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San Di ego, California; Wdnesday, April 9, 2025
8:54 a.m

ALAN PARR, PHARM D., PH.D.
havi ng been first duly sworn, was exam ned and testified

as foll ows:

EXAM NATI ON
BY Ms. AGARWAL:

Q H, Dr. Parr. M nane is Isha Agarwal. [|'Il]
be taking your deposition today.

A Ckay.

Q Coul d you pl ease state your name and address
for the record.

A Yeah. M nane is Alan Frank Parr. M address
is 23 Aennore Court in Acworth, Georgia. And the ZIP
is 30101.

Q Do you understand that you're here today for
the cross-exam nation on the declaration testinony that

you subnmitted in I PR 2024-011977

A Yes, mm'am

Q Have you ever been deposed before?
A Yes, m'am

Q About how many tinmes would you say?
A Four or five maybe.
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Q So you likely have an idea of the process, but
"1l just go through it with you.

A Thank you.

Q So | wll be asking you questions today. You
shoul d answer themto the best of your ability.

Do you understand that you just took an oath
with the court reporter to tell the truth here today?

A Yes, ma'am | do.

Q And is there any reason why you cannot
conpletely and truthfully answer ny questions today?

A Not that |'m aware of.

Q And do you understand that, even if an
attorney objects during the deposition, you nmust still
answer the question, unless he instructs you not to do
so on the basis of privil ege?

A Yes, ma' am

Q And the court reporter cannot record a nod of
the head or other body |anguage, so it's inportant for
you to give an audi bl e answer.

Do you understand that?

A Yes, m' am
Q I f you don't understand a question, please |et
me know. Otherwi se, we will assune that you understood

my questi on.

| s that okay?
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A Yes, ma'am that is.

Q We' || take breaks about every hour, but if you
need a break, just let me know | just ask that you
don't do so while a question is pending.

| s that okay?

A Yes, mm'am

Q And do you understand that under the rules,
you are not allowed to speak with any of the attorneys
here about your testinony or anticipated testinony
during the breaks?

A Yes, ma'am

Q And just to be certain, you're not in
communi cati on with anyone via text or chat functions or
anything like that, correct?

A No. If you'd like, I can turn ny phone off.

Q Yes. That would be great. Thank you.

A | silenced it, but I'll turn it off
conpl etely.
Q Have you had any di scussions with anyone

enpl oyed at Dr. Fal k about your deposition?

A No, ma' am

Q Have you had any di scussions with any
i ndi vi dual s enpl oyed by Dr. Fal k about the subject
matter of your declaration?

A No, ma'am
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Q Do you understand that the '729 patent is
being challenged in this |IPR?
A Yes, mr'am
Q And did you read Dr. Falk's IPR petition in
this matter?
A | don't know if | did or not.
(Exhibit 1 marked for identification.)
BY M5. AGARWAL:
Q "Il give you a copy of the IPR petition
mar ked as Exhibit 1.
Just looking at it briefly, do you renmenber if
you read this?
A |'ve got to be honest, | don't -- | may have,
but |1 don't recall.
Q Ckay. That's okay.
Do you renenber if you read Ellodi's POPR, the
prelimnary response or surreply in this matter?
A | don't recall reading that, but I may have.
It didn't seemrelevant to what | wote, so .
Q Do you renenber reading Dr. Falk's reply in
this matter?
A No, ma'am
Q Did you read the Board's institution decision
inthis matter?

A That | did read, yes, m' am
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Q You' re currently enployed by BioCeuticals LLC,

correct?
A Yes, ma' am
Q When did you first becone aware that there was

a patent dispute between Dr. Falk and Ell odi ?

A When | was contacted by this client.

Q And when was that?

A Over a year ago, but | couldn't tell you
exactly when.

Q Did you have any involvenent in the decision
by Dr. Falk to file an I PR against the '729 patent?

A No, ma' am

Q How many di scussions did you have with
Dr. Falk's counsel at any point in tinme prior to
subm tting your declaration?

A Well, prior to submtting -- wow, that's a
whil e back. [It's going to be a gross estimate, but |'d
say maybe three or four tines.

Q And you said that you were contacted over a
year ago for this matter?

A Uh- huh.

Q Was that in 2003 [sic] then?

A Again, I'monly going by -- | signed this on
April 2024. So | don't know how far -- whether it was
in the end of 2023 or early 2024. That | don't know. |
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don't recall. Sorry.
(Exhibit 1030 narked for identification.)
BY MS. AGARWAL:

Q We're going to -- I'mgoing to hand you a copy
of your declaration now, which is Exhibit 1030. | know
you have a copy in front of you as well. 1"l just mark

it for the record.
A Ckay.
MR. LUMAN: Just for housekeeping, we're going
to keep it as 1030, right?
MS. AGARWAL: Yes.
MR. LUMAN:. Okay. Thank you.
BY Ms. AGARWAL:
Q This is your declaration, correct?
A Yes, ma'am It appears to be.
Q And it's signed on the |ast page by you,
correct?
A Yes, ma'am
Q April 17, 20247
A Yes, m' am
Q Did you personally draft the first draft of
your decl aration?
A It was done in conbination. W had a series
of discussions, and then it was drafted. So | added

sone; they added sone.
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Q Did you personally type the first draft of
your decl aration?

A | took what they had and added ny stuff in, to
t he best of ny know edge.

Q Was anyt hing that you wanted to add in not

added to your declaration?

A Not that | recall, no.

Q Was anyt hing taken out?

A Not that | recall, no.

Q Did the statenents in your declaration change

significantly fromthe first draft?

MR. LUMAN: Hold on. | think you're getting
into di scussions between Dr. Parr and counsel, and so
I'"'mgoing to instruct himnot to answer on the grounds
of privilege.

BY MS. AGARWAL:

Q We can nobve on

Did you personally wite any portion of your
decl aration?

A Yes. | said a second ago, | think | wote
sone -- added sone sentences to sone paragraphs, but |
can't recall exactly which ones or what.

Q How many drafts were there of your declaration
before you signed it?

A Again, that would be a guess. It would be a
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pure guess if | gave you a nunber.

Q Bal | park, |less than 10?

A Yeah. Definitely less than 10.

Q How |l ong did you spend overall working on your
decl aration?

A Again, | don't have exact tim ngs and
everything. Actual tinme, again, would be an estimte.
| don't have that off the top of ny head.

Q And you stated in your declaration that you
considered the materials listed in the petition for your
decl aration, correct?

A Yes, m' am

MR. LUMAN: M scharacterizes the docunent.
BY M5. AGARWAL:

Q Who first identified the docunents listed in
the "Materials Considered" section of your declaration?
A The majority of them came from counsel. |

thi nk the one question was around the USP dissol ution.
And | don't renmenber if | submtted that or if they did.

Q So, just to clarify, nost of the materials
consi dered canme from counsel, and you may or nmy not
have provi ded the USP dissolution test, correct?

A Yes, m'am

Q And when was the patent identified to you?

A "' m not sure | understand your question.
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Q So was the art -- the naterials considered,
was that identified to you at the sanme tinme as when the
patent was identified to you, or did you read the patent
before?

A l"'msorry. I'mtrying to think what you're
asking. Could I ask you to ask it one nore tine?

Q Sur e.

Was the prior art given to you the sane tine
that the patent was given to you?

A | got a series of prior arts, but I can't
recall whether the patent was before that, part way
t hrough that, or at the end of it.

Q Do you recall if you reviewed the clains of
the '729 patent before reviewing the prior art?

A Again, | don't have a clear answer on that. I
don't recall the tim ngs of whether I saw the patent in
its entirety or whether it was part way through getting
docunments or towards the end. | just don't recall that.
Sorry.

Q Prior to submitting your declaration
testinmony, did you review any docunents other than those
that are listed in your declaration?

A No, ma'am | just went through the ones that
were |isted.

Q Did you review any other docunments prior to
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submi tting your declaration testinony?

A That wasn't in my docunent?

Q Yes.

A Not that |I'm aware of no, ma' am

Q And besi des those materials considered that

are in your declaration, you're not relying on any ot her
docunentary evidence to support your declaration,
correct?

A O her than the common know edge of a POSA.

Q I n preparation for today's deposition, who did
you neet with?

A | met with the three attorneys -- M. Luman,
M nni ck, and M. Furman.

Q How | ong did you neet with thenf

A We nmet Monday and Tuesday of this week.

Q A whol e day, half the day?

A It was probably somewhere between six and
seven hours per day.

Q Did you review any docunents during your
preparation?

A We reviewed ny report and the associ ated
docunents, yes.

Q And what do you nean by "the associ ated
document s" ?

A The ones listed in the exhibits.
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Q Did you review anything el se?
A No, ma'am
Q Have you done any further investigation of

docunents or other evidence since April 17, 2024 rel ated
to your declaration testinony?

A No, ma'am

Q Have you done any further investigation of
docunents or other evidence related to today's
deposition?

A No, ma'am

Q And so you're not relying on any additional
information that isn't in your declaration or the |isted
exhibits to support your testinony here today, correct?

A O her than POSA -- the know edge that a POSA
woul d have, no.

Q Have you had any conversations with
nonat t orneys regardi ng the deposition testinony today?

A No, ma'am

Q Orally disintegrating tablets are called ODTs
correct?

A Yes, m' am

Q So, if | say "ODT," you'll understand what [|'m

sayi ng?
A Yes, ma'am
Q And ODTs dissolve in the nouth, correct?
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A They di sintegrate/dissolve in the nouth, yes.

Q And generally speaking, ODTs' nechani sm of
action is traditionally to deliver system cally active
drugs, correct?

A No. | don't agree with that.

They coul d be system c or they could be
t opi cal

Q Are you aware of any drugs that have been
devel oped as an ODT for topical adm nistration?

A | don't know all drugs that are an ODT, so |
don't think I can answer that question. |I'm not aware
of any, but doesn't nean there aren't any.

Q Did you investigate for this case whether
there are any ODTs that contain topical drugs?

A No, ma'am | did not.

In ny report, there -- | quoted, | think, a
paper by Fu that had a |ist of products that are on the

mar ket usi ng ODTs.

Q Are any of those drugs listed in Fu topical?

A |'d have to go back and | ook and see. |
didn't divide themout in that order. |1'd have to | ook
at that.

Q If any were topical that were listed in Fu,

you woul d have listed those out in your report, correct?

A | don't know if | would have. | didn't -- |
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| ooked at Fu just as a reference docunent and j ust
general ly the nunber the products that were ODTs.
didn't interrogate each and every conpound and their
mechani sm of acti on.

Q Are you aware of any drugs that have been
devel oped as an ODT for topical adm nistration of the
esophagus?

