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ORAL DEPOSI TI ON OF MARC BROWN, PhD, produced
as a witness at the instance of the Petitioner, and duly
sworn, was taken in the above-styled and nunbered cause
on the 17th day of March, 2026, from9:12 a.m to 5:03
p.m Central Tine, before Julie C. Brandt, RMR, CRR, and
CSR in and for the State of Texas, reported by machine
shorthand at McDernott WII & Schulte LLP, 2801 Harwood
Street, Suite 2600, Dallas, Texas, with the questioning

attorney appearing renotely via Zoom
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PROCEEDI NGS
(Wtness was placed under oath.)

THE REPORTER: This deposition of

Dr. Marc Brown is being conducted renotely via Zoom

Today's date is March 17, 2026, and the tine
is 9:07 a.m Central Tine.

The witness is |ocated at the offices of
McDernmott WIIl & Schulte in Dallas, Texas.

My name is Julie Brandt, Texas Certified
Short hand Reporter No. 4018. | have adm nistered the
oath and I amin person with the witness and will be
reporting the deposition through stenographi c nmeans.

Counsel , please state your appearances for the
record, beginning with the taking attorney, and then we
may proceed.

MR. LANDMON: Good norning. This is Chad
Landnon with Polsinelli. Wth ne today also is Chris
Jones on behal f of Padagi s.

MR. TOBIN:. Good norning, everyone. This
is David Tobin from McDernott WII| & Schulte. Wth ne
in the roomis Hannah Hurley formthe sane firm W're
here on behal f of patent owner. W're also here on
behal f of the witness, Dr. Brown.

And just for the record, we understand that

video is not being recorded on today's deposition.
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THE REPORTER: Actually, if we could go

off the record.

(Di scussion off the record.)

MARC BROWN, PhD,

havi ng been first duly sworn, testified as foll ows:

EXAM NATI ON

BY MR. LANDMON

Q Good norning, Dr. Brown. Can you just state
your nane for the record?

A. Yeah. Dr. Marc Barry Brown.

Q Great. |I'mgoing to start by going just over
sonme ground rules for the deposition. [I'll do ny best,

obvi ously, to ask sone clear questions. But if you

don't

under stand a question, can you please stop ne and

ask me to clarify? Oherwse, |'ll assunme that you

understand nmy question. Does that nmake sense?

A.
Q

Yeah, that's fine.

It's inportant, obviously, that we try not to

tal k over one another so the court reporter can take

down all of your testinony. Also, you may hear sone

obj ections fromyour counsel as well fromtime to tine.

So let's try and do that. | know it gets harder over

Zoom

know.

And certainly, if | ever interrupt you, let ne
But we'll try; let's do our best.

Unl ess counsel instructs you not to answer,
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you should still go ahead and answer the questions if
you can. Does that make sense?

A. Yes, it does, thank you.

Q. We'll try and take a break, you know, call it
every hour, hour and a half. But certainly if you need
to take a break, just let me know We mght try and
finish out a question or two, but we can certainly go
off the record whenever you do need a break.

Because we are doing this remptely now, given
my travel issues yesterday, |'mgoing to ask you just a
few uni que questions to doing this renotely. And |
guess first | understand that in the roomwth you is
the court reporter, M. Tobin and Ms. Hurley. Is there
anyone else in the roomw th you?

A No, there isn't. No.

Q Okay. | also understand that you have in
front of you your three declarations that you submtted
in the | PR proceedings. |Is that right?

A | do, yeah.

Q Okay. Do you have any other docunents with
you?

A | do have other docunents with me. | have the
three patents, and the prior art and nmy CV.

Q Okay. And is there any highlighting --

A No.
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Q -- or witing or notes on any of these
docunment s?

A. No, absol utely not hing.

Q. Ot her than the laptop in front of you and your
phone, do you have any other devices that are open in
front of you today?

A As -- yeah, | have ny phone in front of ne,
which is purely there to nonitor my sugars. And for the
avoi dance of any doubt, | have a CGM which is a
conti nuous glucose nonitor, in my skin, and that's
attached to a punp which is operated Bluetooth by ny
phone. | also have a banana and a bottle of water, but
| guess they're not devices.

Q Yeah. Certainly let nme know if --

MR. TOBIN:. Chad, the audio cut out.
You said certainly let me know and then --
THE W TNESS: He's frozen on the screen.
MR. TOBIN: -- the audio cut out.
Your audio cut out, Chad. You said certainly
Il et me know, and then there was about a 10-second pause
where you were doi ng your best m e inpression.

Q. (BY MR. LANDMON) Sorry about that. | was
saying certainly let me knowif you need to take a
break, if any of your devices are letting you know t hat

you need to take a break.
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A. Ckay.

Q So other than potentially conferring with your
counsel on privilege issues, can you agree not to
conmuni cate with anyone about the substance of your
deposition, including any of ny questions, during the

course of today?

