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AUGUST 25, 2025 MONDAY 9:02 A.M  SAN DI EGO, CALI FORNI A
* *x %
THE REPORTER: M nanme is Rosalie Kramm
California CSR No. 5469.
* * *
ALAN PARR, PHARM D,

havi ng been first duly sworn, testified as follows:

EXAM NATI ON
BY MS. AGARWAL:
Q H, Dr. Parr.
Good nor ni ng.
Nice to see you again.
Just for the record, could you please state
your name and address.
A Yes, ny nane is Alan Frank Parr, and ny address
is 23 Aennmore Court, Acworth, Georgia 30101.
Q Do you understand you're here today for the
cross-exam nati on on your reply declaration that you

submtted in | PR 2024-011977

A. Yes, mm' am

Q And that is relating to what 1'll refer to as
the "' 729 Patent," correct?

A. Yes, ma' am

Q Have you ever been deposed before?

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 004



© 00 N o o b~ w N Bk

N NN N NN R R R R R R R R R R
a A W N B O © 00 N oo o1 M W N O

Page 5

A Yes.

Q And have you had any di scussions with anyone
about the process for this deposition?

A. Just with counsel, explaining what was going to
be revi ewed, what dates and tines, yes.

Q So | understand you've been deposed before, and
we' ve been through this process before, but |I'mjust
going to explain it briefly here, and we'll get going.

So I'"'mgoing to be asking you questions today,
and you should answer themto the best of your ability.
And do you understand that you just took an

oath with the court reporter to tell the truth here

t oday?
A. Yes, m' am
Q s there any reason why you cannot conpletely

and truthfully answer my questions today?

A. Not that |'m aware of, no, ma' am
Q Do you understand that even if your attorney
obj ects during the deposition, you nmust still answer the

gquestion, unless he instructs you not to do so on the
basi s of privilege?

A. Yes, ma' am

Q And the court reporter cannot record a nod of
t he head or other body |anguage. So it's inportant for

you to give an audi bl e answer.
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Do you understand that?

A Yes, ma' am
Q I f you don't understand the question, please
l et me know, otherw se, we'll assunme that you understood

my question; is that fair?

A. Yes, m' am
Q And we'll try to take breaks every hour, but if
you need a break, just let nme know. | just ask that you

don't do so while a question is pending.
Do you understand?
A. Yes, m' am
Q And do you al so understand that under the
rules, you're not allowed to speak with any of the
attorneys here about your testinony or anticipated
testinony during breaks?
A Yes, mm'am
Q And you're not in conmunication right now with
anyone via text or chat functions of any sort?
A. No, ma'am | left nmy phone in the other room
Q Ckay. Great.
Have you had any di scussions with anyone
enpl oyed by Dr. Fal k about your deposition here today?
A. No, ma' am
Q And have you had any di scussions with any

i ndi vi dual s enployed by Dr. Fal k about the subject matter
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of your declaration?

A No, ma'am

Q Ckay. Go ahead and open your binder. W're
going to turn to Exhibit 1093. 1It's the third tab.
They're not quite in order.

A There is nothing behind that tab.

Q There is nothing behind that tab?

A There is sonething in front of it. Do you --

M5. AGARWAL: Do you have the reply declaration

here?
MR. LUMAN: Yes, | have it here.
M5. AGARWAL: Could you give it to Dr. Parr?
MR. LUMAN: Yes, | can get a copy for nyself.
MS. AGARWAL: Let's go off the record for a
second.

(Recess was taken.)
BY MS. AGARWAL:
Q Back on the record.
So we're at your reply declaration,
Exhi bit 1093, correct?
A. Yes, mm' am
Q And if you turn to the | ast page, that is your
signature, correct?
A. Yes, ma'am it's nmy electronic signature.

Q And it is dated July 10th, 2025, correct?
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A Yes, m'am

Q Did you discuss with Dr. Falk's counsel at any
point prior to submtting your reply declaration?

A. Can you ask the question again?

Q Sure. Prior to submtting your reply
declaration on July 10th, 2025, but after -- strike that.

Prior to submtting your reply declaration, how

many di scussions did you have with Dr. Fal k's counse

regardi ng your reply declaration?

A | have no idea. | don't recall the exact
nunmbers or nunber of nmeetings. | don't know that.
Q But you did discuss with Dr. Falk's counse

prior to submtting --
A. Yes, m' am
Q -- your reply declaration. Ckay.

And if we go to your "List of Materials

Consi dered," that starts on page Romanette i, correct?
A. Yes, mm' am
Q Go to page Rommnette iii. You cite to a nunber

of exhibits in your reply declaration that you did not
cite to in your opening declaration, correct?

A Yes, ma'am There are sone additional
docunments | revi ewed.

Q And t hose woul d be Exhibits 1073 to 1083, 1085
to 1092, 2007 and Paper 10, correct?
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A Yes, ma' am

Q And who first identified these new exhi bits?

A We had di scussions and then we -- we did
anot her search, and those were -- that was done by
Dr. Fal k's counsel.

Q So Dr. Falk identified these.

A. No, Dr. Fal k's counsel.

Q Sorry. Dr. Falk's counsel identified these new
exhibits to you?

A Based on di scussi ons we had, yes.

Q Did you identify any of these new exhibits?

A Not that |'m aware of.

Q Prior to submtting your reply declaration, did
you review any ot her docunents, other than those that are
listed here?

A No, ma'am

Q You're not relying on any other docunentary
evi dence to support your reply declaration, correct?

A. No, ma'am just the docunents |listed here.

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

A | met with M. Luman, M. Mnnick and -- |
forgot Eric's last nane, a third Fal k counsel nmenber.

Q And how long did you neet with them for?

A. We net on Thursday and Friday of |ast week.
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Q And did you review any docunents during your
pr eparation?

A. We tal ked about ny deposition -- ny report and
associ ated docunents.

Q Have you done any further investigation of
docunents or other evidence since July 10th, 2025?

A No, ma'am

Q Have you read Patent Owner's response and its
expert declaration that were filed in this mtter?

A If it was one of the docunents in this list, |
reviewed it. If it's not in this list, | don't recal
reviewing it.

Q So in this |list you have the Decl aration of

Dr. Martyn Christopher Davies. That is Exhibit 2007.

A Yes, mm'am

Q So you reviewed Dr. Davies' expert declaration,
correct?

A. Yes, mm' am

Q And it says here that you are also relying on

the Institution Decision, Paper 10, correct?

A. Yes, mm' am

Q So you've reviewed the Institution Decision.

A. | | ooked at both of those docunents, yes,
ma' am

Q Okay. Let's go to paragraph 23 of your
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decl aration. Here, about hal fway through the paragraph,
you state that in your first deposition you testified
that, "I haven't done a literature search on {fast

di ssolving | ozenges}, so | wasn't aware if there were any
fast-dissolving | ozenges in the prior art"; is that
correct?

A. Yes, that's what it states.

Q And at the tinme you had not done a literature
search on fast-dissolving | ozenges, correct?

A | did not. In nmy mnd there was no need to do
it, to be able to identify fast-dissolving | ozenges, and
it identified the use of its synocrint, and all of that
made perfectly sense to nme as a POSA.

Q Turn to page, page 13. Starting in paragraph
24 through paragraph 35, which is on page 18, you go
t hrough a nunber of exhibits as exanples of what you
claimto be fast-dissolving | ozenges, correct?

A. | go through docunents that |isted
qui ck-di ssol ving | ozenges, yes.

Q Just to be clear, Dr. Falk's counsel identified
t hese exanples to you, correct?

A. Yes, they did the literature search, because |
don't have access to the appropriate databases.

Q If we go back to paragraph 23, in this

par agraph, you don't define a disintegration time for
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fast-dissolving | ozenges, correct?
A. | do not, because | operate under the FDA's.
The fast-dissolving is sonething that dissolves
in afew-- that disintegrates in a few seconds, within a
few seconds or 30 seconds, based on the USP apparatus.
Q Let's turn to paragraph 24. Here you cite to

Exhi bit 1075, MEntee, correct?

A. Yes, ma' am
Q And you insert a quote from McEntee, the first
sentence states. "Fast nelt formulations are typically

in the formof tablets or |ozenges that dissolve or
di sperse in a patient's nouth within a mnute w thout the
need of water or chew ng," correct?
A. Yes, m' am
Q And you don't cite to any disintegration or
di ssolution data for the | ozenge from McEntee, correct?
A. No. That's a conplete repeat of what was in
t hat patent or that docunent.
Q Let's go to Exhibit 1075, which is MEntee.

This is the exhibit that you relied on, correct?

A. Yes, mm' am
Q And the quote that | just read to you comes
frompage 3, lines 20 to 28 in that paragraph, the second

sentence there, correct?

A. Yes, mR' am
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Q Okay. And you just stated that this sentence
enconpasses what is in the docunent, correct?
MR. LUMAN: Objection. Form mischaracterizes
his testinony.
THE WTNESS: It -- it is a reproduction of
what is in this docunent.
BY MS. AGARWAL:

Q Coul d you explain further what you nmean by

t hat .

A. Well, if you -- if you look at the sentence in
t he docunent, | believe it lines up with what's in --
what | highlighted. | can confirmthat just to nake
sure. But -- to view what | highlighted in paragraph 24

what is witten in this reference.

