anything for this position?

A.  Yes.

Q And you nentioned that -- or you testified
t hat Dohil woul d support your position here, or the
statenent here?

MR. BUNKER: Objection to form
THE W TNESS: | believe | did.
BY M5. AGARWAL:

Q And counsel asked to you find where in Dohi

it discusses candidiasis; right?
MR. BUNKER: Objection to form
(A discussion was held off the record.)
THE W TNESS:  Yes.

BY M5. AGARWAL:

Q If you go to Dohil, Exhibit 1002, to
Paragraph [57]. What is this paragraph di scussing?

A. Paragraph [57]?

Q  Yes.

A It's -- it's tal king about the results. It'
one of those sections tal king about the results, and
it's talking about initially cortico |evels, and then
it's tal king about gained weight. |It's talking about
t he safety aspects of the fornulation.

Then it says, "No adverse effects

attributable to OVB were noted except for one child
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with low I gG whi ch devel oped esophageal candida."

So what that |ast sentence denonstrates is
primarily tal king about safety. In Dohil, they were
interested in whether or not esophageal candidiasis
was present, and they found that in only for one child
with lower 1gG they devel oped esophageal candi da.

So they were | ooking for, what | said, person
of ordinary skill would follow the patent, and after
the patents were filed, particularly that you'd need
to | ook at candidiasis when dealing with oral
fornmul ati ons of budesoni de.

M5. AGARWAL: Thank you. | have no further
guesti ons.

MR. BUNKER: Dr. Davies, | have a few

foll ow-up questions for you.

FURTHER EXAM NATI ON

BY MR. BUNKER:

Q So staying in this Paragraph [57] in Dohil,
which is Exhibit 1002 that you were | ooking at,
Par agraph [57] references "candida"; is that right?

A.  Yes.

Q And this is discussing a patient who had
taken liquid fornul ation of budesonide; is that right?

A. That's correct.
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Q This does not say that hol ding budesonide in
the mouth is increasing the risk of candidiasis;
right?

A. It doesn't say those words, but the reason
they're doing this is because they know that
budesoni de, when taken orally, can have an inpact on
the i mmuune systemorally, and you can have candi di asi s
prevalent, and that's why they're neasuring it. |If
they didn't think there would be any problem they
woul dn't neasure it, but because the prior art teaches
them and people would know this, they have to measure
it because that's one of the clinical inplications
that they need to tell the public, you know, that they
also refer to |l ow incidence of candidiasis.

Q Does that say that hol ding budesonide in the
nmout h presents an unaccept abl e, unacceptable risk of
devel opi ng candi di asi s?

MS. AGARWAL: (bjection. Form

THE W TNESS: Again, what it does say -- and
| think I've answered you nultiple times on this, is
that even with a liquid fornulation that you take with
a single bolus, it will touch the side of the nouth.
They want to | ook to see whether they get candi di asis.

Because -- the reason they do that is because

they' ve known previous attenpts at treatnment using
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budesonide with different fornul ati ons have caused a
problemwi th candidiasis, and it's because of the
probl em of candi di asis, because there has been

resi dual budesonide in the nouth.

Therefore, that's the reason why they're
doing this. If they felt there would be, you know --
| hope that answers your questi on.

BY MR, BUNKER:
Q Let's turn to your declaration for the
"407 patent. So this is Exhibit 2007 for the
'407 patent, and the -- this is the -055 IPR, and
we're going to | ook at Paragraph 162.
If you can Il et me know when you' re ready.
A. 162. Thank you.

Q Here in the second sentence you reference the

1.5 mlligramfluticasone formulation and the
3 mlligramfluticasone formul ation; correct?
A. | do.

Q And you refer to Exhibit 2002; right?

A. Correct.

Q Al right. So if you could please open up to
Exhi bit 2002 in the binder.

A.  Ckay.

Q Vhat is Exhibit 2002 that you're citing to?

A. It is a publication talking about
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"Fl uti casone Propionate Orally Disintegrating” --
(The Reporter requested clarification.)
THE WTNESS: It's "Fluticasone Propionate

Orally Disintegrating Tabl et for Eosinophilic

Esophagitis,” and it's a "Random zed Controll ed

Trial."