A No, | do not. But | haven't practiced
pharmacy for quite a while, so it could be out there and
| just haven't seen it in the last 12 years.

Q You didn't do any investigation into that for
this declaration, correct?

A No, ma'am

Q Have you ever tried to devel op a drug where

the site of action is the esophagus?

A No, | have not.

Q Have you ever devel oped a drug using topicals?

A Topi cal s, yes.

Q What kind of formulation were those?

A In this case, it was a topical cream

Q And what was the drug in that topical crean?

A Oh, golly. Acyclovir.

Q What class of drugs is that?

A It's an antiviral. | think it was acyclovir.
I|"mpretty sure it was acyclovir. It was for a client a
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whil e back. | haven't worked on it for quite a while.

Q And does acycl ovir have system c activity or
| ocal i zed activity?

A It can have both. We were developing it to
have a local activity to sone herpes viruses.

Q Have you ever devel oped a drug invol ving
corticosteroids?

A Let nme think about that.

No. | don't recall

Q Have you ever devel oped a drug using topical
corticosteroids?

A No. | don't believe | have.

Q Did you ever work on any ODT formul ations?
A Yes, mm'am

Q How many woul d you say?

A Thr ee.

Q And what drugs did those involve?

A One was ondansetron. Another one was Lam ctal
or lamptrigine. And the third one was sumatri ptan.

Q VWhat class of drugs are those?

A The ondansetron is to treat -- it's an
anti-enetic to treat postoperative nausea or vomting or
chenot her apy-i nduced nausea or vomting.

Q So that's systemi c acting, correct?

A That one is, yes.

Veritext Legal Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830

Ellodi's Exhibit 2011

Falk v. Ellodi

PGR2025-00086 - Page 019



© 00 N oo o b~ w N P

N NN N NN R PR R R R R R, R R R
o A W N P O © 00 N oo 0o M WwWN +» O

Page 20

Q And then |anotrigine?

A Lanotrigine is to treat epilepsy.

Q That's al so system c acting, correct?

A Yes, ma' am

Q And the | ast one?

A Sumat ri pt an.

Q Sumatri pt an.

A That's for mgraines. And that's system c as
wel | .

Q You devel oped all of these while you were at

GSK, correct?

A Yes, ma'am

Q VWhat ot her types of formulations did you
devel op at GSK?

A A nunber of sustained-release fornulations, a
number of i mredi ate-rel ease tablets and capsul es, soft
gelatin capsule. | did sone IV prem xed m ni-bags a
| ong, long tine ago.

Q None of these involved corticosteroids,
correct?

A No, they did not.

Q And did any of theminvolve topical drug
activity, other than the acyclovir?

A | do not believe so, no.

Q At GSK, you were also charged with designing
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and devel opi ng novel pharmacokinetic studies and
met hods, correct?

A Yes, ma'am

Q Phar macoki netic studies are not very rel evant
to topical fornulations, correct?

A Actually, that's not true. Because you can
still get drugs absorbed topically into the systemc
circulation. You have to neasure PK to determ ne how
much i s absorbed into the system c circul ation.

Q But for topical efficacy, pharnmacokinetics are
not very relevant, correct?

A | disagree. You still have to do the PK to
make sure that nothing gets through the abrased tissue
and into the systemc circulation. You have to prove
that to the FDA, that it doesn't get in systemcally.

Q So the pharmacokinetic studies there are
relevant to prove that the drug is not systemi cally

active, correct?

A It depends on what we were studying.
If they were topical, it was to prove it was
not there. |If they were system c, we used the animls

and the PK to determ ne could we change the PK profile
of the fornmulation that we just devel oped.
Q Whil e you were doi ng these eval uati ons at GSK

did you eval uate any oral dosage forns?
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A Yes.

Q Did you eval uate any ODTs?

A Not in the animals. | don't recall doing it
in the animals, no, sir -- no, m' am

Q What type of oral dosage forms did you
eval uat e?

A We eval uated sustained rel ease, i medi ate
rel ease, and inhaled, IVs, and sone gastric retentive
dosage forns. That woul d probably cover pretty nuch al
of them

Q Did any of these oral dosage forns that you
eval uated have any topically acting drugs?

A Not that | recall

Q So they were all system c, correct?
A Yes, ma'am
Q Woul d your eval uation have differed between a

system c versus a topical drug?

A |"'msorry. Could you ask the question again?

Q When you were evaluating these dosage forns in
your role at GSK, woul d your eval uation net hodol ogy have
differed between a system c versus a topical drug?

A The devel opnent process for a fornmulation is
fairly standard routine of do A, B, C, D, E, kind of
thing. So, no, | don't believe that it would have

changed based on whether it was system c or topically.
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We still needed to know what PK was going to do for that
particul ar fornulation.

Q You'll understand, if | say "EoE," that neans
eosi nophilic esophagitis, right?

A Yes, mm' am

Q Did you know about EoOE before you were hired
for this matter?

A Yes, | did.

Q What did you know about EoOE?

A Just the general disease state. | have a
particular interest in G over ny years, so | spent a
| ot of time reading about G, trying to control nopvenent
and dosage forns through the G tract.

Q What does it nean for a conposition to have no
significant system c glucocorticoid or mneral ocorticoid
activity after oral adm nistration?

MR. LUMAN: I nconpl ete hypot hetical.

THE W TNESS: What that nmeans is that the drug
doesn't elicit system c responses within that human or
the animal that it's adm nistered to. And the
m ner al ocorticoids and glucocorticoids hit a |ot of
receptors that cause a | ot of problens. Long-term
system c steroid leads to a | ot of not nice
si de-effects.

[ 11
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BY Ms. AGARWAL:

Q None of the prior art you cite to in your
decl arati on contained a topical corticosteroid, correct?

A l''m sorry?

Q None of the prior art that you cite to in your
decl aration contains a topical corticosteroid containing
ODT, correct?

MR. LUMAN: M scharacterizes the docunents.
THE WTNESS: No. | -- there were a nunber of
patents that talked about ODTs with budesoni de as well
as other drugs for the topical treatnment of G issues.
(Exhi bit 1001 marked for identification.)
BY Ms. AGARWAL:
Q We'll go through them
"' mgoing to hand you Exhibit 1001, which is
the '729 patent.
A Thank you.

Q If you'd go to claim1l, please.

Just read claim1l to yourself, and | et nme know

when you' re done.

A Okay. I've read it.

Q The mechani sm of action of the pharmaceuti cal
conposition in claiml is topical adm nistration,
correct?

A It says "no system c mneral glucocorticoid
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activity." And it says it's topically adm nistered,
yes, ma'am
Q And the drug is deposited on a |ocalized site

of action, correct?

A Yes. On a deposit on a -- topically on an
upper G tract. In the upper G tract.
Q So the upper G tract is the localized site of

action, correct?

A Yes.

Q You said that claim1 reads that there is no
system c glucocorticoid activity, and so it's topically
adm ni stered, correct?

MR. LUMAN: M scharacterizes his testinony.

THE WTNESS: What | said was there is no
significant system c corticosteroids.

And then you asked about whether it was
topically deposited. And | read down and where it said
that it's deposited topically in the upper G contract.
BY MS. AGARWAL.:

Q So there's no systemic activity, according to
claim1, correct?

MR. LUMAN: M scharacterizes.

THE W TNESS: No. What it says is "no
significant system c activity," glucocorticoid or

m ner al ocorticoid activities.
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BY Ms. AGARWAL:

Q So absorption of the drug would play an
insignificant role in the nechani smof action, correct?

A Well, that's what they're proposing.

So I"mnot sure if that answers your question,
but

Q What woul d you define as significant systemc
activity?

MR. LUMAN: Calls for a legal conclusion.

THE WTNESS: As for -- I'msorry. Repeat the
questi on agai n.

BY MS. AGARWAL:

Q What woul d you define as significant systenic
activity?

MR. LUMAN:. Sanme objection.

THE WTNESS: It would be the EIC biol ogical
responses to the levels of the drug that are in there.
BY M5. AGARWAL:

Q So when claim 1l says "no significant systemc
gl ucocorticoid or mineralocorticoid activity," that
woul d mean that you would not see significant biological
responses?

A Yes, m'am

MR. LUMAN: Calls for a legal conclusion.

M scharacteri zes the docunent.
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BY MS. AGARWAL:

Q If you could go to colum 3 of the '729 patent
starting on line 10 or 11, it states "The term ' having
no significant system c glucocorticoid or
m neral ocorticoid activity,' as used herein refers to
corticosteroid steroid conpositions which no do not
provide a generalized effect in the body through
absorption into the circul ation but do provide | ocal

ef fects through topical contact with the diseased

tissue.™
Do you see that?
A Yes, ma' am
Q And so the mechani smof claim 1, "having no

significant system c glucocorticoid or m neralocorticoid
activity," means that absorption of the drug plays no
role in the mechani sm of action, correct?
MR. LUMAN: M scharacterizes the docunent.
THE W TNESS: Based on the definition, yes.
BY M5. AGARWAL:
Q And that's the definition that you applied in
your decl aration, correct?
A |"d have to | ook at that to nake sure.
Q We can go to your declaration, which is
Exhi bit 1030. And you can go to paragraph 113.
I n paragraph 113, you state that "The ' 729
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pat ent defines 'having no significant systemc

gl ucocorticoid or mneralocorticoid activity'" -- that's
the definition that we just read -- and then you state
at the end of the paragraph "I have applied this

definition."

Do you see that?

Yes, ma'am | do.

So you applied this definition --

Yes, mR'am

o >» O >

-- in your declaration, correct?
Let's stay in your declaration. Let's go to
paragraph 34. Here, right above paragraph 35, you've
got a screenshot of a table describing various drug
dosage forns.

Do you see that?

Yes, ma' am

Q Were you aware of any of these drugs prior to
being hired as an expert for this |IPR?

A Sonme of themare famliar to nme. The first
three I"'mfamliar with, but I can't tell you where |
first | earned about them or why.

Q And the remai nder are new to you, correct?

A l|"'mnot famliar with those, no, ma' am

Q None of these drugs are ODTs conpri sing

topical corticosteroids, correct?
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We can go through them one by one.
So Salofalk, is there an ODT.

A It just says "tablet.” It doesn't define
whet her it's an inmmedi ate rel ease or an ODT, so | don't
know. It just says "tablet."

Q And you didn't do any investigation as to

whet her this is an ODT?

A No, ma'am

Q And does this contain a topical drug?

A | don't know, actually. The drug could have
both topical and systemi c, but | don't know that for

sure.

Q The second drug, Budenofalk, is this an ODT?