Q Okay. Let ne ask my question a different way.

You don't cite to anything else in

Exhi bit 1075, correct? You only cite to this quote.

A. Well, that's correct. It's just docunented
there was a | ozenge.

Q So you don't cite to any of -- you don't cite
to any data that m ght be in Exhibit 1075, correct?

A No, I -- | just cited that -- that particul ar
sentence that indicated there was -- there does exist a
fast-dissolving | ozenge.

Q And you don't cite to any definition in
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Exhibit 1075 that would indicate a disintegration tine,
correct?

A. Again, | -- | operate as any POSA woul d under
t he FDA gui dance docunent around what an ODT is.

Q And staying in Exhibit 1075, this portion that
you quoted in your reply declaration, this is the only

reference of a |lozenge in this reference, correct?

A | have to go back and re-read it to -- to see
if that's the only spot. | don't -- | can't -- | don't
menorize it. So | don't know [|I'd have to re-read the

docunment to confirmthat.

Q Well, if there were other references of
| ozenges in this reference, presumably you would put it
in your reply declaration, correct?

A. | -- 1 don't know. This -- this nmade -- ny --
this sentence made the point | was naking that there was

a fast-dissolving | ozenge.

So, again, | can re-read the docunent and
confirmwhether that's the only spot, but | don't -- from
menmory, | can't confirmthat.

Q Let's go to page 20 of Exhibit 1075. Ch, |I'm
sorry. Page 24.
McEnt ee di scl oses -- sorry.
Exhi bit 1075 di scl oses a nunber of exanpl es

starting on page 24, correct?
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MR. LUMAN:. Objection. M scharacterizes the
docunent .
BY M5. AGARWAL:
Q " msorry. | think it starts on page 23. It
goes to page 40.
A. Yes, it lists 21 exanpl es.
Q You didn't cite to any of these exanples in

your reply declaration, correct?

A | did not.
Q Okay.
A Again, the statement was to show that there

were fast-dissolving | ozenges, and that sentence
i ndi cated that.
Q Let's go back to your reply declaration.
If you want to pop it out of the binder, that
m ght be easier as well. W'Ill be going back to it a
bunch.
MR. LUMAN: | have a stapled one if you want to
switch. That way you can --
THE WTNESS: OCkay. |[|'Il take this one.
BY Ms. AGARWAL:
Q I n paragraphs 25 to 26 of your reply
decl aration you cite to Exhibit 1076 to Martin, correct?
A Yes, m' am

Q And you specifically cite to paragraphs 60, 67,
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and 64 of Martin, correct?
A Yes, m' am
Q Let's go to Exhibit 1076. This is the exhibit
that you're citing to in paragraphs 25 and 26, correct?
A. Yes, ma' am
Q Let's go to paragraph 60, page 22.

Thi s paragraph describes a sublingual tabl et
wafer, pellet, or |lozenge, i.e., a tablet wafer, pellet,
or a |lozenge, correct?

A Yeah. The sentence goes on with additional
words, but that's what it says, yes, nmm'am

Q And the | ast sentence of this paragraph states:
"General ly, a sublingual tablet, wafer, pellet or |ozenge
shoul d di ssolve or disintegrate quickly, allow ng the
anal gesic to be rapidly absorbed,” correct?

A Yes, ma'am

Q And is paragraph 25 of your reply declaration
you cite to that |ast sentence, correct, that | ast
par agraph of Exhibit 60 of Exhibit 1076.

A Yes, mm'am

Q Thi s paragraph does not give a reference of
time for "quickly," correct?

A. Agai n, a POSA would look at it knowing it is a
ODT and -- and would follow the FDA gui dance around

orally disintegrating tablets or dosage fornms.
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Q Let's turn to paragraph 67 in Exhibit 1076.
You quote this paragraph, paragraph 67, of Exhibit 1076,
i n paragraph 25 of your reply declaration, correct?

A. Yes.

Q The second sentence states that: "In certain
enbodi nents, the orally disintegrating tablets, wafers,
pellets, or lozenges of the present invention dissolve
conpl etely over a period of about 10 seconds to about 120
seconds, about 10 seconds to about 90 seconds, about 10
seconds to about 60 seconds, about 10 seconds to about 30
seconds, or about 20 seconds to about 60 seconds when
pl aced into human saliva or a solution that m m cs hunman
saliva," correct?

A. Yes, m' am

Q And these tine frames that are given refer to
the orally disintegrating tablets, wafers, pellets, or
| ozenges, correct?

A. Yes, mm' am

Q And this reference does not -- this reference
doesn't relate the specific time franes to a particul ar
dosage form correct?

A. | -- I"mnot sure | agree with that. It says,
“I'n certain enbodi nents, the orally disintegrating
tabl ets, wafers, pellets, or |ozenges dissolve," and it

gives the timng. So a POSA would | ook at that and give
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those timngs that are associated with any of those
dosage forns.

Q Let's go to Exhibit 1005 in your binder.

You rely on Exhibit 1005 in your grounds for
obvi ousness?

A. Yes, ma' am

Q Coul d you please read the title on the first
page.

A "Cui dance for Industrial -- "Cuidance for
I ndustry - Orally Disintegrating Tablets."

Q If we go to -- if we go to page 2 of this
exhibit --

MR. LUVAN: Is that page 2 on the bottom page
nunber ?

MS. AGARWAL: Yes.

MR. LUMAN:  Ckay.

THE W TNESS: Yes.
BY MS. AGARWAL:

Q The | ast paragraph states that -- the | ast
par agraph, second sentence states: "Based on the
ori gi nal product rational e and Agency experience, we
recommend that, in addition to the original definition,
ODTs be considered solid oral preparations that
disintegrate rapidly in the oral cavity, with an in-vitro

disintegration time of approximtely 30 seconds or |ess,
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when based on the United States Pharnacopeia
di sintegration test nethod or alternative."
Do you see that?
A Yes, m' am
Q So in Exhibit 1076, where the reference
provi des a range of about 10 to 30 seconds, you woul d

understand that to apply to ODTs, correct?

A. It is atime frane within the ODTs, yes. It
doesn't use the -- it doesn't state whether it uses the
USP to determne that. It just gives those ranges.

Q And the tinme frame from 10 to about 120
seconds, according to the FDA definition, would not be an

ODT, correct?

A. Let nme -- can | go back to that origina
document ?

Q Yes. It was Exhibit 1076.

A. 1076.

Q I n paragraph 67.

A. Okay. We have a difference here. In this it

tal ks about rel eases the anal gesic content over those
time periods. That defines dissolution.

The US- -- the FDA tal ks about disintegration.
The dosage formhas to disintegrate first before it can
di ssol ve

So, in this case, where they're tal king about
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di ssol ution, disintegration occurs before these tines
t hey have here, and, | believe, would neet what the FDA
defines as rapidly disintegrating in approximtely 30
seconds.
Agai n, the FDA says using the USP nethod. It
doesn't state what that nethod is in this one.
At least | didn't see it, anyway.

Q The second sentence, however, refers to
di ssol ving conpletely.

A. Uh- huh.

Q Correct?

A Correct.

Q And that would be what the FDA gui dance is
di scussing, correct?

A. The FDA gui dance di scusses disintegration, and
di sintegration has to occur before dissolution. So if
t hese dosage forns are dissolving within that 10 seconds
or that 120 seconds, they would have clearly
di sintegrated before that tine period.

Q So an ODT could dissolve in 120 seconds,
according to Exhibit 1076.

A. Yeah, it -- it -- present invention is al
conpletely over a period of 10 seconds to 120 seconds.
Right? That's dissolving. It would have disintegrated

much sooner than that, because it has to disintegrate
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bef ore the drug can dissol ve.

Q And in the first sentence where it states that:
"The orally disintegrating tablets, wafers, pellets, or
| ozenges rel ease their anal gesic contents to about 120
seconds," that would have to occur prior to dissolving at
120 seconds?

A Well, the word -- a POSA woul d | ook at the word
as content as the drug dissolving. And so the dosage
formhas to disintegrate first, and then once it
di sintegrates, then it can start to dissolve the drug.

And so content would be -- a POSA woul d | ook at
t hat as neani ng di ssol ved.

Q So in this context, then, would rel ease and
di ssol ve be synonynmous to a POSA?

MR. LUMAN: Objection. Form

THE WTNESS: It -- this tal ks about dissolve
in the timngs that you nentioned previously. So that's
the drug being in solution.

For a drug to be in solution -- if it's in a
dosage form a tablet, a wafer, or a | ozenge, that dosage
formhas to first disintegrate to nake the drug avail able
to be dissol ved.

So if it dissolves within 10 to 120 seconds, it
woul d have had to have disintegrated | ong before that for

the drug to be dissol ved.

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 021



© 00 N o o b~ w N Bk

N NN N NN R R R R R R R R R R
a A W N B O © 00 N oo o1 M W N O

Page 22

BY M5. AGARWAL:

Q Ckay. We can npbve on.

Let's go back to your reply declaration,
par agraphs 27 to 28. You cite to a reference called
Mezaache. Exhibit 1077, correct?

A. Yes, ma' am

Q And in your reply declaration you cite to
paragraphs 2, 3, 40, and 10 of Exhibit 1077, correct?