A. | can.
Q. And have you been deposed before?
A. | have, yes.

Q. Okay. About how many tinmes?

A. In the UK, | would say probably around four or
five tinmes.

Q And are those in conjunction with doing --
well, sorry, let me back up

You said in the UK. Have you ever been

deposed in a US proceedi ng?

A. Yeah, the four or five |I gave you were US
proceedi ngs, because in the UK, you're not -- | don't
understand the technical differences legally, but it

goes straight to court. So there isn't a deposition.

Q Were you serving as an expert witness in those
cases?
A Yes, apart from one when | was a factual
Wi t ness.
Q Ckay. \What was -- obviously, w thout breaking
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any confidentiality agreenents you nay have had in
pl ace, in the issue that was a fact w tness, what was
the nature of that proceedi ng?

A | was a -- an inventor on the patent.

What was that patent directed to?

A. It was a fornul ati on patent.

Q Vhat type of fornulation?

A A topical skin formulation

Q. Do you recall -- do you recall what that

patent was directed to in terms of what the substance of
t he patent was?

A. " mnot sure | understand the question, but it
was a formul ati on conposition patent, yeah

Q Do you recall what was in that fornmulation?

A. | recall the drug, but not everything that was
init. This was a long tinme ago.
Okay. \What was the drug?

The drug was Picato.

O > O

Can you spell that for ne?

A P-1-C-A-T-O. Believe ne, that's better than
t he actual drug name, which is ingenol nebutate. But,
yeah, that's the name of the product.

Q. "Il stop with Picato then.
So did that product go to market?

A. Yeah, it was on the market for a few years,
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yes, in the US and Europe.
Q. Who mar keted that?

A. Leo. Although --

Q. Is that -- sorry.
A. | was going to say, although the work I did
was for a conpany before Leo. It was invented with a

conpany cal |l ed Peplin.

Q. Is that patent listed in your CV?

A. | am pretty sure it nust be, yeah.

Q. Okay. We can take a look at that in alittle
bi t.

A. Ckay.

Q. Do you know -- so you testified in a
deposition in that case. Did you testify in court as
wel | ?

A. No.

Q. Okay. Do you know, was there a trial
proceeding related to that patent?

A Of the top of ny head, | couldn't tell you
how it ended up. The deposition was in the UK. It came
to the UK for the deposition.

Q And was that a proceeding that was a patent
litigation or an I PR proceeding |ike we have here?

A. As far as | recall, that was patent

litigation, but I"'mnot a lawer. And it was a |long
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time ago. So, as | renenber -- | can |look in ny CV,
because | think it's detailed in there you if you wanted
confirmation.

Q. VWhy don't we turn to that in a bit. [1'll ask
you about your other deposition experience, and then
we'll turn back to that.

A Okay.

Q. So you nentioned being deposed in | think it
was four other cases then?

A Yeah, around that. |'mjust getting the page
up on nmy CV.

Q Ckay. We can turn to that then. And maybe
that's easier anyways.

A. Soinny CV, it's the one referenced in 2014
on page 24, which is the English patent cause in the
case of Leo v. Teva.

And then the one that | was -- it's the one in
2017, and where it was a United States District Court,
Del aware, in the case of Leo Pharma versus Perri go,
civil action fact witness for a patent famly which |
co-invented. So that's the one | was talking about,
2017.

Q. And just for the record, so your CV that we're
tal ki ng about, it's Exhibit 2049 in this proceeding.

Just wanted to --
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A. Sorry. Yes. It's the one in 2017.

Q It's ny job, not yours, to nake sure we get
t he exhi bit nunbers down. So | appreciate it.

(Exhi bit 2049 marked.)

Q (BY MR LANDMON) So is this a conplete -- so
back up, sorry. W're referring to your CV,
Exhi bit 2049. And we're on page 24, as you nentioned.

A Yeah.

Q Is this a conplete list of every case that

you' ve given deposition testinony in?

A. As far as | renmenber, yes, that is a conplete
i st.

Q Okay. And are any of these |IPR proceedi ngs?

A So the one in 2021, which is for Dermavant,
that was a US PTO patent prosecution. | don't know

whet her that's the IPR that you're asking about.
And then the one in 2024 where | -- for
Mader a, which was where | was giving an opinion for the
UuS PTO
Q And in all of the cases you served as an
expert w tness, have you -- has your work always been

done on behalf of the patenthol der?

A. | believe that's the case, yeah.
Q Ckay. Have you ever given expert opinion --
stri ke that.
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You' ve never given an expert opinion that a
patent is invalid, right?

A Not as far as | recall, no.

Q. Okay. And just so I kind of finish some of
t he ground rul es today, | probably should have finished
t hese earlier, but you understand today your testinony
is under oath and has the sane force and effect as if
you were in court, right?

A | do, yes.