A It says a "capsule.”™ There are patents that
i ndi cate ODTs for capsules. They don't delineate, so |
couldn't tell you if it's inmmedi ate rel ease, sustained
rel ease, an ODT capsule. Al | knowis it's a capsule.

Q Did you investigate Budenofalk for this
decl arati on?

A No, ma'am

Q And the active substance, budesonide, is that
a systemc or topical drug?

A It's only about 10 percent absorbed, and it's
used nore topical than systemcally.

Q Are you aware that Budenofalk is an
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enterically coated tablet?
A | don't knowit's a tablet. They only |ist

capsul es and rectal foans.

Q An enterically coated capsule then?
A | don't know one way or the other.
Q Are you aware of whet her Budenofal k has been

used to treat EOE?

A | do know in one of the papers it discussed
using a Budenofal k tablet that they dissolved to treat
in one of the papers. But |I don't remenber any nore
detail on that.

Q You don't recall whether it was in the
esophagus or el sewhere?

A | think it was the esophagus. | think it was
for the early G tract.

Q We'll go over the papers.

In the paper that you're referring to,
Budenof al k was not topically adm nistered to the
esophagus there, though, correct?

A Yeah, it was. They -- if | remenber right,
the tablet was actually designed to be dissolved in
wat er and used as an enema. But the clinicians used the
tablet, dissolved it in water, and gave it orally.

(Exhibit 1010 narked for identification.)
I
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BY Ms. AGARWAL:
Q Why don't we go to that paper. | believe
you' re tal king about Exhibit 1010.
| ' m handi ng you Exhi bit 1010, which is titled
"Eosi nophilic gastroenteritis treated with
non-enteri c-coated budesoni de tablets" by Tan, correct?
A Yes, ma'am
Q Do you recogni ze this exhibit?
A Yes. | renenber reviewing it. | haven't read

it lately, but | remenber reading it at one point.

Q Is this the exhibit that you were referencing
just now?
A Let ne see.
It is. And | was in error. | thought they

di ssolved it in water, but they didn't dissolve it in
water. But they swallowed it with water.
Q This is not one of the primary references that
you rely on for your declaration -- correct? -- for
obvi ousness?
A | don't believe | used Tan in any of ny
obvi ousness.
Q This is a case study on one patient, correct?
A Yes, ma' am
Q And the patient presented with upper abdoni nal

pain, correct?
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A Yeah. Recurrent cranping pain in the upper
abdom nal -- upper abdonen, yes.

Q And the upper abdonen is after the esophagus,
correct?

A | don't know how to answer that because the

abdomen is here (indicating). The esophagus goes into
the abdonmen. So the pain radiates strangely. So |
woul d say the esophagus.

| guess, could you rephrase the question?

Q So why don't | point you to -- in the second
colum of the first page, about hal fway down, there's a
sentence that says "To ascertain the diagnosis of
eosi nophilic gastroenteritis, a full thickness surgical
antrum bi opsy was taken."

Do you see that?
Yes, ma' am
Q Where did the antrum bi opsy occur?
A | don't know that. |'mnot a physician.
| know the antrumis part of the upper
stomach, but | don't know where that biopsy woul d be.

Q So that would be in the stomach -- correct? --
not the esophagus?

A The antrumis the stomach, but the biopsy
could include the antrum and possi bly the esophagus

where it goes into the stomach
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Again, |I'mnot a physician, so .
Q So you're not sure then?
A No. All it says is -- |I'msure where the
antrumis, but where they do the actual biopsy, |'m not

awar e of that.
Q And the patient here was given budesonide

orally, correct?

A Yes. They were given 4 mlligrans daily.
Q It says the tablets were taken orally -- this
is the bottomof the first page: "These tablets were

taken orally, not dissolved in fluid but swallowed wth
wat er . "
MR. LUMAN: Where are you reading fronf
M5. AGARWAL: The bottom | ast sentence of the
first page, onto the second page.
It says "These tablets were taken orally, not
di ssolved in fluid but swallowed with water."

THE W TNESS: WAas that a question?
BY MS. AGARWAL.:

Q Do you see that?
A Yes, m' am
Q So the patient swallowed the tablets, correct?
A They swal | owed themwith water.
What | don't know with that particul ar
product, since it was designed as -- to be used as an
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enemn, typically, those tablets are rapidly
disintegrating. So they disintegrate quickly so you can
give the enema. And I don't know if that's how that
product works or not. So swallowing it with alittle
bit of water could be enough where it would start to
di sintegrate in the nouth.

Q | f you | ook on page 427 of Tan, the first
paragraph, a little nore than hal fway down, it states
t hat "Budesonide is used nmainly in Crohn's disease,
where it acts on the small bowel and the first part of
the colon," correct?

A Yes, m' am

Q And then further down in the second paragraph,
about hal fway down, it says "In our patient, the drug
had to be rel eased nore proximal in the stomach and the
proxi mal small bowel."

Do you see that?

A Yes, ma'am

Q So, in this patient, the budesoni de was
released in the stomach and the proximl small bowel,
correct?

A Yes. The other thing | point out is this is
for eosinophilic gastritis, which is a broad category
term And | think eosinophilic esophagitis is a

subcl ass of this.
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So eosinophilic gastritis can occur -- |
bel i eve one of the papers | have in ny packet indicated
it could occur anywhere on the G tract. And these guys
were focusing on a patient that had it not in the
esophagus but in the stonach.

Q But this paper -- the point of this paper is
that the drug was released in the stomach and the snall
bowel , correct?

A It was. Because it |ooks like that's where
the patient's di sease state was, where the tissue was
damaged at .

Q No nore questions on this docunent. You can
set that aside.

| believe we were in your declaration,

Exhi bit 1030, paragraph 34, the screenshot of a chart of
drugs.

Let ne know when you're there.

' mthere.

So | believe we just tal ked about Budenof al k.

Let's nove on to Ursofal k.

s this an ODT?

A Again, they don't differentiate it down to
that. They just say "capsules" or "fil mcoated
tablets.” So I don't knowif it's an ODT or not.

Q Did you do any investigation into --
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A No, ma'am

Q And is the active substance here a topical
drug or a system c drug?

A | don't know for sure on that. | don't know
whet her it's topical or systenic.

Q Movi ng on to Endof al k.

s this an ODT?
A It says "powder for oral solution,” so | would

say no.
Q Did you do any investigation as to whether
this is fornulated as an ODT?

A No, | did not.

Q And is the active substance here topical or
system c?

A It's topical.

Q And is the active substance here a

corticosteroid?

A It is not.

Q Moving on to Falkamn, is this an ODT?

A It just says "pellets.” | don't know.

Q Did you do any investigation as to whet her
this could be fornul ated as an ODT?

A No, ma'am

Q Okay. And is the active substance here

topi cal or systen c?
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A That | do not know.

Q And it's not a corticosteroid, correct?

A It says it's an amno acid. So | don't
believe it's a corticosteroid.

Q Movi ng on to Mucofal k Appl e/ Orange, is this an
oDT1?

A It just says "granules.” | don't know.

Q Did you do any investigation into whether or
not it could be formulated as an ODT?

A Granul es are nade in various papers that |

submtted as part of ny report where they nade granul es

but -- as part of an ODT. But | don't know if this is.

Q s the active substance here topical or
system c?

A | can only |look at the indications and think
it's topical. But | don't know that for sure.

Q And is this a corticosteroid?

A | have no idea what is all in plantago ovata

seed shells. So there could be steroids in there.
don't know.
Q Movi ng on to Laxof al k.
s this an ODT?
A It says "powder for preparation of an oral
solution.” So | would say no.

Q Did you do any investigation as to whether
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this could be fornulated as an ODT?
A No, mma'am
Q And the active substance here, is it topical

or system c?

A PEG 4000. | would say it's topical.
Q Is this a corticosteroid?
A No, ma'am

Q Do you think that a drug for chronic
constipation is a topically acting drug?
MR. LUMAN: I nconpl ete hypot heti cal .
THE WTNESS: | can only go by the PEG 4000
and know what it's used for. And it's marketed as a
| axative for chronic constipation, so .

BY MS. AGARWAL:

Q So yes or no?
A So repeat the question, please.
Q Woul d you say a drug for chronic constipation

is a topically acting drug?
MR. LUMAN: | nconpl ete hypot hetical.
THE W TNESS: Based on the nolecule that's in
it, yes, | would think it's topically active.
BY M5. AGARWAL:
Q You said you think it's topically active. You
don't know for sure?

A Well, the reason | say that is the way these
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PEGs work, they're osnotic agents, so they pull |arge
anounts of water out of the body into the colon to cause
the | axative effect. | consider that a |ocal effect.
Soneone else may not. So | think it's a topical based
on the mechani sm by which the PEGs work.

Q Did you do any investigation as to whether a
POSA woul d consider this a topically acting drug?

A A think a POSA woul d consider it, know ng that
it's nonabsorbable and it pulls water into the G tract.

Q Movi ng on to Zinkamn-Falk, is this an ODT?

A Again, it just says "capsule." It doesn't
break it down below that, so | can't tell you

Q Did you do any investigation as to whet her
this could be an ODT?

A No, ma'am

Q And the active substance, Zink-histidin

conplex, is that a topically or system cally active

drug?
A | have no idea on that.
Q Is this a corticosteroid?
A | do not believe it is, no, m'am
Q And Azafal k the last one, is this an ODT?
A It just says "filmcoated tablet.” So | don't

know if it is or it isn't.

Q Did you do any investigation to determ ne
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whet her it is an ODT?
A No, ma'am | did not.
Q And the active substance here, is it topically
or systemcally acting?
A | believe it's both. And | think in some of
the papers, it was listed as a potential drug. |[|'d have
to go back and check all the papers, but azathioprine, |
t hought, was in the list -- sonebody's |ist.
Q Okay. And a drug for imunosuppression, is
that typically a topically acting drug or a systemcally
acting drug?
A It could be both, to the best of ny know edge.
Q Is this a corticosteroid?
A | don't know if it would be defined as a
corticosteroid. | don't know one way or the other on
that. 1t has properties along that line, but | don't
know if it's a corticosteroid.
M5. AGARWAL: Why don't we take a break here.
MR. LUMAN:  The tine is 9:51.
(Recess taken from9:51 to 10:01 a. m)

BY Ms. AGARWAL:

Q Let's go into your declaration, Exhibit 1030,
t o paragraph 47.

And in paragraphs 47 to 49, you rely on a

nunber of references, correct?
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A Let's see. | rely on Kol knan, Siewert, yes,
ma' am
Q You don't rely on any of these references as a

primary reference for your obviousness grounds in your

decl arati on, correct?