A. Yes, ma' am

Q Let's go to Exhibit 1077, to Mezaache, and this
is the exhibit you referred to, cite to, in your reply
decl arati on.

A. Yes, ma'am it appears to be.

Q Let's go to paragraph 2 of Exhibit 1077. The
first sentence of paragraph 2 states: "The invention
relates to conpressi ble conpositions and dosage forns
based t hereon, such as tablets and | ozenges whi ch, when
i nvested, quickly dissolve in the nouth, but which
effectively mask the taste of unpl easant active agent(s)
therein," correct?

A Yes, m' am

Q And you quote that in your declaration in
paragraph 27, correct? |t spans pages 14 to 15.

A Yes, m' am

Q This actually relates to taste-msking,
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correct?

A. It relates to rapidly-dissolving dosage forns,
whi ch includes | ozenges that -- and it also relates to
t ast e- maski ng, yes, nma'am

Q Par agraph 2 of Exhibit 1077 does not define
"qui ckly dissolve," correct?

A Again, it doesn't, but a POSA would be aware
that the definition of "quickly dissolve" was defined in
the FDA gui dance docunent around ODTs.

Q And the FDA guidance you're referring to is the
one we just |ooked at, Exhibit 1005, correct?

A. Yes, m' am

Q That FDA gui dance doesn't ever refer to

| ozenges, correct?

A Can we go back to that docunent?

Q Yes.

A | think it was 1005.

Q. Yes.

A. It refers to a solid dosage form It doesn't
limt itself to tablets, capsules, |ozenges. It says a

sol d dosage form which disintegrates rapidly in a matter
of seconds. So the docunent doesn't limt us to tablets,
capsul es, or |ozenges.

Q But this guidance is specifically for orally

di sintegrated tablets, correct?

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 023



© 00 N o o b~ w N Bk

N NN N NN R R R R R R R R R R
a A W N B O © 00 N oo o1 M W N O

Page 24

A. The -- the title indicates that, but, as you
read the docunent, a POSA woul d understand a solid ora
dosage form can contain tablets, capsules, |ozenges. It
doesn't limt itself by that definition.

And the only thing the guidance did was it
added on to that sentence that the testing should be done
with this type of apparatus.

So while the title mght say "tablets,” ODT is
a general term that, as this statenent says, enconpasses
al | dosage forns.

Q Okay. Let's turn back to Exhibit 1077. And if
we go to paragraph 3 of Exhibit 1077, the m ddle of the
paragraph, it states: "One aspect associated with
aneliorating the effects of ingesting nolecules that are
generally unpal atable is to provide the drug in dosage
forms, such as tablets and | ozenges, which, when
i ngested, quickly dissolve in the nmouth.”

Do you see that?

A Yes, | do.

Q And you quoted this sentence in your reply
decl aration, correct, in paragraph 277

A Let's see here. 27.

Q It is the first full quote there.

A. Right. Yes, nma'am
Q

Thi s paragraph, paragraph 3, does not define
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"qui ckly dissolve," correct?

A. Again, it does not, but, again, a POSA would be
aware of the FDA guidance that we just discussed with the
definition of a rapidly-dissolving dosage form

Q If we go to the next sentence in paragraph 3 of
Exhi bit 1077, it defines tablets. It states: "Tablets
may be defined as solid dosage pharmaceutical forns
contai ning drug substances with or w thout suitable
fillers."

Do you see that?

A. Yes, ma' am

Q Exhi bit 1077 does not define | ozenges anywhere,

correct?

A. |'"d have to -- | don't -- didn't put that down
to nmenory. |'d have to read the whole docunent to
determ ne whether it does. It does identify

fast-di ssolving | ozenges, which was the reason
referenced this docunent.
Q Let's go to paragraph 40 of Exhibit 1077.

The | ast sentence of paragraph 40 states:
"Tabl ets and ot her dosage forns, e.g., |ozenges, nade
therefromrapidly dissolve when placed in the nouth,
generally | ess than 30 seconds.™

Do you see that?

A. Yes, mR' am
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Q And you quote this in your reply declaration,
correct?

A. Yes, ma' am

Q This is the third and |l ast reference to a

| ozenge in this Exhibit 1077, correct?

A. | would have to go back and re-read the whol e
docunment. | didn't count the nunber of tinmes "lozenge"
was used, so | can't say if it is or it isn't.

Q If there are any other references to a | ozenge
in Exhibit 1077, you would have put themin your reply
decl aration, correct?

A. Not necessarily. | -- | think the argunents
were substantial where the docunent has al ready shown --
t al ked about rapidly-dissolving | ozenges, and |'ve
identified it twice. I'mnot so sure if a third or
fourth time would have made any difference.

The docunent clearly shows that -- indicates a
rapi dl y-di ssol ving | ozenge.

Q And goi ng back to your reply declaration,

Exhi bit 1093, the only other citation you have to
Exhi bit 1077 is paragraph 10, correct?

A. Yes, m' am

Q You don't cite to any exanples disclosed in
Exhi bit 1077, correct?

A. | do not.

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 026



© 00 N o o b~ w N Bk

N NN N NN R R R R R R R R R R
a A W N B O © 00 N oo o1 M W N O

Page 27

Q Then goi ng to paragraph -- paragraphs 29 and 30
of your reply declaration, you cite to Exhibit 1078,
Augsburger, correct?

A Yes, m' am

Q And in paragraph 29, you cite to paragraph 143
of Augsburger, correct, and paragraph 43?

A. Yes, ma'am | cite paragraph 43 and 143. |
think | also cite 83 to 84.

Q Yes.

A And 79 and 85.

Q Let's turn to Exhibit 1078. This is the

reference that you cite to in your reply declaration

correct?
A. Yes, m' am
Q And in your reply declaration, you don't cite

to any tinme frames for | ozenges which have a rapid
di sintegration rate, correct, in paragraphs -- in
par agraph 29, your reply declaration?

A. | do not cite any times. It just indicates
rapidly disintegration rates, which, again, a POSA woul d
be famliar with what that neans according to the FDA
gui dance.

Q And goi ng back to Exhibit 1078, paragraph 43,
the first sentence states: "The invention still further

relates to nmethods for preparing rapidly-disintegrating
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dosage fornms conprising active cushi oning conponents of
the invention."
Do you see that?

A. Yes, ma' am

Q And the end of the second sentence refers to
tabl ets or | ozenges which have rapid disintegration
rat es.

Do you see that?

Yes, ma'am

VWat is the time frame that the | ozenge, which
has a rapid disintegration rate, would dissolve in?

A Again, a POSA would | ook at it based on -- it
says rapidly-dissolving. So a POSA would look at it in
relationship to the FDA gui dance.

Q Go to paragraph 143, page 9. This states: "In
anot her enbodi nent, the present invention relates to a
rapidly disintegrating | ozenge.™

Do you see that?

A. Yes, ma' am

Q What is the time frame that the rapidly
di sintegrating | ozenge di ssol ves in paragraph 143?

A. Agai n, a POSA would | ook at that in
relationship to the FDA gui dance that we di scussed
previously.

Q So Exhibit 1078 doesn't disclose a tine frane
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for when the | ozenge is dissolved, correct?

A. |'d have to re-read the docunent. | didn't put
that down to nenory. It may be in there. | don't
recall.

Q If there was a tine franme for a | ozenge to be

di ssolved in, you would put it in your reply declaration,
t hough, correct?

A. Possi bly. Again, the goal was to identify
rapi dl y-di ssol ving | ozenges, which this docunent and
those references did.

Q And let's go to paragraph 61 of Exhibit 1078,

page 4.
A I"'m-- I"msorry. Wich?
Q Par agraph 61 of Exhibit 1078.
A Par agraph 61. Ckay. |'msorry.
Q There are a | ot of nunbers.
A. Yeah. Ckay.
Q Par agraph 61 states: "As used herein, the

phrase 'fast-disintegrating tablet' enconpasses a tabl et
having a disintegration tinme on the tongue w thout the
addition of liquid beyond that normally available in the
nmout h due to salivation of between zero to due to 60
seconds with the nost preferred disintegration time of
zero to 20 seconds.”

Do you see that?
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A Yes, ma' am

Q This reference doesn't have a sim |l ar
definition for a rapidly disintegrating tablet, correct?
O -- sorry, arapidly disintegrating | ozenge.

A. Again, | think the POSA would | ook at this
as -- a fast disintegrating tablet as a general term and
t hat enconpasses anything that is | abeled as a fast
di sintegrating tablet. So that would include tablets,
| ozenges, capsul es; whatever the inventor in this case
i ndicated, that it's a fast-dissolving | ozenge.

Q Goi ng back to your reply declaration, in
paragraph 31, you cite to Exhibit 1079 to Tang, correct?

A I n paragraph 317

Q Yes.

A. Yes, ma'am | do.

Q Let's go Exhibit 1079. This is the reference
that you cite to in your reply declaration, correct?

A Yes, ma'am it is.

Q And if we go to columm 14 of Exhibit 1079, in
your reply declaration you quote from Tang, colum 14,
lines 9 to 13, correct?

A. Yes.

Q That states: "In another enbodi nent, the
i nvention provides 'fast nmelt' fornulation. Such fast

nmelt formulations are typically in the formof a tabl et
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or | ozenge that dissolve or disperse in a patient's nouth

in a mnute wthout the need of water or chew ng,"

correct?