Q. Okay. And you understand that the court
reporter is taking a transcript of your testinony and
that you may review -- that testinony may be revi ewed
and relied on by parties and the judges in this
proceedi ng, right?

A | do.

Q And is there anything today preventing you
fromproviding truthful and accurate testinony?

A. No.

Q. What did you do to prepare for your
deposition?

A Are you talking in -- since -- are you talking

the |l ast few days or during the entire process | was

engaged?
Q. So | guess | would say let's focus now just on
preparing for the deposition. | don't know how far back
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you started preparing, but, obviously, you issued sone
decl arations. You know, we've got those. Those are in
the record.

A Yeah.

Q So | guess |I'm wondering maybe when did you
start preparing for your deposition, and what did you
do?

A In terms of discussions, obviously, | did ny
own reading around the subject and again refreshed ny
menory because this is -- as is the way with these kind
of cases, been going on for a while. And I flew in on

Saturday, and | nmet my attorneys, ny counsel on Sunday

and Monday. | nean, maybe three hours each time at the
nost .

Q. And were those neetings with M. Tobin and
Ms. Hurley?

A. They were, yes.

Did you neet with anyone el se?

A Ti m West was there, too.
Q Is he an attorney with McDernott WII?
A Yes.
Q Did you neet with anyone el se?
A No.
MR. TOBIN. Chad, just for the record, so
we're clear, | think his [ast nane was Best.
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A. Sorry. Best, not West. M being an idiot. |
don't know where that cane from
Q (BY MR- LANDMON) No worries.
Have you spoken to anyone el se to prepare for
your deposition today?
A Not as far as | recall.
Q So in preparing either for your -- strike
t hat .
In any work that you' ve done for these matters

for Neurelis, have you spoken with Steve Cartt,

CART-T?
A No.
Q. Have you spoken with Mark M tchnick?
A No.
Q Have you spoken with David Hal e?
A. No.
Q. Ot her than counsel, have you spoken with

anyone el se about your declarations or any of your work
in this proceeding?

A No, | haven't. No.

Q And you nentioned reviewi ng docunents to
prepare today. O her than your decl arations, what other
docunments did you revi ew?

A. Qbviously, in the beginning I wote sonme of ny

notes, notes down and ny opinions historically through
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the tine. And | | ooked at some of those. | also read

sone docunments on -- basically around di azepam you
know, the key conponents of this discussion. | |ooked
at the I'ID from 2009, 2008. | think that's really --
and then there were -- obviously, during that tinme as
exhi bits have conme up, |'ve | ooked at those as | found
them and also read them So, yeah, | also read the

Donovan Decl arati on.

Q. Did you read the Donovan deposition
transcript?

A | think I did, yes.

Q And the different docunents you've nentioned,
are those docunents all referenced sonewhere in your
decl arati ons?

A. Yeah, all the exhibits are the externa
docunents and the drafts. The drafts | submtted as
part of my declaration, yeah, are all enbedded within
the final declaration, so yeah

Q. Okay. And in preparing either for today or
decl arations, did you review any docunents that are not
|isted as being considered in your declarations?

A. | don't recall so, no, but it's been -- it's
been quite a while.

Q Sure. Well, if you happen to think of any

during the course of our discussions today, if you could
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just let nme know.

A Yeah.

Q So I just want to -- just so we're kind of al
on the same page of what we're tal king about, we've
menti oned your declarations a fewtines. | do know you
sai d you have paper copies in front of you.

A Yeah.

Q. We can certainly pull themup on the screen,
too, but | think for purposes it's probably easier on
your part and certainly easier on ny part to just deal
with the paper docunments. But if | can just have you
first ook at what's Exhibit 2072, which is the
Decl aration of Marc Brown relating to the U S. Patent
No. 8, 895, 546.

(Exhi bit 2072 marked.)

Q (BY MR LANDMON) And just so we're all on the
sane page today, is it okay if |I refer to U S. Patent
No. 8,895,546 as the '546 patent?

A Absol ut el y.

Q Okay. And if you want to turn just to the
| ast page of your declaration, | just wanted to confirm
t hat --

Sorry. | amlooking for your signature. [|'m
wanting to confirmthat this is your signature on there.

So if you'll look at the |ast page, is that your
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signature, Dr. Brown?

A. It is my signature, yes.

Q Thank you.

And to your know edge, is your declaration
t hat addresses the '546 patent accurate?

A. To ny know edge, yes, indeed.

Q Are there any corrections you would like to
make?

A None | can think of at the nonent.

(Exhi bit 2073 marked.)

Q. (BY MR. LANDMON) So now if | could have you
turn to Exhibit 2073, which is your declaration relating
to U . S. Patent No. 11,241, 414.

A Yeah.

Q. And is it okay today if | refer to U S. Patent
No. 11,241,414 as the '414 patent?

A Yes, it is.