BY MR. BUNKER:

Q And does Exhibit 2002 refer to the
'407 patent at all?

A. | don't think it does refer to the
407 patent, but it's a formulation of fluticasone
propi onat e.

Q In this Exhibit 2002, does it refer to any
El | odi patent?

A. This is a clinical paper. So they're
clinically using the Ellodi formulations to assess
them So in clinical papers they typically don't
refer to the patents and the |ike.

Q Do you have any evidence to show that the
tabl ets used that are discussed in this clinical paper
mat ch exactly the exanples in the '407 patent?

A. Cearly, this paper, there's the clinical
trials in the background which relate to the -- to
this background data. But clearly, this is an Ell odi

fornmulation. It's an orally disintegrating tablet,
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and Ellodi orally disintegrating tablet for
fluticasone propionate will have a rapidly
di sintegrating fornul ation.

Q Do you know how many fornul ati ons of
fluticasone ODTs that Ellodi has?

A. Again, why would they test a fluticasone
di sintegrated tablet which didn't neet the 60-second
mark if they knew fromthe patent that, indeed, that
showed efficacious. Wiy would they do that? It
doesn't make any sense.

Q So you don't have any evidence to show t hat
the tablets that were reported in this clinical report
mat ch any exanples in the '407 patent; correct?

A. Well, the only evidence I have is the fact
that it's an Ellodi ODT, and the Ellodi ODTs, as cited
in the patent and they would need to be protected by
the patent, have disintegration with [ ess than
60 seconds.

| don't know if that hel ps you.

MR. BUNKER: Thank you, Dr. Davies. | have
no further questions.

MS. AGARWAL: | have no further questions.

REPORTER MARTIN: Are we concl uded?

MR. LUMAN:  We are.

REPORTER MARTIN:  Thank you. We're off the
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record.

(Wtness excused.)

(Deposition concl uded at

5:16 P. M)
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CERTI FI CATE

| do hereby certify that the aforesaid testinmony
was taken before ne, pursuant to notice, at the tinme
and place indicated; that said deponent was by me duly
sworn to tell the truth, the whole truth, and nothing
but the truth; that the testinony of said deponent was
correctly recorded in machine shorthand by ne and
thereafter transcribed under ny supervision with
conput er-aided transcription; that the deposition is a
true and correct record of the testinony given by the
wi tness; and that | am neither of counsel nor kin to
any party in said action, nor interested in the

out cone t hereof.

Y. 9}4:/.“::&::

Nancy J. Martin, RMR, CSR

Dat ed: Novenber 25, 2025

(The foregoing certification of this transcript does
not apply to any reproduction of the sanme by any
means, unless under the direct control and/or

supervi sion of the certifying shorthand reporter.)
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| NSTRUCTI ONS TO W TNESS

Pl ease read your deposition over carefully
and nmake any necessary corrections. You should state
the reason in the appropriate space on the errata
sheet for any corrections that are nade.

After doing so, please sign the errata sheet
and date it. You are signing sane subject to the
changes you have noted on the errata sheet, which wl
be attached to your deposition. It is inperative that
you return the original errata sheet to the deposing
attorney within thirty (30) days of receipt of the
deposition transcript by you. |If you fail to do so,
the deposition transcript my be deenmed to be accurate

and nmay be used in court.
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ACKNOW.EDGVENT OF DEPONENT

I, MARTYN C. DAVIES, PH. D., do hereby certify
that | have read the foregoi ng pages, to

________ , and that the sane is a correct transcription
of the answers given by ne to the questions therein

pr opounded, except for the corrections or changes in
formor substance, if any, noted in the attached

Errata Sheet.