A. Yes, ma' am

Q If you ook at Exhibit 1079, the next sentence
after that sentence states: "Such fast nmelt fornul ations

are described in WO 03/074029."
Do you see that?

A. Yes, ma' am

Q This reference, WO 03/074029, is the MEntee
reference that you cite to in your reply declaration as
Exhi bit 1075, correct?

A Yes, ma'am it is.

Q And the portion that you cite to from Tang from
Exhi bit 1075 -- excuse nme -- Exhibit 1079 in your reply
declaration is identical to the portion you quote from
McEntee in your reply declaration, correct?

A |"d have to check that.

Q So we can conpare paragraph 24 of your reply
decl arati on, paragraph 21 of your reply declaration,
starting with "such fast nelt fornul ations"” and "fast
melt formulations.”

A. Yeah. | n paragraph 24, | don't see "such --" |
don't see the same thing. | don't see "such fast nelt

formul ations are typically" -- that. | don't see that in
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par agraph 24.

Q So after the word "such," starting in paragraph
31, starting with "fast nelt fornmulations are typically
in the formof a tablet or |ozenge that dissolve or
di sperse in a patient's nouth within a mnute w thout the
need of water or chewing," that is the sane as the first
sentence of the quote in paragraph 24, correct?

MR. LUMAN: M scharacterizes the docunent.

THE W TNESS: The words are the sanme, but you
could find that statenent in any nunber of docunents.

Now, whether it cane specifically fromthat
docunent, | can't say, because it is not verbatimwth
what's in the MEntee.

So if it was word for word, | would agree with
you, but it is not word for word.

So is that verbiage simlar to what is in
there? The answer is it is. Didit cone fromthere? |
can't confirmthat.

BY MS. AGARWAL:
Q You do agree that the sentence in Exhibit 1079
after the portion you quote, "Such fast nelt
formul ations,” starting with, "Such fast nelt
formul ations,"” refers to the McEntee reference, correct.
A Yeah, that does refer to the McEntee reference,

yes.
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Q And you don't cite to anything else from
Exhibit 1079 in your reply declaration, correct?

A. No. That's the only thing | state to --
because, again, | was -- the purpose was to identify the
exi stence of fast-dissolving | ozenges, and that paragraph
did that.

Q And you don't cite to any definition of fast
melt formul ations or dissolution data from Exhibit 1079,
correct?

A | did not. | don't know if the docunent

identified what the definition of rapidly disintegrating

was, but it may be in there. | don't recall it by
menory.
Q If it were in the reference, you would have put

it in your reply declaration, correct?

A Not necessarily. Again, | think the statenent
was -- it was selected to show that a fast-dissol ving
| ozenge does exist, and that docunment | selected does
i ndi cate that.

Q Okay. And if you turn to colum 17 of
Exhi bit 1079, starting at line 19 and going to colum 19,
line 44, 45, Exhibit 1079 di scl oses a nunber of exanpl es,

correct?
A. Yes, ma'am it shows ei ght exanpl es.
Q You don't cite to any of these exanples in your

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 033



© 00 N o o b~ W N P

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

Page 34

reply declaration, correct?
A | do not.
Q Let's go back to your reply declaration.
| n paragraph 32, you cite to Exhibit 1080 to
Si ngh, correct?

A Yes, ma'am

Q And you cite to paragraphs 57 and claim 11 in
par agraph 32, and in paragraph 33 you cite to paragraph
61 and 83 of Exhibit 1080, correct?

A Yes, ma'am

Q And i n paragraph 32, you quote portions of
Singh, which refer to quick-dissolving tablets or
| ozenges, correct?

A. Yes, ma' am

Q And you quote, claim 11, which discloses a
qui ck-di ssol ving | ozenge or tablet, correct?

A Yes, m' am

Q You don't provide any tine franme for
di ssolution for the disintegration rate for the
qui ck-di ssol ving | ozenge.

A. Again, | didn't -- did not, because a POSA
woul d under stand what those terns nean based on the FDA
gui dance.

Q And let's go to Exhibit 1080, to Singh. This

is the reference you cite to in your reply declaration,
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correct?
A Yes, ma' am
Q Let's go to paragraph 57.

And the | ast sentence of paragraph 57 states:
"Preferably, the conpositions of the present invention
are fornmul ated as a tablet or |ozenge, in particular
qui ck-di ssolving tablets or | ozenges, such as those

described in U S. Patent Publication No. 20050226925, "

correct?
A. Yes, m' am
Q How qui ckly does the quick-dissolving tablet or

| ozenge in this paragraph disintegrate?

A. Again, as a POSA reads it, they -- they'd base
that disintegration, it says rapidly disintegrating or
qui ck-di ssolving, they would follow the FDA gui dance as
to what that neant.

Q If we go to claim11l, which is the claimyou
quoted in your reply declaration, correct?

A Yes, m' am

Q This discloses a quick-dissolving | ozenge or
tablet, correct?

A Yes, ma'am it does.

Q How qui ckly woul d this quick-dissolving | ozenge
or tablet dissolve or disintegrate?

A. Agai n, a POSA woul d know based on the FDA
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gui dance. It would go by the FDA guidance of a
description of a quick-dissolving or an ODT product.

Q If we go to claim 12, claim1l2 states: "The
phar maceuti cal conposition of claim1, wherein the
conposi tion provides conplete dissolution in about 6
m nutes or less follow ng adm nistration.”

Do you see that?

A. Yes, ma' am
Q So woul d a qui ck-dissolving | ozenge or
tablet -- strike that.

Does a qui ck-di ssolving | ozenge or tabl et
al ways disintegrate within 60 seconds?

A It depends on -- | would assune it would depend
on the nmethod you used. Based on the FDA gui dance, they
i ndi cate 30 seconds using a USP method. So in -- in --

You' ve got two questions there: One is
di sintegration and one is dissolution.

Di sintegration has to occur. Dissolution has
to occur second.

So which one would you like me to respond to?

Q So does -- would you understand a
qui ck-di ssol ving | ozenge, based on the FDA guidance, to
al ways disintegrate within 60 seconds?

A Their recommendation is -- if | recall, I'd

have to go back and | ook. Let ne check and nake sure of
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t he approxi mtely 30 seconds? Let's see. That was 1005,
right? 1Its definition says "in a matter of seconds." It
doesn't define nunmber of seconds. For exanple, and it
al so says, for exanple, that tal ks about 30 seconds in
t here.
So | guess if you could repeat your question, |

could try to answer it.

Q Woul d you al ways expect a qui ck-dissol ving
| ozenge to dissolve within 60 seconds?

A Based on the FDA guidance, it tal ks about
di sintegration. It doesn't nention "dissolve.” So it
could easily disintegrate nuch sooner than 60 seconds,
but it could take 60 seconds for it to dissolve.

Q So you woul d understand a qui ck-di ssol ving
| ozenge or tablet to disintegrate within 60 seconds
according to the US -- or according to the FDA gui dance.

A. It -- it tal ks about disintegration in the

gui dance, and it says "seconds," dissolves within
seconds. It doesn't define exactly the nunber of
seconds, but it would have to disintegrate before it
di ssol ves.

And -- and in 11 it tal ks about
"qui ck-di ssolving," and you've referenced six mnutes, it

tal ks about dissolving, but that disintegration could

have occurred nuch sooner than that 6-m nute tinme point.
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Q The FDA gui dance does give a tine frane,
correct? It adds on 30 seconds, or less, as part of the
disintegration rate for orally disintegrating tablet,
correct?

A. What it does say is: "W surveyed applications
of products submtted to Agency. Conpleted reviewin the
| aboratory show that although disintegrations did range
froma few seconds to |onger than a mnute, the majority
of these disintegrate within 30 seconds or |ess.”

So that's based on data that they' ve observed.

Q And the | ast paragraph on nunbered page 2, in
Exhi bit 1005, states that: "The FDA recommended that in
addition to the original definition, ODTs be considered
solid oral preparations that disintegrate rapidly in the
oral cavities with an in vitro disintegration tinme of
approxi mtely 30 seconds or |ess,"” correct?

A. Correct. But, again, it says "approximtely 30
seconds.” So we've got sone | eeway there based on the
size of the tablet, the type of disintegration
formul ati on that was used. | think that's recommended --
that's nmentioned in -- if you go to page 3, in, like, the
third paragraph, it talks about additional paraneters for
consi derati on.

MS. AGARWAL: We have been going for about an

hour. Do you can want to take a break?
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THE W TNESS:  Sure.
(Recess was taken.)

BY M5. AGARWAL:

Q Let's go to your reply declaration,
Exhi bit 1093, and go to paragraph 34.

A Ckay.

Q And in the paragraph 34, you cite to
Exhi bit 1081, to Barman, correct?

A. Yes, ma' am

Q And you quote portions of Barman, paragraph 44,
and clainms 31 and 33 in Exhibit 1081, correct?

A. Yes, ma' am

Q And in quoting your first quote of Barman, of
Exhi bit 1081, you quote, "A fast-dissolving dosage form
such as a tablet, troche, or |ozenge," correct?

A Yes, ma'am

Q And for clainms 31 and 33, these clains refer to
a nmethod for preventing oral nucositis conprising the
adm ni stration of fast-dissolving |ozenge or troche
di ssol ved in the mouth, correct?