Q And if we could | ook at the | ast page of this
decl aration, can you confirmthat that's your signature?

A | can confirmthat's ny signature, yes.

Q And to your know edge, is your declaration
addressing the '414 patent accurate?

A To ny know edge it is, yeah.

Q. Are there any corrections you would like to

make?
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A Not that | can think of at the nonent.
(Exhi bit 2074 marked.)

Q. (BY MR. LANDMON) And now | would just like to
turn to Exhibit 2074, which is your expert declaration
relating to U S. Patent No. 11,793, 786.

A. Okay.

Q And is it okay today if when | refer to the
U.S. Patent No. 11,793,786 that | refer to it as just
the ' 786 patent?

A Yes, it is.

Q And if you would turn to the |ast page of that
decl aration, can you confirm whether that's your
si gnat ure?

A. | can confirmthat's ny signature.

Q. And to your know edge, is your declaration
relating to the ' 786 patent accurate?

A. To ny know edge, yes.

Q Do you have any corrections you would like to
make to that declaration?

A Not at the nonment.

Q And just so we're all on the sanme page, you
understand you're here today to testify about your
opinions in all three of these declarations, right?

A | do.

Q So since the issues you' ve addressed in al
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three of these declarations were pretty simlar, nost of
my questions today will apply to all three declarations
and patents. Unless | specify that |I'm speaki ng about a
speci fic declaration, you can assunme ny questions are
relevant to all three of those declarations. Does that
make sense?

A. | understand, yeah.

Q. And, obviously, if you need clarification
t hroughout that, just let nme know.

A Okay.

Q So let's turn back to Exhibit 2049, which is
your CV. Are there any updates or changes to your CV
since you submtted it with your declarations in this
proceedi ng?

A If you'll ask -- well, what | can say is there
may be sonme nore papers that have cone out since |
submtted it. | couldn't tell you what they were, but |
knew there were sone being submtted. | know that
recently and actually in the week before | ast there was
sone updated editions of book chapters, but | can't
t hi nk of anything else at the nonent.

Q Okay. Do any of those updates to either book
chapters or new papers deal with nasal fornulations?

A. No, | don't believe so.

Q Ckay. And do any of those updates to chapters

Page 22

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

or papers relate to diazepant?

A. No.

Q Ckay. So if you look at the first page of
your CV, there's a heading that says, education and
qualifications. Do you see that?

A | do.

Q As part of your education, did you study or
research nasal fornulations?

A As a postdoc, | did a small amunt of work as
a -- on nucus, on mnucosal delivery. M research on
educati on and qualifications was about nedicinal
phar maceutical chem stry in general. So there was sone
nasal delivery aspects in that. M PhD was about |igon
proteins or protein interactions in general, so that was
fundanmental ly systenic

Q And in any of -- as part of your educati on,
did you study or research benzodi azepi nes?

A In my education and qualifications,
benzodi azepi nes would be -- bearing in mnd, we're
tal ki ng about 1986 to '90, but |I'm sure benzodi azepi nes
woul d have been part of that, as they're an inportant
group of drugs that we would have studi ed.

Q. Okay. Do you recall studies you did with
benzodi azepi nes during your education?

A. | nmean, it's 40 -- nearly 40 years ago. So if
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you're asking -- no, | don't recall. D d we study the
various drug targets and drug characteristics, yes, we
did through those entire four years.

Q. And you see you have a section titled, present
positions, right?

A Yeah.

Q And on the second page of your CV, you then
have a section entitled, previous positions?

A Yeah.

Q. During your present or previous positions,
have you done any research or devel oped any intranasal
fornul ati ons?

A Vell, if we |ook at 2022 to 2025, Msanna
Therapeutics, that is a nasal fornulation for sleep

apnea. And that research continues. And | continue to

advi se those in ny current position of -- in MBT. W
also -- | also worked for a nunmber of conpanies
devel opi ng nasal fornulations for delivery of -- for the

treatment of mgraines, for the treatnent of pain
relief. We also | ooked at various projects on

benzodi azepines in the nucosal epithelium And now as
l"'mw thin MLBT, | am doi ng sone nore support work on
nasal fornul ati on devel opnment. And in -- when | founded
and up until 2023, when | stepped down, there was at

| east ten projects working on nasal fornulation
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devel opnment .

MR. TOBIN. And M. Landnon, just while
there isn't a question pending, Dr. Brown, if you have
any confidentiality concerns with any of the research,
et me know, and then M. Landnon and | can di scuss.

THE W TNESS: Ckay.

MR. LANDMON:  Yeah, that makes sense.

Q. (BY MR. LANDMON) When was the earliest point
in time during your career that you did any work on
nasal fornulations?

A | would say that that was in the first few
years of MedPharm  So probably early 2000s.