A | don't believe | did, no, ma'am
Q If we go back a little bit to paragraphs 44 to
46, you rely -- in paragraphs 44 to 46, you cite to a
nunmber of references here as well, correct?
A Yes.
Just to outline the -- what was known about

budesoni de as a corticosteroid.
Q You don't rely on any of these references as a
primary reference for your obviousness grounds, correct?
A | do not.
Q We touched on this briefly, so l'"mgoing to
ask the question again.
ODTs are typically formul ated for absorption
of systemcally acting drugs, correct?
A |"msorry. Could you please repeat the
questi on?
Q Sur e.
ODTs are typically formul ated for absorption
of system cally acting drugs, correct?

A Again, 1'll have to go with the response | had
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before. They can be used for both. And | know there's
alist of themin nmy declaration fromFu. But |I -- and
| didn't interrogate that |list to see if any were -- if
they were all topical or they were all oral or systemc.
(Exhibit 1018 nmarked for identification.)
BY M5. AGARWAL:
Q Wiy don't we go to Fu. That is Exhibit 1018.
Actually, | don't think you have it. W'l
have to mark Exhibit 1018.
Actual ly, before I give you Fu, I'd like to go
to paragraph 81 in your declaration.
s this the list that you were tal king about?
A Yes, m' am
Q And you didn't do any investigation as to
whet her these are topical or system c reacting drugs in
t hese ODTs, correct?
A No, ma'am | did not.
Q And did you do any investigation as to whet her
any of these are corticosteroids?
A | didn't do any investigation, no.
Q Let's look at Risperdal, which is a
schi zophreni a drug?
A Uh- huh.
Q Do you believe that's a topically acting drug?

A | don't know if it's topically or systemc.
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Q I n your experience as a POSA, would that be a
topically acting drug for schizophrenia?

A Again, I'mnot -- based on the disease state,
I would think it could be system c, but |'m not
100 percent confident of that.

Q What about Zel apar for Parkinson's disease,
woul d that be topically or system cally acting?

MR. LUMAN:. Which one is Zel apar?

BY Ms. AGARWAL:

Q The active ingredient is selegiline?

MR. LUMAN: Thank you

THE W TNESS: Again, it could be. | don't
know enough about Parkinson's disease to tell you how it
wor ks.

BY M5. AGARWAL:

Q I n your experience as a POSA, would that --
woul d a drug for Parkinson's di sease be system c or
topically acting?

A It could be both, | guess.

Again, | don't know the disease well enough to
know if it's all systemic or if there are topical issues
associ ated with the di sease state, so | couldn't tell
you.

Q So you woul d just be guessing?

A Yeah. | don't have any data to tell you if it
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is or isn't because | don't know Parkinson's disease
wel | enough to know if they're topical treatnments or if
it's systemc.

Q What about the first one on the second chart,
so to speak, an anti-mgraine drug, Zom g ZMI? Wbuld
that be topically or system cally acting?

A That one, | would suspect, would be systemc.

Q And one | ast one, fourth fromthe bottom

Sorry. Why don't we | ook at Excedrin, which
i s acetam nophen, a pain reliever. |Is that system c or
topically acting?

A It's systemic. And | think there are sone
t opi cal acetam nophens for sore throats, to treat

esophagus, sore throats and stuff. [It's |ike Aspergum

So the drug -- so the acetam nophen could work topically

or it could work system cally.

Q But for this Excedrin ODT, it's system c,

correct?
A | don't know that because it's going to
di ssolve in the mouth. |It's going to go down the

throat. And if you've got a sore throat, it's going to
deal with the pain there. So it could be topically as
wel | .

Q Are any of these drugs corticosteroids?

A No, ma'am | don't believe they are.
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Q So none of the drugs from Table 2 from Fu are
corticosteroids, correct?

A As | look at them | don't -- can't tel
100 percent sure. But none of them |l ook to be steroids.

| haven't researched each and every conpound

on that list, so | can't be absolutely sure if it is or
IS not.

Q And fromthis Table 2 in Fu, you did not
i nvesti gate whether any of these drugs are topically
acting or systemcally acting, correct?

A | just | ooked at the list of nanmes. | didn't
do any additional research on any of the conpounds.

Q Now let's go to Fu. This is titled "Orally
Fast Di sintegrating Tablets: Devel opnents,
Technol ogi es, Taste-Masking and Clinical Studies" by Fu,
correct?

A Yes, mm' am

Q Why don't we go to the top of page 434. The
first full sentence there states "Common conpl aints
about the difficulty in swallowing tablets in the order
frequency of conplaints are size, surface, form and
taste of tablets.”

Do you see that?
A Yes, m' am

Q And the next sentence says "Ceriatric and
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pediatric patients and traveling patients who may not
have ready access to water are nost in need of easy
swal | om ng dosage forns."

Do you see that?

A Yes, mm' am

Q And in the second paragraph, second to the
| ast sentence, it states "Such a tablet disintegrates
into smaller granules or nelts in the mouth froma hard
solid to a gel-like structure allow ng easy swal | ow ng
by patients.™

Do you see that?

A Yes, ma' am

Q So the tablets, these fast disintegrating
tablets that Fu is discussing, are used to inprove
patient conpliance to swallow the contents of the
tablet, correct?

A That's correct. They elimnate the need to
swal | ow a | arge dosage form because they disintegrate in
t he nout h.

Q And you do not rely on Fu as a prinary
reference for your obviousness grounds, correct?

A Not for obvious, but | put it in there to show
t he extent of know edge that there is around orally
di sintegrating dosage forms and what a POSA woul d know

at the time of the '729 patent.
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Q What does "absorption" nmean?
MR. LUMAN:. Qutside the scope.
THE W TNESS: Could you say the word agai n?
BY M5. AGARWAL:

Q Absor pti on.

A A- B.

Q Yes.

A Absor pti on means when a drug or anything --
well, we're tal king about drugs in this case. Wen a

drug is given orally, it's absorbed through the G
tract.

Now, it can be netabolized at the G nenbrane
and it never nmakes it to the systemc circulation. It
can get through the nmenbrane, and then it goes to the
liver and it could get chewed up and never makes it to
the systemc circulation. O if it passes those two
barriers w thout being broken down, it gets into the
system c circul ation.

So absorption, by FDA and regul atory
standards, is the ampbunt of drug that gets into the
bl oodstream after it's adm ni stered.

Q Let's go back to your declaration,
Exhi bit 1030. Paragraphs 73 to 79. You cite to a
number of references in these paragraphs, correct?

A You said -- I'"'msorry -- paragraph 73 to?
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Q To 79.

A Yes, | do.

Q And you don't rely on any of these references
as a primary reference for your obviousness grounds,
correct?

A | do not.

Again, this information was put in, as with
Fu, to give an understandi ng of what know edge was
avail able at the time to the POSAs -- to a POSA.

Q Let's flip back to paragraphs 63 to 65 of your
decl arati on.

You cite a nunber of the same references here,
correct, as you do in paragraphs 73 to 79?
A 73 to 797
Q Sorry.
| n paragraphs 63 to 65, you cite to a numnber
of references, correct?

A Yes, ma'am

Q You don't rely on any of these references for
your obvi ousness grounds, correct?

A | do --

MR. LUMAN: M scharacterizes the docunent.
THE WTNESS: | do not.
Agai n, that information was put in to show the

| evel of know edge available at the tine for the POSAs
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and that there was plenty of information out in the
mar ket pl ace around ODT products.
BY MS. AGARWAL:

Q None of the references that you cite in
paragraph 63 to 65 are directed to topical -- to an ODT
conprising a topical drug, correct?

A So, if you go down, | say that Shul ka has the
uni que property of rapidly disintegrating or dissolving
and rel easing the drug as soon as it comes into contact
with the saliva.

Q VWi ch paragraph are you in?

A l"min -- nust be paragraph 63, about a third
of the way down.

Q The sentence that you just read does not
di scl ose an ODT containing a topical drug, correct?

A It doesn't contain -- indicate a topical drug,
but it does indicate disintegrating or dissolving and
rel easing the drug as soon as it cones in contact with
the saliva. And that makes the drug avail able
i mredi ately fromthe mouth all the way through the G
tract.

Q And the sentence continues to say "Thus
obvi ating the requirenment of water during
adm ni stration," correct?

A That's correct.
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Q So the --
A That's in -- I'msorry.
Q So the purpose of this reference and the

di sintegrating drug or the disintegrating tablet is
removi ng the necessity for water for swall ow ng,
correct?

A That's one of the reasons for it. And then,
again, if you know where the irritationis, and it's in
t he esophagus, the drug has to be rel eased before it
gets to the irritation. |If you swallow a whole tablet,
you bypass it and you don't get the topical effect.

Q This reference doesn't say that, though,
correct?

A No. But a POSA knows that. They understand
what the target is they're shooting for and what the
dosage formhas to do to deliver that.

Q A PCSA woul d al so know that this rapidly
di sintegrating or dissolving tablet would disintegrate
qui ckly in the nouth and be swall owed and go straight to
the stomach, correct?

A It would. It has to go through the esophagus.
And it's a small volune of liquid, 1 to 2 mls. So it
doesn't go down as a bolus. It goes down as a very sl ow
amount .

Q A very sl ow anount ?
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A Yeah. It takes longer for that to go down
than if | took a tablet and swallowed it with a gulp of
wat er .

Q This reference, Shul ka, doesn't tell you that
there is any topical activity for these rapidly

di sintegrating drugs, though, correct?

A |'"d have to go back and reread that whole
article. | don't recall whether it did or it didn't.
It may very well could have. | just didn't docunent it
in ny report.

Q If it had said that, you would have docunented

it in your report, correct?

A You know, | don't know if | would be, to be
honest with you. That's pretty common know edge, so |
don't know if | would have put that in.

Q But you're relying on a POSA' s compn
know edge, correct?

A Yes, ma'am

Q And the Patent O fice doesn't know conmon

know edge, correct? You have to explain it to them--

correct? -- via your declaration?
A Coul d you rephrase -- ask the question again?
Q You have to explain the common know edge to

the Patent O fice via your declaration, correct?

A Yes, ma' am
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Q So, presunmably, you would have -- if this
reference had that information in it, you would have put

it in your declaration, correct?

A Again, 1'd have to read the paper to figure it
out. | don't know whether | would or would have. Sone
of this is beyond POSA. It's just commopn sense. Large

i quids go down the esophagus faster than small vol unes
of liquid do.
Q Why don't we go to paragraph 84 to -- 84.
And here you cite to Singh and Cherukuri.
Do you see that?
A Yes, m' am
Q You don't rely on either Singh or Cherukuri
for primary references in your obviousness anal ysis,
correct?
A | think I do.
| do not in ny obviousness. But again, | put
t hem down under what a POSA woul d know. And they
outline the existence of ODT products for treatnent of
the G tract.
(Exhi bit 1005 nmarked for identification.)
BY M5. AGARWAL:
Q | " m going to hand you Exhi bit 1005 now.
This is the FDA "Guidance for Industry Orally

Di sintegrating Tablets,” correct?
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A Yes, m' am

Q Do you recogni ze this exhibit?