A Yes.

Q You don't provide any tine frame for
di ssolution or disintegration for the fast-dissolving
| ozenge in your reply declaration, correct?

A. | do not. Again, a POSA would follow the FDA
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suggestion or guidance as to determ ning what that is.
Q Let's go to Exhibit 1081, to Barman. This is

the reference that you cite to in your reply declaration,

correct?
A Yes, ma' am
Q If we go to paragraph 44, it states: "A

fast-di ssol ving dosage form such as a tablet, troche, or
| ozenge or dry film is preferable for delivery of the
beta G ucan containing prophylactic or therapeutic in the
oral space," correct?

A. Correct.

Q It's your opinion that a POSA would read the
fast-di ssol ving dosage form such as a tablet, troche, or
| ozenge, to be according to the FDA gui dance, correct?

A. Again, if it wanted to be a fast-dissolving
dosage form yes, nmm'am

Q And does Exhibit 1081 disclose a tinme frame for
fast -di ssol vi ng anywher e?

A I"d have to re-read it, but | didn't -- | don't
recall right offhand whether it does or doesn't.

Q If it did, you would include that in your reply
decl aration, correct?

A. Agai n, maybe not. | -- | wouldn't think so,
because, again, the goal was to identify fast-dissolving

| ozenges, and paragraph 44 indicates a fast-dissolving
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| ozenge, and a POSA woul d know based on FDA gui dance what

t hat neans.

Q And if you -- and you don't cite to any
exanples of -- in Exhibit 1081, correct?
A. | don't see where it indicates any exanpl es.

Q Exhi bit 1081 doesn't have any exanples of a
fast-di ssolving | ozenge, correct?

A | don't -- | don't see anything in there. It
just references -- it indicates that the patent covers a
fast-dissolving | ozenge.

Q Let's go back to your reply declaration. In
paragraph 35 you cite to Exhibit 1082 to Than; is that
correct?

A. Yes, ma' am

Q And you cite to page 2 of Than which states
that: " Conpoundi ng pharmaci es can prepare uni que routes
of adm nistration, such as a quick-dissolving | ozenge, a
| ol i pop, or a transdermal patch,” correct?

A Yes, m' am

Q In your reply declaration, you don't provide
any tinme frame for dissolution or disintegration for the
qui ck-di ssol ving | ozenge di sclosed in Than, correct?

A. Agai n, based on FDA gui dance, that termis
defi ned.

Q And if we go to Exhibit 1082, to Than, this is
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the reference that you cite to in your reply declaration,
correct?

A. Yes, ma' am

Q Go to page 2, about a little nore than hal fway
down the page, where it states: "Prepare unique routes
of adm nistration such as quick-dissolving | ozenge,
lollipop, or transdernmal patch."” That's what you quote
in your reply declaration, correct?

A. Yes, m' am

Q And it's your opinion that the quick-dissolving
| ozenge di scl osed here woul d di ssolve or disintegrate
according to the FDA guidance, correct?

A. A POSA would -- would read that as
qui ck-di ssol ving and put that with the FDA gui dance, yes,
ma' am

Q Let's go back to your reply declaration,
Exhi bit 1093, and let's go to paragraph 52. Here in
paragraph 52 you point to exanples of solid ODT
formul ati ons that have the same drug dosage anmount as the

corresponding liquid fornulation, correct?

A. Yes, mm' am

Q And then you |ist out four exanples, correct?
A. Yes, ma' am

Q Those are Claritin, Zofran, Cl arinex, and

Pepci d, correct?
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A. Yes, ma' am
Q The first exanple you point tois Claritin ODT
and liquid syrup, which are both dosed at 10 m|li grans,

correct?
A. Yes, m'am
Q Claritin or loratadine, | believe it's

pronounced - -

A. Uh- huh.

Q -- 1s absorbed system cally to provide
t herapeutic effect, correct?

A Yes, ma'am it is.

Q And that would be both the ODT and the |iquid
syrup, correct?

A Yes, m' am

Q And the ODT and liquid syrup are both
adm ni stered orally, correct?

A Yes, m' am

Q And based on your know edge, neither the ODT

nor the liquid syrup has a nodified rel ease profile,

correct?
A. |'d have to re-read the insert, but none of
these woul d indicate that they -- at |east these two

products have a nodified rel ease, no, nma'am
Q So both the ODT and liquid syrup for Claritin

are adm nistered in the same route and have the sane
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rel ease profile, correct?

A. They are adm ni stered the sane route. |'d have
to go back and | ook at the package inserts to see if
t hey' re bi oequivalent or not. That, | don't know.

Q Let's go to Exhibit 1089, which is the Claritin
i nsert, correct?

A. Yes, ma' am

Q Okay. | apologize. It is very tiny.

On page 1, if you go to the third bol ded

section header, it says, "Pharmacokinetics Absorption."

Do you see that?

A. Yes, ma' am
Q The package insert here states, the second
sentence, it starts with: "Based on a cross-study." |

don't know if you can read that.

A Alittle bit.

Q Okay. It states: "Based on a cross-study
conpari son of single doses of |oratadi ne syrup and
tablets given to healthy adult volunteers, the plasm
concentration profile of decarboethoxy-I|oratadine for the
two formul ations is conparable.”

Do you see that?

A. Yes.

This type of cross-study establishes that the

syrup formand the tablet form have conparabl e plasm
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concentrations in subjects, correct?

A. It does. This says "conparable.” It doesn't
say "bioequivalent,"” but it says "conparable," yes.

Q That woul d nmean the bioavailability of the drug
is conparable or simlar, correct?

A Yeah, | don't know what their definition of
"conparable" is, but it says, "conparable."

Q Does the FDA define "bioequivalent"?

A. They do.

Q And they define it as "conparable," correct?
A. That, | don't know. Bioequival ence has very
defined paraneters. | don't know whet her "conparable" --

| don't believe the FDA has a definition around
"conparable.”

Bi oequi val ence is very clear. They have very
clear criteria.

Q When switching fromone dosage formto anot her
for exanple, froman ODT to a liquid, or vice versa, you
woul d need to ensure that the -- there was
bi oequi val ence, correct?

MR. LUMAN: Objection. Forn inconplete
hypot heti cal .

THE W TNESS: When we go from one fornul ation
to the next, we would do PK studies, and typically we

woul d do a pharmacoki netic study, which would be
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bi oequi val ence that shows based on bi oequi val ent --
bi oavail ability paraneters they are equivalent to the
FDA, yes, nmm'am
BY M5. AGARWAL:
Q Let's go back to your reply declaration. The

second exanple you give is for Zofran, correct?

A. Yes, ma' am

Q And the Zofran ODT and the oral solution are
both dosed at either 4 mlligranms or 8 mlligrans,
correct?

A. Yes, m' am

Q And you al so state that the oral solution and

the ODT are bioequival ent, correct?

A. Yes, m' am

Q Zofran or -- | believe it's pronounced
ondansetron --

A. Very good.

Q -- are systemcally acting, correct?

A. They are.

Q That would be in both ODT and the oral
solution, they're both systemi cally acting.

A. Correct. | would like to clarify one point.

Again, it goes back to disintegration. \Whether

a drug acts systemcally or locally, it's based on the

drug. |It's a far bigger challenge to get a drug absorbed
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orally than it is to get it to work topically.
In both cases, topical or oral, it has to
interact with the G tract.

And in the case of systemc, it has to get

through the G tract and then to the systemc. [In the
case of topical, it just has to interact with the
t opi cal .

So the fact that you can -- ODTs and oral

sol utions are equival ent systemcally neans there is
going to be equivalent topically, as well, because
topical interaction is the first step in getting the drug
absorbed to get to the nenbrane.

Q That woul dn't apply to drugs that are not
system cally avail abl e, though, correct?

A. "' m not sure | understand the question. Could
you rephrase it?

Q So you described that system cally-acting
drugs, there is the interaction with the G tract. It
needs to be absorbed.

A Uh- huh.

Q The topically-acting drugs, it's only the site
of action that matters, correct?

A. That's actually not true. In the case of
desoni de, not only does it interact topically, but it

does get in the systemc, but it's cleared by the liver
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before it gets to the systemc.

So the topical could be local, or it could be
systemc. It's just that it's cleared before it gets to
t he bl oodstream

But irrespective, topical or systemc, there is
al ways an interaction with the G tract, topically or
system cally, for that -- for any drug.

Q When you tal k about the absorption of the
budesoni de system cally, that's not referring to any
therapeutic effect, correct, because therapeutic effect
of budesonide is topical?

A. That's correct. The -- there is a topical
effect with the interaction with the system The drug
does get absorbed, but it's netabolized by the |iver
before it gets to generating any system c activity.

Q What percentage of budesoni de is absorbed?

A. You know, | -- 1 think it's around 10 percent.
| think that was the nunmber that Dr. Davies nmentioned in
his reply, but I'm-- it'sin-- it's |ow enough to where
it doesn't generate any system c effect.

Q | believe we were tal king about Zofran in your
exanmpl e, paragraph 52 of your reply declaration.

So based on the discussions that we just had,
and your statenent here that the ODT in oral solutions of

Zofran are bioequival ent, that would nean that both the
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ODT and the oral solution have simlar rates of

absorption into the bl oodstream correct?