Q. And in any of that work, did you use
per neati on enhancers in the fornul ati ons?

MR. TOBIN: Objection to form

A. I honestly couldn't recall that far back going
forward. And | think it would be wong of nme to talk
about what was in -- what is the Mdsanna fornul ation
because that's proprietary.

Q (BY MR. LANDMON) Okay. So that was in 2022.
So prior to Mdsanna, you don't recall whether any

products used any perneation enhancers?

A Well, that's an interesting question and
mai nly because it's a long way back and I literally
cannot -- cannot renenber. \What | can say, that
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penetration enhancers are a class of excipients that
have various uses, but it's also, | believe, a fair
point to say sone penetration enhancers are actually

sol vents. Some penetration enhancers could be sonething
in there to stabilize the fornmulation. And so it's
really hard for me to recall

Q Do you recall at any point in time prior to
2009 having di scussions or putting thought into using
penetration enhancers with a nasal fornulation?

A Honestly, no, | don't recall

Q And you nentioned wor ki ng on nasal
formul ati ons invol ving benzodi azepi nes. Did any of that
wor k occur prior to 2009?

A. Again, I'msorry, | just don't renmenber. |'m
just | ooking back at my publications to see if that's
any hel p.

So did you say prior to 1998? Was that the --

Q 20009.

A. 2009. Sorry.

So | did do some work on nasal delivery with a
PhD student where we tested the delivery of certain

actives and we | ooked at the effect of things, sone

pol ymers, including, as far as | recall, chitosan, which
was -- which was considered to be a possible penetration
enhancer. | think that's why it was in the study. And
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that was also with hyaluronic acid or hyaluronan. And
they're the three references, M8 to M0, where

hyal uronic acid and chitosan woul d be consi dered as
potenti al penetration enhancers.

Q And what page are you | ooking at on your CV?

A. Sorry. Page 13.

Q And | think you just said this, but just so |
|"mclear, those are identified ML8 through M0?

A. Yes.

Q. And what was the active ingredient that was
i nvol ved there?

A It was -- as far as | recall -- 1'd need to
read the references, and | honestly don't have it in
front of me -- we were | ooking at nunerous drugs in that
system | think one was gentamcin. Well, actually it
definitely was because it's listed. So |I don't recal

what el se we were | ooking at in those studies.

Q What does gentam cin do?
A It's an antibiotic, a quite strong one.
Q And why were you | ooking at nasal delivery

relating to gentam cin?

A. I think one of the reasons why it was an easy
drug to neasure because all this was -- and apologies to
anybody that finds this inappropriate, but these were

all -- a lot of these were ani mal studi es, and
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gentamcin is arelatively sinple drug to neasure in the
bl oodstream And the focus on these were actually -- |
was -- | had at the tinme a reputation of working on
polymers |i ke hyaluronic acid. As you can see fromthe
previous work, | was | ooking at how they hydrated and
stuck to the nasal mucosa and enabl ed increased
delivery. So we were |ooking at nucosity and al so
charge on absorption

Q. And these studies, were they directed to
finding kind of nore general nasal delivery systens that
could be used with other actives as well?

MR. TOBIN. Objection to form

A. Sorry, can you repeat that question?

Q (BY MR. LANDMON) Sure. So were these studies
bei ng conducted to devel op nasal delivery systens that
could be used with other actives in addition to
gent am ci n?

A Actual ly, these studies were based around the
use of hyaluronic acid as an excipient, which is |inked
into -- if you |look at a |lot of the other references,
there's quite a bit on there on hyaluronic acid, because
t hat work was sponsored by a conpany call ed Hyal
Phar maceuti cal Corporation, who | worked for, and then
canme back to the UK as PhD student. And the conpanies

t hat brought that out. So it was nore about polyneric
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effects on drug delivery.

And we didn't only just | ook at the nose. W
| ooked at the skin. | think we | ooked at al so
parenteral. There were a number of studi es done.

Q Now t hat you've kind of |ooked at sonme of your
publications, do you recall any nasal delivery systens
you worked on that used penetration enhancers prior to
20097

A. Well, sorry. |'ve obviously not nmade nyself
cl ear.

Those references were about retaining and
enhanci ng drug delivery in the nose, yeah. So
penetration enhancers, you could call sone part of the
studi es about that. O her studies you could tal k about
how we hydrated the nose. O her studies were how we
retained the drug at the site of action, because it's
difficult to say there was a particular focus on just
penetration enhancenent.

When you' re delivering drugs, you know, you
need to be | ooking at concentration, the ability to
stabilize the drug, the ability to deliver the drug with
a device that's affected by the thickness or viscosity
of the fornmulation, its ability to be retained there,
its ability to prevent nucociliary clearance.