DATE S| GNATURE
Subscri bed and sworn to before me this day
of , 20

My comm ssion expires:

Not ary Public
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| SHA AGARWAL
agarwal @ool ey. com

November 25, 2025
RE: Dr. Falk Pharma GVMBH v. El|l odi Pharmaceuticals, LP
11/ 19/ 2025, Martyn Christopher Davies , Ph.D., (#7751937).
The above-referenced transcript has been
conpl eted by Veritext Legal Solutions and
review of the transcript is being handl ed as foll ows:
__ Per CA State Code (CCP 2025.520 (a)-(e)) — Contact Veritext
to schedule a tinme to review the original transcript at
a Veritext office.
_XX_ Per CA State Code (CCP 2025.520 (a)-(e)) - Locked . PDF
Transcript - The wi tness should review the transcript and
make any necessary corrections on the errata pages incl uded
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 conpl eted pages to al
appearing counsel within the period of time determ ned at
t he deposition or provided by the Code of Civil Procedure.
Cont act 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 wai ved 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 witness 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.

Federal R&S Not Requested - Reading & Signature was not

requested before the conpletion of the deposition
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California Code of Civil Procedure
Article 5. Transcript or Recording

Section 2025.520

(a) If the deposition testimony is
stenographically recorded, the deposition officer
shall send written notice to the deponent and to
all parties attending the deposition when the
Original transcript of the testimony for each
session of the deposition is available for reading,
correcting, and signing, unless the deponent and
the attending parties agree on the record that the
reading, correcting, and signing of the transcript
of the testimony will be waived or that the
reading, correcting, and signing of a transcript of
the testimony will take place after the entire
deposition has been concluded or at some other
specific time.

(b) For 30 days following each notice under
subdivision (a), unless the attending parties and
the deponent agree on the record or otherwise in
writing to a longer or shorter time period, the
deponent may change the form or the substance of
the answer to a gquestion, and may either approve

the transcript of the deposition by signing it, or




refuse to approve the transcript by not signing it.

(c) Alternatively, within this same period, the
deponent may change the form or the substance of
the answer to any question and may approve or
refuse to approve the transcript by means of a
letter to the deposition officer signed by the
deponent which is mailed by certified or registered
mail with return receipt requested. A copy of that
letter shall be sent by first-class mail to all
parties attending the deposition.

(d) For good cause shown, the court may shorten
the 30-day period for making changes, approving, or
refusing to approve the transcript.

(e) The deposition officer shall indicate on the
original of the transcript, if the deponent has not
already done so at the office of the deposition
officer, any action taken by the deponent and
indicate on the original of the transcript, the
deponent's approval of, or failure or refusal to
approve, the transcript. The deposition officer
shall also notify in writing the parties attending
the deposition of any changes which the deponent
timely made in person.

(f) If the deponent fails or refuses to approve

the transcript within the allotted period, the




deposition shall be given the same effect as though
it had been approved, subject to any changes timely
made by the deponent.

(g) Notwithstanding subdivision (f), on a

seasonable motion to suppress the deposition,
accompanied by a meet and confer declaration under
Section 2016.040, the court may determine that the
reasons given for the failure or refusal to approve
the transcript require rejection of the deposition

in whole or in part.

(h) The court shall impose a monetary sanction

under Chapter 7 (commencing with Section 2023.010)
against any party, person, or attorney who
unsuccessfully makes or opposes a motion to

suppress a deposition under this section, unless

the court finds that the one subject to the

sanction acted with substantial justification or

that other circumstances make the imposition of the

sanction unjust.

DISCLAIMER: THE FOREGOING CIVIL PROCEDURE RULES
ARE PROVIDED FOR INFORMATIONAL PURPOSES ONLY.
THE ABOVE RULES ARE CURRENT AS OF APRIL 1,
2019. PLEASE REFER TO THE APPLICABLE STATE RULES

OF CIVIL PROCEDURE FOR UP-TO-DATE INFORMATION.




VERITEXT LEGAL SOLUTIONS

COMPANY CERTIFICATE AND DISCLOSURE STATEMENT

Veritext Legal Solutions represents that the
foregoing transcript is a true, correct and complete
transcript of the collogquies, gquestions and answers
as submitted by the deposition officer. Veritext
Legal Solutions further represents that the attached
exhibits, if any, are true, correct and complete
documents as submitted by the deposition officer
and/or attorneys in relation to this deposition and
that the documents were processed in accordance with

our litigation support and production standards.

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