A. Yes, ma' am
Q Okay.
A Whet her you give it as an ODT or an oral

solution, you're going to get the sanme blood |evels.
Q And that's inportant -- the absorption is

i nportant for therapeutic effect for a drug |ike Zofran,

correct?
A. For that drug, yes, nm'am
Q The third exanple, you cite to is Clarinex or

desl or at adi ne, correct?
A. Yes, mm'am

Q And the Clarinex ODT and liquid syrup are both

dosed at 5 mlIligrans, correct?

A. Yes, ma' am

Q And desl oratadine is systemcally acting,
correct?

A. Yes, ma' am

Q Let's go to Exhibit 1091. This is the exhibit
you cite to for your Clarinex exanple, correct?

A. Sorry. | phased out. M apol ogies.

Q OCkay. If you turn to page 2, there is a
headi ng that states, "Pharnmacokinetic Absorption,"

correct?
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A Yes, m'am

Q And this section goes from page 2 to page 3,
correct?

A Yes, m' am

Q And at the top of page 3, the first paragraph
states: "The pharmacokinetic profile of Clarinex syrup
was evaluated in a three-way crossover study in 30 adult

volunteers. A single dose of 5 ms of Clarinex syrup

containing 5 mlligrans of desloratadi ne was
bi oequi val ent to a single dose of 5 mlligrans Clarinex
tablet."

Do you see that?

A. Yes, m' am

Q Are so this type of study establishes that the
syrup formand the tablet form have bi oequi val ence,
correct?

A. Yes. It neans that an ODT that disintegrates
or dissolves in the nmouth in a small volune is equival ent
to the bioavailability of, in this case, an oral syrup.
Yes, ma' am

Q Corticosteroids, such as budesoni de, have very
| ow bi oavailability, correct?

A | don't know that. | know budesoni de and t hat
there are corticosteroids |ike Prednisone, Prednisolone,

they're systemcally active, but | don't know what
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percent of bioavailability.

Q A topical corticosteroid, such as budesoni de,
has low to no bioavailability, correct?

A. No, that's not true. It -- it acts locally.
It gets to the liver, and it's rapidly netabolized to its
inactive form So it depends on how you define
"absorbed. "

The FDA defines "absorbed" as to what gets in
the system c circul ation, whether it is active or
met abol i zed.

So in the case of budesonide, |I'm assum ng that
it's metabolized to an inactive. You may still nmeasure
that, and that's how you use to cal cul ate their overal
bi oavail ability.

Q The ' 729 Patent clains topical corticosteroids
with no system c activity, correct?

A Correct. Right. But, again, as | said
previ ously, budesoni de doesn't have activity, because
it's rapidly netabolized in the liver. So its active
conponent gets to the system c circulation in very, very
smal | anounts.

Q So for the '729 Patent, in topical
corticosteroids, a neasure of bioavailability is not
appropriate or relevant to determ ne the therapeutic

effect of that corticosteroid, correct?
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MR. LUVMAN: M scharacterizes the docunent;
i nconpl ete hypot heti cal .

THE WTNESS: The -- if you're asking in those
studi es, would you do -- neasure blood levels. [Is that
what you are asking?

BY MS. AGARWAL.:

Q | "' m aski ng whet her a neasure of bioavailability
is relevant to determ ne the therapeutic effect of a
topical corticosteroid.

A The FDA expects you, even for topical, any
topical, to neasure blood |levels to determ ne what
percentage gets there systemcally, so that PK anal ysis
is done.

In the case of budesonide, it works locally.
It's rapidly netabolized in the liver, but it's still
goi ng to generate sone PKs.

So the FDA requires the conpany to understand
that drug and that process.

Does that answer your question?

Q But that's not relevant to therapeutic effect
of budesoni de, correct?

A. It -- the therapeutic effect is topically, but
you still have to nmeasure that in clinical studies to
ensure that your fornmulation hasn't changed where you get

a higher bioavailability than in a different formnulation.
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But the efficacy isn't determned -- isn't
determ ned by PK. It's determ ned by clinical studies.
Q The fourth exanple that you give in paragraph

52 is Pepcid or fanotidine, correct?

A Fanoti di ne, yes, mm'am
Q | got three out of four.
A. You are doing very well for a non-pharmacist.

You' re doing excel |l ent.

Q The Pepcid ODT and oral suspension are both
dosed at 40 mlIligrans, correct?

A. Correct.

Q And the ODT and the oral suspension are
bi oequi val ent, correct?

A. Correct. So this exanple, along with the other
three, show that -- or two of the three that have
bi oequi val ence -- that you can take an ODT and get an
equi val ent exposure as you do a solution or suspension.

In this case, it's a suspension, not a
sol uti on.

So -- so, again, it shows a POSA, that going
froma solution or a suspension to an ODT, you don't have
to change the dose, and you're going to get simlar
bi coavailability system cally, which neans you're going to
get simlar exposure topically, because you have to give

t he sanme exposure topically to the G tract to get the
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sane exposure systemcally.
Q Where in the G tract are these system c drugs

absorbed according to the exanple?

A. | couldn't even begin to tell you.
An absorption can occur in the stomach. It can
occur in the early small intestine. |t can occur in the
late small intestine. |[|'ve devel oped drugs that had high

absorption in the colon. So I'd have to sit down and
eval uate each drug to figure out where they're absorbed

at. And it could be all the way across those areas.

Q And none of those are in the upper G tract,
correct?
A. | have no idea. The -- the fanptidine is used

to treat ulcers. So that could be ulcers in the stomach
and the esophagus, because you have reflux. So at |east
fanotidine could be to treat ulcers in the | ower
esophagus, early small -- which is the early snal
intestine, early G tract, or the stomach.

Q But the fanptidine is a system cally-acting
drug, correct?

A. It is. But it may have a topical conponent. |
don't -- | know what the drug is used for. | don't know
if it's just systemic or if it's topical as well.

But you asked, these don't work in the upper G

tract, and the answer is Pepcid does, because it could be

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 054



© 00 N o o b~ w N Bk

N NN N NN R R R R R R R R R R
a A W N B O © 00 N oo o1 M W N O

Page 55

t he stomach or the esophagus where the ulcers are at.

Q Your reply declaration doesn't cite to any
exanpl es that show a topically-acting corticosteroid in
liquid formthat can use the sane dose as a
topically-acting drug in an ODT, correct?

A |"m sorry. Rephrase that again.

Q You don't cite to anything in your reply
decl aration that shows a topically-acting corticosteroid
inaliquid formthat has the sane dose as a
topically-acting corticosteroid in an ODT, correct?

MR. LUMAN: Objection. M scharacterizes the
docunent .

THE WTNESS: | don't show specific exanples,
but, again, a POSA would realize topically is very easy
to do, because | don't have to get the drug absorbed. So
if I can get the same |evel of drug with an ODT, as | do
with the syrup or a solution, which these four exanples
show, | can do it with a systemc, if | can do it with a
system c, a POSA woul d know you can do it topically,
because it has to interact topically before it can go
system cally.

So by proving it's a system c activity, a
priority would prove that it's working topically or -- or
it interacts topically for that topical drug to do what

it needs to do.
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So that was the purpose of these exanples, is
to show -- in particular, topical, |I don't need a higher
dose. Systemcally, | don't need a higher dose. So,
topically, | shouldn't need a higher dose, either, a POSA
woul d know that, for the same indication.

Now, if you changed nmedi cal indications, then
t hat m ght change.

But for the sanme indication, you shouldn't need
that if it's an ODT versus a solution or a suspension.

M5. AGARWAL: Let's take a five-m nute break
before we go on to the next topic.

MR. LUMAN: Sure.

(Recess was taken.)

BY M5. AGARWAL:

Q Let's turn to paragraph 75 of your reply
declaration, and in this paragraph you refer to the '865
Patent, correct?

A Yes, ma'am

Q That is Exhibit 1085.

A Yes, mm'am

Q Let's go to Exhibit 1085. This is the patent

you are referring to in your reply declaration, correct?

A. Yes, ma' am
Q Look at the first sentence of the abstract. It
states: "A taste-masked m crocapsul e conposition for
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adm ni stration of the drug is provided," correct?

A Yes, ma' am

Q If we go to colum 4 of the '865 Patent, |ine
12, 12 or 13, it starts: "The term'drug'" in quotation
mar ks.

A. Yes, m' am

Q Do you see that?

A. Yes, ma' am

Q And so this paragraph defines the term"drug,"
correct?

A It says, "Any therapeutic, or otherw se, active
agents," yes.

Q And it goes on to state: "Drugs useful in
conjunction with the present invention include
antibiotics, antiviral agents,” et cetera, and it lists a
bunch of drugs, correct?

A Yes, nmm'am

Q Corticosteroids are not listed in this list of

useful drugs, correct?

A. |"d have to quickly peruse it.
Q Ckay.
A. VWhat | will say is it -- in general, it
i ndi cates antiinflammtory agents, | think on line -- it

must be 19. Corticosteroids are antiinflammtory agents.

So corticosteroids would fall in that general category,
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as you list general categories.