There's |l ots of neans of retaining drug and

Page 29

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

achi eving sustained release. A lot of this work was
about sustained delivery. So what that nmeans is rather
than delivery straight away into the systemc
circulation, for exanple, or locally, it's about
retaining the drug there for |onger and achieving
sust ai ned rel ease. An anal ogy would be for like a
transdermal patch, drugs are delivered in a transder mal
patch to have sustained rel ease over a | ong period of
time. And if you like, we were | ooking at polyneric
systens, because hyaluronic acid was in a skin

fornmul ation to -- and that worked by hydrating the skin.
Water is critical in drug delivery. Hydration of the
skin layer, opening it up and aiding perneation. So,
yeah, it's a conplicated question and it very nuch
depends.

Q And, you know, was it known at the tine that
the perneation of the active ingredient was an i nportant
consi deration in devel opi ng nasal fornulations?

MR. TOBIN:. Objection, form

A Well, actually this work was done about | ocal
delivery. So it's all about sticking, sticking it
t here, not enhancing systemc.

Q. (BY MR, LANDMON) Okay. So this work was, but
nore generally, was it known at the tinme that the

perneation of the active ingredient was an inportant
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consi deration for devel opi ng nasal fornulations?
MR. TOBIN: Sane objection.

A. So, again, I'ma bit confused at the question.
So when you | ook at perneation, what we have is |ocal
delivery and systemc delivery. So with -- if you're
| ooking at perneation into the tissue, that's one thing.
I f you' re | ooking at system c, which is across the --
across the tissue, there are any number of vari abl es
that will affect their absorption. And the first thing
to evaluate is the physicocheni cal properties of the
drug and the ability to maintain those and keep it
stable in the product.

And then you | ook at the concentration that
you can fornulate. At the tine the kind of penetration
enhancenent is -- in comercial developnent is sonething
that is very rarely clainmed because it's an exci pient
that has a critical role in the formulation. And
regul ators get very concerned about additional essenti al
excipients and require nore testing. So that is often a
chal l enge in those kind of devel opnment prograns.

And, you know, if you have a drug who
i nherently, if you' ve nmeasured it, has not got good
pernmeation, the ways to increase it are a nunber of
fold -- a nunber of ways of doing it, which is

physically with regards to -- and sone of ny papers talk

Page 31

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

about this -- the enhancing the thernodynam c activity,
whi ch enhances the rel ease, because sonetinmes you can
achi eve increased delivery just by the way you fornul ate
it at the same strength just by the addition of solvents
and nonsol vents.

And | think, you know, for certain exanples,
if you had to use a penetration enhancer for drugs that
didn't have those properties, that would nean that that
woul d have a role. So if | give you an exanple, which
is -- because your question was general. \Wen we were
wor ki ng on some transdernmal patches and sone | oca
delivery hyaluronic acid -- because that was an
excel l ent |ike hunmectant and hydrated the skin, which
actually increased the anount of water there, that
hyal uronic acid for those topical skin formulations was
considered to be a penetration enhancer. And in actual
fact, what that neant was the clinical trials to
val i date the product, which -- and I am not breaking
confidentiality here -- ended up with Sol araze, were
much nore conpl ex and expensive, because we had to | ook
at like the fornulation with and w thout the claimed
penetration enhancer. So that's an exanple of where
there was a penetration enhancer used in nmy research,
but not nasal, but skin.

Q (BY MR. LANDMON) And for the various nasal
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formul ati ons that you worked on over your career, why
ei ther were you studying or why were the conpani es
interested in devel oping nasal fornul ati ons?
A So in general -- and | amtrying to think
what's publicly known. Mdsanna is |ooking at the
| ocalized treatnment of sleep apnea. So that's | ooking
at getting the drug into a tissue, to a nuscle that --
Sorry, do you know what sleep apnea is while
" mtal ki ng?
Q. Generally, but | would | ove nore of an
expl anati on, sure.
MR. TOBIN. Dr. Brown, you should answer
hi s question, but go ahead.
THE W TNESS: Yeah.
A. So with sleep apnea, there is a |ocal site.
So it's not in the bloodstream [It's local in the
nasopharynx and you have to | ook at delivering the drug
with a nasal device, and you have to target it to, if
you |ike, the back of the throat. And you need to stick
it there for a long tinme and you need to retain it and
get sustained delivery of that drug for |ike one dose
every day to -- just prior to bed such that the -- if
you |ike, the airway doesn't close, the nasal airway
doesn't close, which sleep apnea is when you stop

breathing basically. So that was where we went.
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We did some work -- well, | did sonme work and
MedPharm was i nvolved in a project, which was nasal
delivery, which was with a space agency. And that was
for pain relief. And that was an interesting project
because it was all about no gravity. But | can't recal
what was in -- and | couldn't say what was in that
fornmulation. And | have no idea whether that was --

t hat was a PhD student.

We' ve | ooked at achieving delivery across the
bl ood brain barrier, olfactory delivery where a
penetration enhancer in one sense wouldn't help, but in
retaining the drug there, it m ght.