A Yes, mr'am

Q And you rely on this reference for a coupl e of

your obvi ousness grounds, correct?

A | rely on FDA, whether it's this docunent or
whet her it's the disintegration, but yes.

Q Thi s gui dance does not disclose topically
acting ODTs, correct?

A |"m sorry. What was your question now?

Q Let me ask a different question.

The gui dance di stingui shes an ODT from a
chewabl e tablet, correct?

If you go to page 1, in the introduction, the
first paragraph states "An orally disintegrating tablet,
ODT, which is a different dosage formthan, for exanple,
a chewabl e tablet."

Do you see that?

| don't see.

It's in the --

Under " Background"?

Under "Introduction," first paragraph.
Ckay.

"Orally disintegrating tablet, ODT."

> O » O >» O >

Yes, ma'am | do see that.
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Q So the FDA gui dance di stingui shes between an

ODT and a chewable tablet, correct?

A Yes, m'am
Q And in Section Il, in the background, it
states that "In an effort to devel op drug products that

are nore convenient to use and to address
potential issues of patient conpliance, pharnaceuti cal
manuf acturers have devel oped products that can be
i ngested sinply by placing them on the tongue."
Do you see that?
MR. LUMAN: M scharacterizes the docunent.
THE WTNESS: Yeah. | think there were a few
words you left out, but
So it says "In an effort to devel op drug
products that are nore convenient to use and to address
potential issues of patient conpliance for certain
product indications and patient popul ati ons,
phar maceuti cal manufacturers have devel oped products
t hat can be ingested by sinply placing themon the
t ongue. "
Yes, ma'am it does say that.
BY MS. AGARWAL:
Q So ODTs were developed to -- for a nore
conveni ent use of drug formnul ations, correct?

A |"'msorry. Could you please repeat that?
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Q Yeah. Let ne rephrase that.
ODTs were devel oped to be nore convenient to
use, correct?
A That was one of their -- one of their
applications, yes, is to make dosi ng easier.
Q And anot her application was to address patient
conpl i ance, correct?
A Yes, ma'am The thought was it would inprove
pati ent conpliance for people that couldn't swall ow.
Q And these were made for easier ingestion of
t he drug, correct?
A | deall'y for people that couldn't swallow | arge
tabl ets, yes.
Q The FDA gui dance gives no gui dance on
formul ating topical -acting ODTs, correct? It doesn't
mention the word "topical"” at all, correct?
A That's what |'m | ooking for.
MR. LUVMAN: Objection. Form
THE WTNESS: It does not. But the purpose of
this document by the FDA is to educate the POSAs that
they look at oral disintegrating tablets differently
than other tablets. And therefore, their expectations
what needs to be done will be different.
BY MS. AGARWAL:
Q So the FDA gui dance -- the FDA gui dance states
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t hat ODTs have a disintegration tine of approxinmtely 30
seconds or |ess, correct?

On page 2 at the bottom the |ast paragraph
states "Based on the original product rationale and
Agency experience, we recomend that, in addition to the
original definition, ODTs be considered solid ora
preparations that disintegrate rapidly in the oral
cavity with an in-vitro disintegration tinme of
approxi mtely 30 seconds or |ess, when based on the
United States Pharnacopeia (USP) disintegration test
met hod. "

It's on page 2, |ast paragraph.

A Last paragraph.

Okay. Yes, ma'am that's what it states.

Q The FDA gui dance does not disclose any sort of
contact tine of the active drug with the nouth,
esophagus, or upper G tract, correct?

A No, it didn't.

The purpose of this docunent was to define
what an ODT was so it isn't confused with the standard
tablet. So that wasn't the purpose of the docunent.

Q And if you go to Section IV on page 3 of the
docunent, in the mddle it states that "To provide a
standard for and consistency in disintegration testing,

we recommend that applicants use the USP net hod for
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disintegration testing," and then it refers to
Foot note 3, correct?

A Yes.

Q And that Footnote 3 refers you to USP 701
di sintegration test, correct?

A Chapter 29, yes.

Q The ' 729 patent al so discloses the USP 701
di sintegration test, correct?

A Let nme confirmthat.

Q We can go to the patent, Exhibit 1001. Go to
colum 1, lines 64 to 65.

A Yes, man'am it does indicate the USP 701.

Q And if we go to colum 5, lines 3 to 5, there
it says al so "Pharnmaceutical conposition disintegrates
within 60 seconds when tested using USP 701
di sintegration test."

Do you see that?

A Yes, ma'am

Q And then again, sanme colum, colum 5, lines 9
to 10, "Disintegrate within 30 seconds using the USP 701
di sintegration test."

Do you see that?

A "Or in the oral cavity of the patient," yes,

ma' am

Q These are all the sanme USP 701 disintegration
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test referenced in the FDA guidance, correct?
A It's the general title of that -- of the
di sintegration test, yes.
Q And the 30 seconds using the USP 701
di sintegration test disclosed in the '729 patent is the
sanme 30 seconds as disclosed in the FDA gui dance,
correct?
A Where do you have the 30 seconds in the '729
pat ent ?
Q On colum 5, lines 9 to 10.
A Yeah. It says in sone instances it's 60, and
others it says 30.
Q And the patent exam ner woul d have read this
di scl osure during prosecuti on when exam ning the '729
patent, correct?
MR. LUMAN: Calls for specul ation.
THE WTNESS: | don't know what they revi ewed
as part of the prosecution.

BY MS. AGARWAL:

Q The patent exam ner woul d have read the
specification -- correct? -- of the application?

A Ch, they would have read this docunent?

Q Yes.

A Yes.

Q And so the exam ner woul d have known that the
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"'729 patent discloses this USP 701 disintegration test,
which is also disclosed in the FDA gui dance, correct?

MR. LUMAN: Calls for specul ation.

THE WTNESS: [It's in the document. \Wat the
patent reviewer did with the information or how t hey --
how t hey understood it, | have no idea. | can't answer
that. |1'mnot the patent reviewer.

BY M5. AGARWAL:
Q But they were aware that the USP 701

disintegration test is cited in the patent application,

correct?

A It's in the docunent. \Whether they read it
conpletely, | can't answer to that.

Q You understand that a patent exam ner is

supposed to review an application fromthe view of a
POSA, correct?

A | believe that. But that | -- actually, |
don't know. 1've never reviewed -- |I'mnot a patent --
I don't work in the Patent Office. | don't know what
their requirements are. | know |l reviewed it fromthe
view of a POSA. | don't know what they have to do.

Q So, in your opinion, you wouldn't know whet her
a patent exam ner would have read this sane view of a
POSA as you do?

A | don't know the individual. | don't know who
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reviewed it. | can't comrent what their thought process
was. All | can tell youis | reviewed it fromthe view
of a POSA. \What they did, |I have no idea. There's no
way | would know t hat.

Q When you reviewed it in the view of a POSA,
you recogni ze the USP 701 disintegration test as the
sane test that is disclosed in the FDA gui dance,
correct?

A Yes. The USP 701 is the sane that is
di scussed by the FDA gui dance.

(Exhi bit 1002 marked for identification.)
BY MS. AGARWAL:
Q " m handi ng you Exhi bit 1002, which is titled

"Vi scous Budesonide for the Treatnent of Inflammtory

Di seases of the Gastrointestinal Tract." This is Patent
Application Publication to Dohil; is that correct?

A Yes, mm' am

Q You rely on this reference for Gounds 1 and 3

of your obviousness anal ysis, correct?
A Yes, ma' am
Q Dohil is mainly directed to liquid
formul ati ons, correct?
A No. | wouldn't agree with that.
They list a number of excipients in various

paragraphs within it that are excipients that are not
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liquid based that are used for solid or oral dosage
forms.

VWhat they used in their clinical study, which
is a proof of concept study, was a liquid. And they did
t hat because they're clinicians. They wanted to test
whet her the budesoni de was going to work before they
made a fornulation. That's comon practice in the
i ndustry, to do pilot studies using sinple fornulations
to test a theory.

Q Dohi| does not disclose any ODTs, correct?

MR. LUMAN: M scharacterizes the docunent.
THE WTNESS: | believe he does. He talks
about | ozenges, tablets, capsules.
BY M5. AGARWAL:

Q Did you do any investigation as to whether
Dohil took the liquid fornmulations and nade theminto
ODTs?

A | did not. | just reviewed the docunent. But
the ingredients that he listed, the excipients he listed
are ones that are commonly used in ODT products.

Q Dohi| doesn't disclose a fast dispersing or
di ssolving tablet, correct?

MR. LUMAN: M scharacterizes the docunent.
THE WTNESS: |1'd have to read it, but |
t hought
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No, he does tal k about rapidly dispersing. He

tal ks about | ozenges, tablets, capsules that woul d
di ssolve rapidly in the nouth or the esophagus.
BY M5. AGARWAL:

Q So a | ozenge is like a cough drop, correct?

A He uses the word "| ozenge"” or other simlar
tabl ets, capsules, or other solid dosage fornms. And he
i ndi cates they woul d di ssolve rapidly in the nmouth or
t he esophagus.

Q Does Dohil define -- or Dohil does not define
"di ssolve rapidly," correct?

A No, he does -- | don't believe he does.

Q And a | ozenge typically dissolves slowy,
correct?

A A typical |ozenge does. But he identified
| ozenges that would dissolve rapidly in the nouth. So

by formulating his |ozenge, he could get the product to

di ssolve rapidly in his mouth -- in the nouth.
Q | believe you' re at paragraph 32, correct?
A Yes, ma' am
Q If you | ook at the |ast sentence in
paragraph 32, it states "In other illustrative

enbodi nents of the invention, the budesonide is provided
in the formof a tablet, a capsule, or, for exanple, a

gel capsule, designed for slow release and delivery to
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> O >

Q

on the nmarket?

A

couldn't tell you if there are or there are not.

Q So you don't know of any fast dissolving
| ozenges?
A | think what | said was | haven't done a

literature search, so | don't know if there are or there

aren't.

Q
A

I can't

Q

a literature search for a fast dissolving | ozenge for

your decl aration, correct?

A
Q

of excipients, correct?

A
Q

Page 63

Do you see that?

| do.

Dohi| doesn't define "slow rel ease," correct?
Not in a tine franme, he does not.