Now, I'Il have to | ook and see it if nentions
corticosteroids specifically.

| don't -- | don't see anything in there that
lists necessarily specific drugs. He just lists class of
drugs, and, again, the corticosteroids fall in the area
of antiinflammtory agents.

Q And if you go further down in the paragraph,
around line 28, it states: "Generally, the drugs used in
conjunction with the present nethodol ogy are those which
are bitter, or otherw se unpleasant tasting, and thus in
need of taste-masking."

Do you see that?
A. Yes, ma' am
Q And if we go to claim1l of the '865 Patent,

claiml clainms a taste-nmasked m crocapsul e conposition,

correct?
A. Yes.
Q And it is a mcrocapsule conposition of a

wat er - sol ubl e drug, correct?

A. Yes.

Q And claim 2 clains the taste-nasked
m crocapsul e conposition, correct?

A. Yes, ma' am

Q And claim 3 clains the taste-nasked
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m crocapsul e conposition of a water-soluble drug,

correct?

A. Yes, ma' am

Q And budesoni de is not a water-sol uble drug,
correct?

A In its ow dose, it may very well be. | don't

know exactly.

Q Are corticosteroids generally water-sol uble?

A It depends on their -- each conmpound coul d be
different, and it would depend on their dose. So |
can't -- and | don't knowif we're -- | don't exactly
know for any of the conmpounds. So sone of them could be
hi ghly water-soluble -- sone could be water-sol uble; sone
could not.

Q And one last claiml|l want to point you to,
claim4 clainms the taste masks m crocapsul e conposition,
correct?

A. Yes, mm' am

Q Clains 1, 2, 3, and 4 are directed to
t ast e- maski ng, correct?

A. They are, but | think if you -- again, |ook at
my report. The reason | |ooked at that is while it's
taste-masked, it also says it releases a drug rapidly
once it passes the nouth. So it shows, if | recall

correctly, rather the taste-mask loss is virtually
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i medi ately, and shortly thereafter.

So, again, it is to show that this taste-nmask
could be used in an ODT.

" mnot denying that this tal ks about
taste-masking, but it -- it tal ks about taste-masking,
but it also says that it allows the virtual immedi ate
rel ease shortly after it passes through the nouth.

Q So | believe you're referring to paragraph 76
of your reply declaration.

A. Yes, m' am

Q And you cite to a few places in the '865 Patent
i n that paragraph, correct?

A. Yes, m' am

Q And the first quote that you cite to i s what
you're referring to as the virtually i nmmedi ate rel ease of
the drug, correct?

A Yes, mm'am

Q You don't define what "imedi ate rel ease" neans
in your reply declaration, correct?

A. | do not indicate that. Again, it's -- | think
as you tal k about, it does say shortly after -- virtually
i mredi ately and shortly after passage to the nouth. So
it's -- when you say "virtually immediately,"” it neans
very, very short; very, very quick, a PCSA would

i nterpret that as.
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What the time would be? To ne "virtually

i mmedi ately" is seconds, and | think a POSA woul d | ook at
"virtually i medi atel y" as seconds.

Q If we go back to Exhibit 1085, which is the
'865 Patent, and | ook at that quote in colum 2, |ine 65
to colum 3, line 3, and the end of that sentence in
colum 3 states: "Achieving virtually i medi ate rel ease
of the drug," correct?

A. Correct.

Q The '865 Patent -- or does the '865 Patent
define "imedi ate rel ease"?

A |"d have to read it. | don't renmenber it at
that | evel of detail.

Again, as a POSA reads, virtually immedi ate

rel ease would nean a very, very short period of tine.

Q Does the FDA have a definition for immediate
rel ease?

A. They have a rapid releasing -- they do define
different things, and | believe rapid -- very rapid
releasing is -- is 80 percent at 15 m nutes. So anything

faster than that is considered very rapid rel ease. |

believe that's the correct nunmber. | mght be not quite
right. And so that -- and so that could entertain
anywhere frominmediate to within -- you know, 80 percent

within a mnute or less to up to 15 mnutes. And the FDA
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consi ders those equivalent to a sol ution.

Q If we turn to colum 8 of the '865 Patent, |ine
47, all the way to the end, it starts: "In," going to
the next line, "quantitative terns."

Do you see that?
A. Yes, m' am
Q It states: "In quantitative terns, the
targeted rel ease m crocapsul es desirably provide
di ssolution of at |east 75 percent of the drug within 45
m nutes when tested according to the United States
phar macopei a di ssolution activity."
Do you see that?
A. Yes, m' am
Q Does this provide any gui dance as to what
"i mmedi ate rel ease” nmeans in the '865 Patent?
A. It -- it doesn't, because it says, at | east
or at -- at |east about 75 and 45 m nutes.
| could have 75 percent rel eased in one m nute,
and it still nmeets 75 and 45 m nutes.
So unl ess you have a full profile, it can be
anyt hing al ong that.
VWhen | develop a product, | try to get as w de
a dissolution spec as | can so | don't fail batches. So
even if my drug is a very rapidly, and it dissolves

within 5 mnutes, |'mshooting for a spec at 75 percent
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in 45 mnutes. Actually, | shoot for 80 percent, because
that's -- that's what the FDA's target is in 45 m nutes.
That way, you never have to worry about any batches
failing. So that's a target.

That doesn't indicate what the actual release
rate is. | nean a POSA sees "virtually imediately," or
what ever -- yeah, "virtually immediately,"” they would
think it as nuch faster than 75 percent at 45 m nutes.

Q Let's nove on to the second quote that you have
in your reply declaration. The |ast sentence quoting
fromthe abstract states: "These high-coating |evels
give rise to effective taste-masking, while neverthel ess

targeted rel ease of the drug.”

A. |"msorry. Can you -- which paragraph are we
on?

Q The second full one.

A. "The conposition conprises"?

Q Yes. The | ast sentence of that.

A Uh- huh.

Q "These high-coating levels give rise to

ef fective taste-masking, while nevertheless all ow ng
targeted rel ease of drugs so that the drug is rel eased
shortly after passage through the mouth.”

Do you see that?

A. Yes, mR' am
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Q And that's what you were referring to as the
drug being rel eased shortly after passage through the
nmout h.

A. Yes, that's what the cap said. It goes along
with the virtually imediately rel easing the drug.

Q Does the '865 Patent define how long after the

drug passes through the nouth the drug woul d be rel eased?

A. It doesn't give a time, but it says, "virtually
i medi ately."” So, again, a POSA would | ook at it going,
that's -- "virtually immediately" is within seconds.

Q Let's go back to Exhibit 1085, the '865 Patent.
If you turn to colum 9, we go to lines 23, 25, it
states: "An ideal taste-masking m crocapsule would allow
no dissolution of the drug at all in one mnute."
Do you see that?
A. Yes, | do.

Q So the '865 Patent teaches that the drug is not

rel eased at all in one mnute, correct?
A. It says, An ideal taste-masking m crocapsule
woul d not -- would allow no dissolution of the drug in

one m nute.

And then it says, "Thus, the preferred
m crocapsul e should all ow di ssol uti on of considerably
| ess than 75 percent of the drug in one mnute.”

So they've already -- they right there -- it
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said "the preferred m crocapsul e should allow dissolution
of considerably |less than 75 percent of the drug in one
mnute." So they have already set a limt of 75 percent.

Then they go down to 50 percent, 25, and 5.

So they' ve already acknow edged that -- that
there are targets that it could release within one
m nut e.

Q | f you keep going after less than 5 percent, it
says, "Less than 1 percent are still nore preferred,”
correct?

A. Correct. It does. So, obviously, the | ower
the better, but it still says the preferred is |ess than
75, and it just keeps working its way down.

So as a POSA reads that, okay, we could have --
as long as you have less than 75 percent a mnute, it
nmeets one of the enbodinents of this patent.

Q And you agree that this reference is directed
towards taste-masking of bitter drugs, correct?

A. One facet of this is taste-masking, but it also
continuously stresses that while there it effectively
taste-masks, it allows the drug to work, to be rel eased
virtually imediately, and then -- and that section
inplies that it can be used in ODTs.

So does it have a taste-nmasking conponent ?

Absolutely. But it also stresses the value of the patent
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around virtual immedi ate rel ease of the drug.

Q Rel easing the drug in the nmouth woul d def eat
t he purpose of the taste-masking that's disclosed in the
'865 Patent, correct?

A. Right. But it says it virtually rel eases
shortly after passage through the nouth. So it's not
saying -- this patent doesn't say releasing it. It says
it rapidly releases or it virtually inmediately rel eases
it after it | eaves the nouth.

So the time between when it | eaves the nouth

and it gets into the stomach, it could release in the

esophagus.
Q If we go to columm 6 of the '865 Patent,
starting at line 56, it states that: "Another preferred

class of drugs are water-sol uble H2-antagonists, nore
preferably H2-antagonists selected fromthe group

consisting of ranitidine; fanotidine," et cetera.

Correct?

A. Yes, ma' am

Q Then it gives the exanple of ranitidine.

A. Rani ti di ne, yes, nmm' am

Q And ranitidine is a system cally-acting drug,
correct?

A. Yes, ma'am it is, to the best of ny know edge.

Yes, it is.
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Q So the taste-masking of ranitidine,
specifically, would ensure that the drug is taste-msked
in the nmouth, but would not affect bioavailability,
correct?