And we've | ooked at treating infections of the
nose. When |I say "we," that was MedPharm  But,
obviously, | was involved as CSO. And we've | ooked at
delivery to the nose, again, treating infection.

But, again, | don't think it's appropriate for
me to go in with what was in those conpositions.

Q. (BY MR. LANDMON) And just so |I'mclear,
because those conpositions have not been published or
made public yet?

A. Well, | think sone of themare in patents.
But, no. Only when the final product is approved is it
publ i shed what's in them And, you know -- and | hate

to be so unspecific, but it very nuch depends upon the
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formul ation. And, you know, a penetration enhancer may
sinply be a solvent, yeah. And so it's called a

sol vent, yeah. [It's not identified as a penetration
enhancer because the principle conponent of it is as a
solvent. And honestly, it's such a broad question and
it's so dependent upon -- even in nasal drip delivery,
the type of formulations that you devel op, whet her

they' re solutions, whether they're suspensions, how they
wor k, how they're held there, with nasal delivery, the
device is also absolutely critical inits ability to
deliver the drug and the fornulation to the site where
it acts. It gets -- it gets conplex and very dependent
on various factors. | know that -- | nean, that's ny
best attenpt to answer your questi on.

Q. | can't renmenber, and | apologize if | asked
this before, but have any of the nasal fornulations
you' ve worked on included benzodi azepi nes?

MR. TOBIN: Objection to rel evance.

A | have worked on | ocalized delivery of
benzodi azepi nes internally at MedPharm yes.

Q (BY MR. LANDMON) And those were nasal

formul ati ons?

A They were many routes, nasal, buccal, oral
nmucosa.
Q And what was the purpose of the treatnent
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usi ng the benzodi azepi nes?

A. It was panic attacks.

Q And approxi mately what years were you doing
t hat research?

A Sorry, | amjust looking at ny CV to see if
there's reference to it anywhere.

So if I"'mrecalling the PhD student correctly,
it was around | ate 2000s.

Q. Do you know what benzodi azepi nes you were
studyi ng for nasal formulations?

A There was a conbination of them | don't
recol |l ect which one specifically -- which ones
specifically, sorry.

Q That's okay. Do you recall whether diazepam
was one of thenf

A. Actually, 1've just found a paper 2011 which
mentions | orazepam Cbviously, that's to the airways,
and the nose is definitely part of that.

Q. What paper is that on your CV?

A M-- on, no. Hold on, MB2. But there was
some ot her work before, as | said, late 2000s. But |
can't renenber what benzodi azepi nes that was.

Q. Was any of that work being done in conjunction
with Neurelis?

A. No.
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Q Ot her than your expert work in this case, have
you ever done any work with Neurelis?

A. Nope.

Q. Did you develop -- did you successfully
devel op any nasal formnulations that could be used with
benzodi azepi ne?

A. No. As | said, the work that we were doing
was very much internal PhD work, sort of what | would
call basic academ c work. The intention at the tine was
to evaluate drug delivery, so, no.

The Mosanna work, which is not, obviously,
benzodi azepine is very nuch intended for comercial,
which is ny CSO role, but that was as of 2022 to 2025.

Q Why don't we switch gears and start | ooking at
sone of your decl arations.

MR. TOBIN. Counsel, if you're going to
nove to a different |line, we' ve been going about an
hour .

MR. LANDMON: Yeah. Do you want to take
a break?

MR. TOBIN: Yeah, let's take a break.

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

(Break from10:04 a.m to 10:16 a.m)

Q. (BY MR LANDMON) Dr. Brown, as | nentioned,

we're going to switch gears a little bit and start
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| ooki ng at your actual declarations. And let's | ook
first at your declaration for the '546 patent, which is
Exhi bit 2072. Let nme know when you have that in front
of you.

A | have it in front of ne.

Q Okay. Geat. And why don't we turn to page
58.

A. Page 58.

Q. And do you see on that page you have a section
entitled, Subject Matter of the '546 Patent? Do you see
t hat ?

A | do.

Q. And you understand that only clainms 17 and 22
of the '546 patent are at issue in the IPR, right?

A. | believe that's correct, yeah.

Q Okay. Can you give ne your understanding of
what is set forth in clains 17 and 22?

MR. TOBIN: Objection to form

A Well, it's a pharmaceutical solution for nasal
adm ni stration conprising a benzodi azepi ne drug; one or
nore natural synthetic tocopherols or tocotrienols, or
conbi nations thereof, in about 30 to 95 percent nol ecul e
wei ght; et hanol and benzyl alcohol in a conbined anpunt
from 10 percent to about 70 percent; and an al kyl

gl ycosi de.
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Q (BY MR. LANDMON) And then claim17.

A. Oh, yeah. So the solution of claiml
consi sting of diazepam Vitam n E, ethanol, benzyl
al cohol and dodecyl naltoside.