Are you aware of any fast dissolving | ozenges

| haven't done a literature search on it, so |

But you yourself are not aware, correct?
Again, | haven't done a literature search, so
tell you one way or the other.

You didn't believe that it was relevant to do

No, | did not.

You nentioned before that Dohil |ists a nunber

Yes, m' am

Let's go to paragraph 37.
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The first sentence of paragraph 37 states
"Phar maceutical preparations for oral use nmay be
obt ai ned by conbining the corticosteroids with solid
exci pients."
Do you see that?
A Yes, ma'am It goes on to say "optiona
grinding and resulting m xtures," blah, blah, blah.
Q And then it |lists a nunber of excipients,
correct?
A Yes, it does.
Q These excipients can be used in any sort of

tablet, correct?

A Yes.
Q They're not specific to ODTs, correct?
A They are not. They're commpn -- they're

routi ne comon excipients that a fornul ator or POSA
woul d use in formulating any product, including an ODT.

Q And if we go to paragraph 43 of Dohil, the
first sentence here states "Excipients, such as, for
exanple, those listed herein, may be included in the
conposition to increase the viscosity of the delivery
conposition.”

Do you see that?
A Yes, mm' am

Q So the excipients listed in Dohil are for the
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pur pose of increasing the viscosity, correct?

A Based on that statenment, they are. But they
al so are used -- a POSA woul d | ook at those and know
that they list fillers, they list disintegrants, they
list other uses for those excipients.

Q And those can all be used for any kind of
tablet, correct?

A In a general category, yes. But al nobst every
tablet has a filler, alnost every tablet has a binder,
al nrost every tablet has a disintegrant. ODTs are no
different than any other standard routine formulation.

Q Let's go to Exanple 1 of Dohil. This is on
paragraph 46. |If you go alnpbst to the bottom of that
paragraph in that colum, it states that the patient was
pl aced on a reginmen of twice daily oral budesonide
suspensi on.

A "' msorry. Which paragraph are you on?

Q Par agr aph 46.

A 46. Okay.

Q And al nost all the way at the bottom it
states that the patient was placed on a reginen of tw ce
daily oral budesoni de suspension Pulmcort --

MR. LUMAN: Are you reading the sentence that
starts with "He was pl aced"?

MS. AGARWAL: Yes.
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MR. LUVAN:. Okay.
THE W TNESS: Okay. "He was placed."” Ckay.
l'msorry.
BY M5. AGARWAL:
Q Do you see that?
A | see where "He was pl aced.”
I f you could ask your question now, now that I
know where |I'm at, please.
Q The regimen of twice daily oral budesonide

suspension is a liquid, correct?

A It's a suspension. Yeah, it's aliquid. 1It's
not a solution. |It's a suspension.

Q It's not a tablet though, correct?

A It is not. It wasn't designed to. Pulmcort

Is a metered-dose inhaler, or it could be used as a
nebul i zer.

So again, they're taking -- they're trying to
test a theory on a patient. And they're using the
sinplest fornulation they can to see if budesoni de
actually works to treat the patient.

Q And the patient is instructed to swallow it
twice daily, correct?

A Yeah. They mx it with sucralose, and then --
whi ch makes the viscous fluid, and then they' re asked to

swal | ow twi ce a day.

Veritext Legal Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830

Ellodi's Exhibit 2011

Falk v. Ellodi

PGR2025-00086 - Page 066



© 00 N o 0o b~ wWw N P

N NN N NN P R R R R R R R R R
ag A W N P O O 00 N o o M W N -, O

Page 67

Q And about two sentences after that, it states,
"Foll ow ng three nonths of therapy, repeat EGD showed a
nor mal esophagus and bi opsi es denonstrated conpl ete
resol ution of both esophageal eosinophils and basal zone
hyper pl asi a. "

Do you see that?

A Yes, ma'am

Q So the patient showed i nprovenent with the
oral budesoni de suspension, correct?

A Yes. The way it was -- yeah, by diluting it
with sucral ose, yes.

Q And then let's nove to Exanple 2,
par agraph 47.

Sorry. Just right above Exanple 2, still on
Example 1, it also states that "in addition, his
abdom nal pain and vomting resolved, resulting in
i ncreased appetite with docunmented wei ght gain.”

Do you see that?

A Yes, ma'am

Q So the patient inproved significantly on the
oral budesoni de suspension, correct?

A It did. The person did, based on what was
witten up, yes, nmm'am

Q Now novi ng on to Exanple 2, paragraph 47.

Here the patient received oral budesonide -- let ne
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orient you.

If you go a little bit before the end of the
paragraph, it states "As an alternative, she received
oral budesonide 500 m crogranms (Pulmcort) m xed with
sucral ose twice daily as topical esophageal therapy."”

Do you see that?

A Yes, ma'am

Q That is also an oral budesoni de suspensi on,
correct?

A Yeah. They devel oped a sinple fornulation to

test the theory, does budesonide treat this disease
state? And that's the sinplest way to do it.

Q The next sentence states "Followi ng three
nont hs of budesoni de, she had inprovenment in her
abdom nal pain and EGD reveal ed a normal appearing
esophagus with inmproved maxi mum eosi nophil counts of 28,
20, and 5 per hpf," et cetera, et cetera.

Do you see that?

A Yes, ma'am

Q So the patient inproved using the oral
budesoni de suspension, right?

A They inproved with the budesoni de when it was
delivered with the sinple fornulation to test the theory
with the suspension, yes.

Q Does Exanple 1 discuss any issues with patient

Veritext Legal Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830

Ellodi's Exhibit 2011

Falk v. Ellodi

PGR2025-00086 - Page 068



© 00 N o 0o b~ wWw N P

N NN N NN P R R R R R R R R R
ag A W N P O O 00 N o o M W N -, O

Page 69

conpliance or use with the oral suspension?
A | didn't see anything related to Patient 1

around conpl i ance.

Q And Patient 1 was a 6-year-old male, correct?
A Yes, mm' am

Q And Patient 2 was a 5-year-old girl, correct?
A Yes, ma'am

Q And does Exanple 2 discuss any issues with

pati ent conpliance or use of the oral budesoni de
suspensi on?

A It does not appear, no.

Q Let's nove to Exanple 3.

I n paragraph 48, it states that "This exanpl e

details the efficacy and safety of once daily ora
vi scous budesoni de (OvVB)."
Do you see that?
Yes, mm' am

Oral use budesonide is suspension, correct?

> O >

Yes.

Q And the patients here are 20 children,

correct?
A Yes, ma' am
Q Ckay. And they're all given this oral viscous

budesoni de, correct?

A Right. To test the theory as to whether
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budesoni de woul d be effective for the treatment of their

probl em
Q If you go to paragraph 53 for treatnment, it
states that patients received OVB 0.5 to 2 mlligrans
daily.
Do you see that?
A Yes, ma'am
Q And the viscous budesoni de was made by m xi ng

the Pulmcort with the sucral ose.

Do you see that?

A Yeah. A very sinple fornulation to test
the -- to -- for the proof of concept study, yeah.
Q If you go to paragraph 60, which is on the

next page, in the mddle, it states that the EE
endoscopy score fell to zero in 12 children and inproved
in 19.

Do you see that?

Yes, | do.

Q 19 of the 20 children inproved in this

study -- correct? -- according to this sentence?

A Yes, ma'am It said inproved in 12 children
and inproved in -- well, yeah, the score fell --
endoscopy score fell in -- to zero in 12 and inproved in

a total of 19.

Q So it showed i nprovenent in 19 of the
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patients, correct?

A Yes, m' am
Q I f you go to paragraph 67, which is on page 8,
it states that -- the first sentence states "These data

suggest that oral viscous budesoni de woul d be an
effective and safe treatnment for individuals, for
exanmple, children, for exanple, young children, with
proven EE."

Do you see that?

A | do.

Q And it says "It may have advant ages over ot her
therapies in that it is palatable, its volunme provides
pan- esophageal mucosal coverage and it requires only
once daily adm nistration.”

Do you see that?

A But it also goes on to say a |arger
pl acebo-control led clinical study would provide nore
i nformati on about dosing efficacy.

So what that |ast statenent says is this was a
pil ot study, a proof-of-concept study using this --
whi ch you use a sinple fornulation to do, which was the
OVB, but he also tal ks about tablets, fast dissolving
| ozenges and tabl ets and everyt hi ng.

So the work that they're reporting here is

just to prove that the budesonide is effective at
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treating that disease state. |Indicates it is, but they
need a full-blown clinical study to prove that.

Q These exanpl es show that the oral viscous
budesoni de wor ked, though, correct?

A It showed that budesoni de was effective at the
treatnment in these patients, yes.

Q And it doesn't tell you how to switch from
this -- sorry. Strike that.

This doesn't tell you to switch dosage forns,
does it?

A It doesn't. But a POSA knows |iquids are not
a preferred fornulation. They're unstable. You have to
refrigerate themin many cases. They're difficult to
transport.

An oral disintegrating tablet has all the
volume of a solid oral. |It's stable. [It's easy to
regi ster the correct dose in it because we nmake it.
It's easy to transportable. 1In the case of ODT, it
di sintegrates quickly in the nmouth, and it covers the
esophagus.

So the natural tendency is, after you prove
t hat your drug works, is then you go and devel op the
formul ati on, which is what he's saying in his patent as
a POSA.

Q s there any indication in Exanples 1, 2, or 3
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that the OVB had to be refrigerated?

A No. But -- and it may not be. This one m ght
not be. But it's not uncommon for solutions to have to
be refrigerated. This one may not be. But it still --
the OVB still has the di sadvantages of transporting it,
storing it, and stability that are overcone by the ODT,
which is what he nentions in this patent.

Q The FDA has approved a liquid fornulation?

A That | do not know.

Q You didn't do any investigation into that?

A | did not.

Q s there any indication in Exanples 1, 2 or 3
that the OVB was not stable?

A No. But this is witten by -- all that work
was done by a clinician. And I'm not sure they even
neasured it. They may have made it up and dosed it to

where they didn't have to do it.

Q But it's not disclosed, correct?
A It's not. But the focus of this wasn't to
di scuss the stability of the OvB. It was to discuss

does budesoni de work for that disease state.

Q There were no issues of patient conpliance in
Exanmple 3 either, correct?

A Not that |'maware of, no. | don't recal

readi ng anyt hi ng.
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Q And there's no disclosures in any of the
exanpl es that the OVB did not function the way that it
was supposed to, correct?

A No. It indicated that the budesoni de was
effective at treating the disease state in that snal
pati ent popul ation.

M5. AGARWAL: \Why don't we take a break now.