A That woul d be an intent, yes. That woul d be
taste-masked wel |l enough to mask it, but it would rel ease
the drug virtually i medi ately, which nmeans early in the
small -- early in the G tract, so it was available to be
absor bed t hroughout the whole G tract.

So the patent is really designed, in nmy mnd,
as a POSA would | ook at, as two things: Taste-msking,
but still being able to -- to achieve a virtual release
of a drug to allow its best chance for being absorbed; or
to work actively, locally within the G tract.

Q How | ong woul d a drug like ranitidine last in
the stomach or the G tract while it's being absorbed?

MR. LUMAN: I nconpl ete hypot heti cal .

THE W TNESS: What do you nean? Can you repeat
t he question agai n?

BY Ms. AGARWAL:

Q Yes. How -- for how long would a drug like
ranitidine last in the stomach or the Gl tract while it's
bei ng absorbed?

MR. LUMAN: I nconpl ete hypotheti cal.

THE W TNESS: What do you nean by "last"?
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BY M5. AGARWAL:
Q How long would it take for it to be conpletely
absor bed?
MR. LUMAN:. Sane obj ection.
THE WTNESS: To the best of ny know edge,

ranitidine is not conpletely absorbed. It has | ow
bi oavailability. | don't recall us doing -- |I worked on
the drug, so | don't -- but I don't recall us doing

regi onal absorption studies. So | don't know exactly
where it is absorbed at. So |I can't answer that
question, sorry.

BY MS. AGARWAL:

Q How | ong does it take for a tablet or sonething
that you swallow to go fromthe nmouth to the stonmach?

A It -- it depends on the size of the tablet. It
coul d be anywhere from-- |I'mestimating now -- probably
4 or 5 seconds up to hours. It all depends on the size
of the dosage form It depends on the surface coating of
the tablet or capsule. 1Is it tacky? |If they're |arge,
and they're tacky, they can hang up in a sphincter that
connects the esophagus to the stomach, and the patient
never knows that. So it could be anywhere from |ike I
said, four to five seconds to hours.

Q An orally disintegrating tablet, an ODT, how

|l ong would it take for an ODT to transverse fromthe
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mouth to the stomach?

A | haven't neasured those tines, but based on
the way they work, | would expect themto be nore in the
matter of seconds to m nutes, because it is a small
volume, as | indicated in ny report.

Usual Iy, when you get about 1.1 ms, which is
what's in the literature, 1 to 2 ms, you'll swallow and
so it's -- but it's going to be a small volunme of a few
ms that's going to take its time to work down the
esophagus, or it takes nmuch |onger for an ODT than it
woul d for a standard i medi ate-rel ease tablet that you
swal low with | arge anounts of water

Q Let's go back to your reply declaration.

In paragraph 77, you cite to the '865 Patent's
di scl osure of a porous structure, correct?

A. Yeah, what | -- what | recite fromit is it
tal ks about the polynmeric walls and the m crocapsul e and
the form by coacervation and that they typically have
pores, yes, they do, in 77.

Q And go back to the '865 Patent, Exhibit 1085,

to where you cite to that porous structure. It is colum
9, and starting at line 31 of colum 9, it states:
"Al t hough the present invention is not limted by any

t heory of operation, it is believed that the polyneric

wal | s of the m crocapsules, particularly those formed by
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coacervation, typically have pores," correct?
A Yes, ma' am
Q And if you go down further to line 41, it
states that: "Another mechani sm of release is believed
to occur --" sorry. Let ne start again.
"Anot her mechani sm of rel ease, which is
believed to occur, is breakage of the coating," correct?
A. Yes, ma' am
Q And if we go to colum 1 of the '865 Patent,
starting at line 62, it states: "In contrast to prior
m croencapsul ati on techni ques, the present invention
makes use of materials and process paranmeters which
enabl e preparation of uniform inpervious coatings, and
i nvol ves preparation and formul ati ons of having high
coating levels."
Do you see that?
A Yes, mm'am
Q "i npervious coating"” indicates that the drug is
conpl etely coated by the taste-nmasking coating, correct?
A. Yeah, but if you continue on at paragraph -- up
to 2, it talks -- "taste-nmasking while providing for
rel ease of drug shortly after the drug passes through the
nout h. "
So is it inpervious? Does it protect

taste-masking? It does. W' ve discussed that, and |
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agree with that.

But it also discusses that it provides for the
rel ease of the drug shortly after it passes the nouth, so
it passes very quickly, and -- and this inventor

i ndi cated a possi bl e couple of nmechani snms by which that

occurs.
Q | npervi ous woul d indicate there are no pores,
correct?
A No, not necessarily. Inpervious could nean you
can't go through the -- you can't go through the polyner
itself, but you can -- you could go through the pores,

which is how they indicated their nechanism of action --
one of the two nechani sms of actions that they propose.
Q There is no exanple of the mechani sm of action

working in the way that they propose through the pores,
correct, in the '865 Patent?

MR. LUMAN: Form

THE W TNESS: They -- they're the authors.
They proposed two possible mechanisnms. | think they --
if we go back to -- rem nd ne what that paragraph is.

BY MS. AGARWAL:

Q I n columm 9.

A. They may have indicated there were other ones.
And they say here -- | think they also said sonmewhere in
there irrespective -- regardless of the reason for these
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effects, these -- it can be adjusted to adjust the
rel ease rate of the drug.
So, again, the patent indicates we can
effectively taste-mask it, but we can have virtually
i mredi ate rel ease of the drug after it |eaves the nouth.
So, you know, how they define inpervious and
then the fact that they can release the drug rapidly
based on these nechanisns is what the patent entails.
M5. AGARWAL: | have no further questions.
THE W TNESS: Thank you.
MR. LUMAN. W have no further question,
either. So we can go off the record.
(The deposition adjourned at 11:36 a.m)
* x ok
| decl are under penalty of perjury, under the
| aws of the State of California, that the foregoing
testinmony, as corrected, is the truth, the whole truth,

and not hing but the truth.

ALAN PARR, PHARM D
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REPORTER S CERTI FI CATE

|, Rosalie A. Kramm Certified Shorthand
Reporter for the State of California, do hereby
certify:

That the witness naned in the foregoing
deposition was by ne duly sworn; that the
deposition was then taken before ne at the tine
and place herein set forth; that the testinony
and proceedi ngs were reported stenographically
by nme and were transcribed through conputerized
transcription by nme; that the foregoing is a
true record of the testinony and proceedi ngs
taken at that tine; and that | am not
interested in the event of the action.

W tness nmy hand dated August 28, 2025.

Ruaati é’tfwa

ROSALI E A. KRAMM
CSR 5469, RPR, CRR
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Nat hanael Lunman, Esq.
nat e. | uman@nobbe. com
August 29, 2025
RE: Pharma, Falk GVBH v. Ellodi Pharnmaceuticals LP

8/ 25/ 2025, Alan Parr , Pharm D (#7534844)

The above-referenced transcript is available for
revi ew.

Wthin the applicable tinmefrane, the w tness shoul d
read the testinony to verify its accuracy. |If there are
any changes, the w tness should note those with the
reason, on the attached Errata Sheet.

The witness should sign the Acknow edgnent of
Deponent and Errata and return to the deposing attorney.
Copi es should be sent to all counsel, and to Veritext at
cs-mdatlantic@eritext.com

Return conpleted errata within 30 days from
recei pt of testinony.
If the witness fails to do so within the tine

allotted, the transcript my be used as if signed.

Yours,

Veritext Legal Sol utions

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

Ellodi's Exhibit 2018
Falk v. Ellodi
IPR2025-00055 - Page 074



© 00 N OO O B~ W N P

N N NN NN R P R R R R R R R
g N W N P O © 0O N O 0o M W N P O

Page 75

Pharma, Falk GMBH v. Ell odi Pharmaceuticals LP
Alan Parr , Pharm D (#7534844)

ERRATA SHEET
PAGE LINE_ CHANGE
REASON
PAGE LINE__ CHANGE
REASON
PAGE LINE_ CHANGE
REASON
PAGE LINE_ CHANGE
REASON
PAGE LINE CHANGE
REASON
PAGE LINE_ CHANGE
REASON
Alan Parr , Pharm D Dat e
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Pharma, Falk GWBH v. Ell odi Pharmaceuticals LP
Alan Parr , Pharm D (#7534844)

have read the foregoing transcript, | have made any
corrections, additions, or changes | deened necessary as
noted above to be appended hereto, and that the sanme is
a true, correct and conplete transcript of the testinony

gi ven by ne.
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ACKNOWLEDGEMENT OF DEPONENT

I, Alan Parr , Pharm D, do hereby declare that |

Alan Parr , Pharm D Dat e

*If notary is required

SUBSCRI BED AND SWORN TO BEFORE ME THI S
DAY OF , 20

NOTARY PUBLI C
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Federal Rules of Civil Procedure

Rule 30

(e) Review By the Witness; Changes.

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

(A) to review the transcript or recording; and

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

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

makes during the 30-day period.

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

THE ABOVE RULES ARE CURRENT AS OF APRIL 1,

2019. PLEASE REFER TO THE APPLICABLE FEDERAL RULES

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

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

our litigation support and production standards.

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

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

SSAE 16 certified facility.

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

independent contractor agreements.

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

at www.veritext.com.
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