(Recess taken 11:01 to 11:09 a.m)

(Exhi bit 1008 narked for identification.)

BY MS. AGARWAL:

Q Let's put Dohil away. Let's go to
Exhi bit 1008, G other.

This is an international patent application
titled "Fast Dispersing Dosage Forns Free of Celatin" to
G ot her, correct?

A Yes, ma' am

Q And you rely on this exhibit for Gounds 2 and
4 of your declaration, correct?

A | believe that's correct. Let nme check just
to make sure.

Yes, m' am

Q And Grot her discloses fast dispersing solid
dosage fornms, correct? You can see that in the
abstract, "The present invention relates to fast

di spersing solid dosing forns."
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A | don't see that specific --
Q The first sentence --
A Ch, "to fast dispersing solid dosage fornms,"

yes, ma'am
Q According to your declaration, G other teaches

formul ati ons of ODTs, correct?

A In general, yes.

Q Grother is not directed to a specific disease,
correct?

A No, ma'am |t does not.

Q So Gother is directed to a general disclosure

of ODTs, correct?
A Can you tell me what you nean by "genera
di scl osure"?

Q Sure. Wiy don't we go to -- why don't we go

to page 15 of Grother, line 19.
A OCkay. |'mthere.
Q s it states "Any drug may be used as the

active ingredient in the conposition of the present
i nvention."
Do you see that?
A Yes, ma'am
Q So Grother is directed to the genera
conposition of ODTs. It's not specific to any type of

drug, correct?
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A Well, he -- starting on page 16, he lists al
ki nds of classes of drugs as well as specific drugs that
could be used with it. So |I'mnot sure how that's
gener al .

Q He lists different classes of drugs and the
drugs across pages 16, 17, 18, 19, 20, and 21, correct?

A Yes, ma'am

Q There are over 300, 400 drugs listed here,
correct?

A Yeah. | don't know what the nunber is.
There's a nunber of them yes.

Q So Grother is not directed to any specific one
of these drugs, correct?

A Not to any specific one, but he indicates --
as a POSA reads it and | read it, he's indicated his
technology is effective with those drugs listed, the
t herapeutic areas as well as the specific drugs.

Q Any of these drugs, correct? Any of these 400
drugs, correct?

A Again, | don't knowif it's 400.

But as a POSA reads it, these are exanpl es of
suitable drugs, but not |limted to those |isted above,
in the present invention.

Q And as you just stated, Grother's drugs are

not limted to the ones |listed across pages 16 to 21,
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correct?

A Right. It indicates "but not limted to those
l'isted bel ow. "

Q So Grother discloses a general conposition of

ODTs with regards to these drugs, correct?

A Again, | guess | don't -- | don't agree with
the "general." He lists the drugs. And he al so says
"not limted to those below, " that there are others. So

| don't understand your term "general."
If there were no drugs listed, | would say
yes. But he lists drugs, all kinds of drugs, so .

Q Goi ng back to page 15, line 19, he states "any

drug," though, correct?

A Correct.

Q Whi ch nmeans any drug that may have been
formul ated, correct?

A Yeah. "Any drug may be used as an active
ingredient in the conposition of the present invention."
And then he lists a nunber of them below, both the
t herapeutic area they fall in and the specific conmpound.

Q And they're not limted to this |list of drugs,
correct?

A He indicates they're not limted, right.

Q So Grother discloses essentially a platform

ODT in which you could have any drug as the active,

Veritext Legal Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830

Ellodi's Exhibit 2011

Falk v. Ellodi

PGR2025-00086 - Page 077



© 00 N o 0o b~ wWw N P

N NN N NN P R R R R R R R R R
ag A W N P O O 00 N o o M W N -, O

Page 78

correct?

A Yeah. He indicates his invention would work
wi th any of these drugs.

Q Gr ot her does not distinguish between system c
and topical adm nistration of ODTs, correct?

A |'"d have to |l ook. | don't believe he did.

No, ma'am | don't see anything where he
di sti ngui shes between system c or topical.

Q If we go to page 18, starting on line 15, he
lists a nunber of corticosteroids, correct?

A He does.

Q And he doesn't distinguish these
corticosteroids as to how many have significant systenic
versus topical activity, correct?

A He does not. But a POSA | ooking at it would
be able to know a nunmber of them are system cally active
conpounds and al so know sonme that are not systemcally
active.

Q And Grot her does not highlight corticosteroids
over any other drugs in his |list of drugs, correct?

A No. He just lists corticosteroids would work
with this technol ogy.

Q And he lists other types of -- classes of
drugs would al so work with his technol ogy, correct?

A Yes, ma' am
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Q Gr ot her does not disclose any topical drug
contact with the esophagus, correct?

A He just discusses rapidly disintegrating
dosage form

Q And he does not disclose or discuss any
| ocalized or targeted therapy of a drug in the upper
gastroi ntestinal tract, correct?

A | " mgoing to have to check on that.

He doesn't nmention -- | don't see anything

where he nentions |locally acting.

But again, a POSA would look at it, if it

disintegrates in a nmouth and it's going to expose to the

esophagus to have a | ocal effect.

Q If we turn to page 22 of Gother, it lists --
Grother lists a nunber of exanples starting on page 22
to page 31, Exanples 1 through 8. [|'Il give you a
chance to flip through themreally quickly.

A Okay. | see them

Q None of these exanples include a
corticosteroid, correct?

A They do not. | don't think any of them
include a drug at all. | think they're just | ooking at
the effect of placebos.

Actually, | correct nyself.

Exanpl e 8 does use two drugs -- three drugs
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where they ook at it.
Q Are any of these corticosteroids?
A One is a nonsteroidal, and the other two are
not. No, they're not steroidals.
Q Are any of themtopically acting?
A Di cl of enac can be active topically. | think
there's sonme prescription creans out for those.
The prevastatin, it would not -- it's
system c.
And t he phenyl propanolam ne -- well, that's a
good one. | don't know about the phenyl propanol am ne
Q If we go back to page 1 of G other.
MR. LUMAN: Is that the title page, or do you
want us to be on the -- kind of the --

M5. AGARWAL: The cover page, yes.
BY MS. AGARWAL:
Q Here it states that the title is "Fast
Di spersing Fornms Free of Gelatin," correct?
A That's what it's supposed to be. |'mjust
| ooking for the statenent.
Yep. Essentially absolutely free of nmammal
gel ati n.
Q Yes. So if we go to the second sentence of
t he abstract on the cover page, it states "A novel

feature of the solid dosage forns according to the

i an
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invention reside in the fact that the conposition is
essentially free or absolutely free of manmali an
gelatin."

Do you see that?

A You said the second sentence? Ch, "According
to the invention."

Q Yes.

A Yeah. So we tal ked about the "absolutely free
of manmmalian gelatin."”

So you're saying the next question "It has
been di scovered that the use"?
s that the sentence you're tal king about?

Q No. [|I'mtalking about the sentence right
before that, "A novel feature" --

A "A novel feature.”

Q -- "of the solid dosage forns, according to
the invention, reside in the fact that the conposition
Is essentially free or absolutely free of mammali an
gelatin."

A Yes, ma'am |t says that.

Q And so Grother's invention -- and if we flip
to the first page of Gother now, in the "Background of
I nvention" section on pages 1, 2, and 3, G other
di scusses issues with gelatin in tablet fornmulations,

correct?
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A He tal ks about gelatin, yes, about other ways
of doing -- overcom ng the problens.

Q Overcom ng the problenms of gelatin, correct?

A Yes.

Q And at the bottom of page 3, the | ast
paragraph, it states "According to the present invention
there is therefore provided a pharmaceutical conposition
for oral admnistration in the formof a fast dispersing
dosage form designed to rel ease an active ingredient
rapidly in the oral cavity characterized in that the
essentially gelatin free conposition conprises a
nmodi fied starch and at | east one matrix form ng agent."”

Do you see that?

A Yes, mm'am

Q So the problemthat G other is trying to solve
is the issues with gelatin, correct?

A Yes. He's developing an ODT, a rapidly
di ssol ving dosage form that doesn't have gelatin in it.

Q And the exanples that we | ooked at on pages 22
to 31 are conparing dosage forns with and w t hout
gel atin, correct?

A Yes. They did a study |looking at if they made
the formulation with gelatin and without and using
st arch.

Q And the exanpl es show that they were
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successfully able to make dosage fornms w thout gelatin,
correct?

A Yeah. They showed that they had | ess breaking
of the tablets when they used the starch instead of the
gelatin. Less cracking and breaking it.

Q And if we turn to page 34 of Grother to the
claims. There are nine clainms -- correct? -- across
pages 34 and 357

A Yes, m' am

Q And claim1l is the only independent claim

correct?
A Yes, ma' am
Q And claim1l states that -- it's claimng "A

fast dispersing solid dosage form designed to rel ease an
active ingredient in the oral cavity characterized in

t hat said dosage formis essentially free of manmali an

gelatin."
Do you see that?
A "And conprises," yes, nmR'am
Q So Gother is claimng a fast dispersing solid

dosage formthat is essentially free of mammli an
gel atin, correct?

A Yes. Wth that first statenent, yeah.

Q And claim1l states the "solid dosage form

designed to rel ease an active ingredient," correct?
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A "A fast dispersing solid dosage form desi gnhed
to rel ease an active ingredient," yes.

Q And none of the dependent clains specify any
active ingredient, correct?

A No, nma'am they do not.

Q Let's go back to your declaration, to
Exhi bit 1030, and paragraph 249.

In this paragraph, you cite to a few
references for adm nistration of fluticasone, correct?

A The practical applications for budesoni de and
fluticasone, yes.

Q You don't rely on any of these references as a
primary reference for your obviousness anal ysis,
correct?

A | do not. | put themin there just as --
again, to show that there was know edge of the use of
budesoni de, as well as, in this case, fluticasone in the
treatment of EE or other G issues.

(Exhibit 1020 marked for identification.)
BY Ms. AGARWAL:

Q Now let's turn to Exhibit 1020, Venkatesh. |
have not handed it to you yet.

This is a patent application publication
titled "Orally Disintegrating Tabl ets and Met hods of

Manuf acture” to Venkatesh, correct?
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A Yes, mm'am

Q And you rely on this reference for Grounds 3
and 4 of your obviousness anal ysis correct?

Yes, ma' am

Q If you go to paragraph 1 of Venkatesh, the
first sentence states "The present invention relates to
orally disintegrating tablets and a nmethod for their
manuf acture,” correct?

A Yes, ma' am

Q Venkatesh is not directed to any specific
di sease, correct?

A Let nme check on that to nmake sure.

It lists drugs that are targeted to the G
tract, but | don't see a specific disease.

Q What paragraph are you on?

A I f you go back to claim 21, "The nethod of
claim 20 wherein the pharmaceutically acceptable active
is selected fromthe group of H2 antagoni sts such as
ranitidine," da, da, da, as well as a nunber of other
drugs.

So they don't state a specification
i ndi cation, but they do state drugs for indications.

Q This is the only place that Venkatesh lists

any drugs, correct?

A |'"d have to go back and | ook just to make
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sure.
MR. LUMAN: M scharacterizes the docunent.
THE WTNESS: | think if you go to
par agraph 25, it says "The term 'drug,' 'active' or
"active pharmaceutical ingredient'" -- it lists a numnber

of types of drugs as well as the specific names of
drugs.
BY MS. AGARWAL:
Q The first sentence in paragraph 25 states that
"The term 'drug,' '"active' or 'active pharmaceuti cal
i ngredient' as used herein is nmeant to include any
t herapeutic active agent indicated for oral
adm ni stration,"™ correct?
A Yes, nm'am
Q Then it says "such as" and lists a nunber of

drugs, correct?

A Yes, mm' am

Q So Venkatesh is not limted to these drugs,
correct?

A | don't see anything. It says it is "used" --
"used herein is nmeant to include any therapeutic" -- and
it doesn't say it's alimted list of -- so I'msorry.

Coul d you ask your question again? M
apol ogi es.

Q Sur e.
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Venkatesh is not limted to the drugs |isted
in this paragraph, correct?
A Yeah. |t says "any therapeutic active," yes,
ma' am
Q Are any of the drugs listed in this paragraph
corticosteroids?
A Well, let nme see.
| don't see any of the drugs that | would say
are corticosteroids, but it -- again, you drew the
attention to include any therapeutic active agent. So
it would include corticosteroids.
Q And out of mllions of possible drugs, one

class of drugs is corticosteroids, correct?

A Did you say "mllions"?
Hundr eds, thousands, mllions of drugs.
A Gve ne a nunber. | mean, a mllion? No.

A thousand? No.

A hundred? Maybe.

Q Are there nore than 100 drug cl asses out
t here?
A | have no idea. |'"ve never counted them so |

couldn't tell you.
Q But that would include all drug classes --
correct? -- the "any therapeutic active agent" woul d

i nclude all drug classes, correct?
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A Yeah. It says -- "used herein is neant to
i ncl ude any therapeutic active agent indicated for oral
adm nistration.” And then he lists sone exanpl es.

Q So of all the drug classes out there,
corticosteroids would be one, correct?

A Yes, mm'am

Q Venkat esh does not distingui sh between
system ¢ and topical drugs, correct?

A He just nentions the rapid oral disintegration
of the ODT, but | don't believe he nentions anything
about topical.

Q And goi ng back to paragraph 25, of all the
drug cl asses that are out there, Venkatesh did not
specifically call out corticosteroids, correct?

A He didn't specifically call it out, but he
says "neant to include any therapeutic active agent."

So I'm not sure he needs to.

Q And no corticosteroids are |listed specifically
in that paragraph, correct?

A | do not -- | do not see one in there, no,
ma' am

Q And if we go to claim?21, of all the drug
cl asses out there, claim?2l1 does not |ist any
corticosteroids, correct?

A No, ma' am It does not.
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Q Wul d you say Venkatesh is generally directed
to an orally disintegrating tablet technology and their
met hod for manufacture?

A Well, | think it tal ks about orally
disintegrating. It tal ks about the use of

m crocapsules. So it has a nunber of advantages.

Well, it adds a ot nore information to it
than just that. It talks about particular particle size
needed for good nmouth feel. It talks about a flavor

granul e or a dispersing granule, all things that would
be of interest to a POSA in devel opi ng an ODT

Q So it generally discusses how to nake an ODT
with these m crogranul es and mi crocapsul es, correct?

A Yeah, it does. It tells you -- tells howto
make an ODT. And not only, again, ODT, but what
particle size you need, how to deal with the taste-nask.
It deals with a nunber of things. |It's not just that
si ngl e thing.

Q I f you turn to paragraph 3 of Venkatesh, the
first sentence states "There are two types of npst
wi dely used dosage fornms for oral adm nistration:

Tabl ets and capsul es.”
Do you see that?

A Yes, m' am

Q And it goes on to state several conmon
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di sadvant ages of tablets and capsul es.
Do you see that?

A Yes, | do.

Q And then it distinguishes in the |ast sentence
or so solid -- it starts with "On the other hand, solid
medi ci nes, which rapidly dissolve or disintegrate in the
buccal cavity, can be taken w thout water, so they my
be easily taken by such aged persons, children or
' people on the nove.'"

Do you see that?

A Yes, ma'am All advantages of an orally
di sintegrating dosage form

Q And if we go to paragraph 13 of Venkatesh, it
states -- starting at the first sentence, it states
"M crogranul es suitable for m croencapsul ati on by
coacervation should have sufficient strength and
sufficiently low friability to withstand attrition
caused by agitation during m croencapsul ation. At the
same tinme, these m crocapsules foll ow ng
m croencapsul ati on shoul d be capabl e of being conpacted
into tablets with m nimal nenbrane fracture, as menbrane
fracture results in undesired drug rel ease causing
bitter taste."

Do you see that?

A Yes, ma' am
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Q So the m croencapsul ati on nmicrogranules in
Venkatesh -- strike that.

So, according to this paragraph in Venkatesh,
we woul d want to avoid drug release in the nouth because
it would cause a bitter taste, correct?

A If you've got a bitter tasting drug, that
m crogranul e they make is to deal with the bitter
tasting drug.

But again, there are other things that
Venkat esh pushes or presents -- the particle size you
need to get a good nmouth feel, the fact you can make it
in a conpressed tablet. There are any nunber of other
advant ages that a POSA would |look at this and say it has
a lot of valuable information in it.

Q If we go to claim1 of Venkatesh, which is on
page 7, it states that "What is clained: Claiml, a
tablet that rapidly disintegrates in the oral cavity
conprising a conpressed blend of rapidly dispersing
m crogranul es.”

Do you see that?

A Yes, m' am

Q And then the second limtation starts with "a
tast e-masked m crocapsule.”

Do you see that?

A Yes, | see "taste-masked m crocapsule.”
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Q So Venkatesh here is concerned with naking
rapi dly dispersing mcrogranules and taste-nmasked
m crogranul es that prevent bitter taste in the nouth,
correct?

A Yeah, it does, along with showi ng you can nake
a rapidly dissolving tablet. You can do it by
conpression. You've got rapidly disintegrating
particles or granules that aid in the disintegration.
Al'l of those things give you -- and all of those al so
| ead to better nouth feel.

So there's a |lot of things that Venkatesh
pushes or presents. But taste-nmasking is one of them
but it's not the only thing.

Q But claim11 in Venkatesh is addressing a
probl em t hat Venkatesh is attenpting to resolve,
correct?

MR. LUMAN: M scharacterizes the docunent.

THE WTNESS: It's dealing with a bitter drug.

M5. AGARWAL: Let's take a break.

(Recess taken from 11:48 to 11:57 a.m)

MS. AGARWAL: Thank you, Dr. Parr. | have no
further questions for you.

THE W TNESS: Okay.

MS. AGARWAL: Pass the wi tness.
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EXAM NATI ON
BY MR LUMAN
Q Dr. Parr, | have a couple questions for you.

If you'll take Exhibit 1020, which is Venkatesh.

A Ckay.

Q And would you turn with me to claim1 of
Venkat esh.

A Ckay.

Q Do you see the word "bitter” in claim1 of

Venkat esh?

A | do not.

Q I n your opinion, is claim1l of Venkatesh
limted to dealing with a bitter drug, or is it broader
than that?

A Well, it could be a bitter drug. Drugs have

netallic taste. So it could be any poorly tasting drug.

Q Woul d you turn in Venkatesh to paragraph 15.

A Okay. |I'mthere.

Q And do you see that the | ast sentence of
paragraph 15 tal ks about average particle size and ends
with a snooth creany nouth feel ?

A Yes, sSir.

Q Do the -- if you'll turn back to claiml with
me of Venkatesh.

Do you see that the first |limtation about
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rapi dly dispersing mcrogranules calls out a particle
size of less than about 30 m crons?

A Yes, sSir.

Q Does that particle size -- in your opinion,
woul d that particle size assist with anything about a
creany nouth feel, for exanple?

MS. AGARWAL: (bjection. Qutside the scope of
t he cross.

THE W TNESS: Yeah. |t does. The particle
Size has an inpact on nouth feel and texture that the
patient is going to feel. So a nice snooth, round
particle is going to have a better nouth feel than
sonething that's jagged or rough.

BY MR. LUMAN:

Q Ckay. |Is having a particle size of |ess than
about 30 microns limted to assisting with taste-nmask in
a bitter drug?

MS. AGARWAL: (bjection. Qutside the scope of
the cross.

THE W TNESS: There's a size you don't want to
go over froma nouth feel perspective. So, if you can
start with a smaller particle size and build the coating
up, it gives you nore |eeway to be able to develop a
taste-masked drug. O a coated particle, for that

matter. It doesn't even have to be a drug particle.
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MR.
MS.

L UMAN: No further questions.

AGARWAL : No questions.

(TI ME NOTED: 12: 02 P. M)
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DECLARATI ON UNDER PENALTY OF PERJURY

I, ALAN F. PARR, PHARM D., PH.D., the w tness herein,
decl are under penalty of perjury that | have read the
foregoing in its entirety; and that the testinony
contai ned therein, as corrected by ne, is a true and
accurate transcription of ny testinony elicited at said

time and pl ace.

Executed this day of __ 2025, at

(City) (State)

ALAN F. PARR, PHARM D., PH. D
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REPORTER' S CERTI FI CATI ON

|, Leslie Johnson, a Certified Shorthand
Reporter of the State of California, do hereby certify:

That the foregoing proceedi ngs were taken
before nme at the tinme and place herein set forth; that
any witnesses in the foregoing proceedings, prior to
testifying, were adm nistered an oath; that a record of
t he proceedi ngs was nmade by me using machi ne short hand
whi ch was thereafter transcribed under ny direction;
that the foregoing transcript is a true record of the
testi nony given.

Further, that if the foregoing pertains to
the original transcript of a deposition in a Federal
Case, before conpletion of the proceedings, review
of the transcript [ ] was [ ] was not requested.
| further certify | amneither financially interested in
the action nor a relative or enployee of any attorney or
any party to this action.

I N W TNESS WHEREOF, | have this date
subscri bed ny nane.

Dated: April 17, 2025
LESLI E JOHNSON
CSR No. 11451, RPR, CCRR
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