Q And then what's your understandi ng of claim
227

A. That's on the other page, yeah?

Q. Uh- huh.

A The solution of claim 16, wherein the alkyl
gl ycoside is dodecyl maltoside. And claim116 is
phar maceuti cal solution of claim 15, wherein the alkyl
glycoside is present in that pharmaceutical solution
between 0.01 and 1 percent, and then 15 goes to 0.01
percent of the al kyl glycoside.

Q And is it your understanding that clains 17
and 22 recite pharmaceutical solutions for nasal
adm ni stration that contain only main ingredients that
are recited in the clains?

A. Sorry, can you repeat that question? | am
having to go across two pages, sorry.

Q No. Is it your understanding that clains 17
and 22 recite pharmaceutical solutions for nasal
adm ni stration that contain only the ingredients that
are listed in the clains?

A. From ny understanding, it's the ingredients
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that are listed. And, you know, when -- as |I've -- as |
bel i eve, when you source excipients of pharmaceuti cal
solutions or formulations, there will be other materials
present, for exanple, in ethanol -- and have a part, if
you like, in inmpurity or whatever of ethanol is water;
for benzyl al cohol, as | know, you have things |ike
benzal dehyde and benzoic acid. So there are going to be
in the certificate of analysis reported | evels of those
in those excipients.

Q. And what's an inmpurity?

A It's something within that excipient. So in
drugs, inmpurities will also be present, and they are
controlled at various |evels depending upon the risk of
safety. In excipients, it's the sane thing. There is
likely to be those additional chem cals present which
wi |l be controlled dependi ng upon the supply and the
source and any potential toxicity risk.

Q So other than the listed ingredients in clains
17 and 22 and their inpurities, do you understand that
the clainms do not cover a pharmaceutical solution having
other ingredients in it?

A. I think what | understand is that they don't
have ot her added ingredients.

Q. And the amount of inpurities that are allowed

by the clainms, do you have a view on what anount are
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al | oned?
A | don't.

MR. TOBIN:. Object. Dr. Brown, | would
just ask -- so belated objection, form But | would ask
just if you could pause just one second so | can |isten
to the question and see if | need to | odge an objection.

THE W TNESS: Okay.

MR. TOBIN: And our court reporter would
al so appreciate that, |I'm sure.

Sorry. Continue, Counsel, please.

Q (BY MR. LANDMON) So let's turn to your
declaration now on the '414 patent, which is
Exhi bit 2073. And | amgoing to direct you to page 64
of that declaration. Let nme know when you're there.

A. | am there, yeah.

Q Ckay. And do you understand that all the
clainms of the '414 patent are at issue in the |PR?

A. | believe that's true, yeah

Q. So woul d you agree generally that the clains
of the '414 patent recite fornulations that are sim|lar,
but not identical, to what's claimed in the '546 patent?

MR. TOBIN: Objection to the form

A Wel |, because dodecyl -beta-D-naltoside is
menti oned and that fornms a conponent of that -- of claim

1 inthe "414, | don't really know what you nean by
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"simlar" or -- because, | nean, they are different in
terns of there's a specific ingredient nmentioned there.
Q (BY MR LANDMON) Is it fair to say that

the difference between the clains of the '546
patent that are at issue here and the clainms of the
'414 patent, that the '414 patent clains the
dodecyl - bet a- D- mal t osi de, which you said nuch better
than | did, and the '546 patent clainms dodecyl
mal toside? |Is that fair to say?

MR. TOBIN: Objection, conpound.

A. One claims, yeah, dodecyl nualtoside, and
then the previous one on the '414 is -- very
specifically clains a well -known exci pi ent
n- dodecyl - bet a- D- nal t osi de.

Q (BY MR. LANDMON) And for ease today, is it
okay if |I refer to the dodecyl naltoside as DDM?

A Well, to be honest, | don't want to be
del i berate, but, no, because they're not -- they're not
the same. There's n-dodecyl -beta-D nmaltoside, and then
there's dodecyl maltoside. | nean, as long as we
consider that they're very distinct, so n-DDM and
everything like that, | guess it's okay. | just m ght
ask for clarification.

Q Yeah. And that's fair. And | was going to

say, | wll refer to n-dodecyl-beta-D maltoside as

Page 42

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

n- DDM
A. Oh, yeah. Okay. Sorry, | m sunderstoo

No, no. You're okay.

MR. TOBIN:. Counsel, your audio cu
agai n.

THE REPORTER: He's frozen.

MR. TOBIN: Let's go off record fo
nmonment .

(Di scussion off the record.)

Q. (BY MR. LANDMON) So let's turn to your
' 786 -- your declaration on the '786 patent which
Exhibit 2074. Let nme know when you have that in
of you.

A I have it in front of ne.

Q. Okay. Let's turn to page 66. Let nme k
when you're there and whet her you see a section
entitled, Subject Matter of the '786 Patent.

A. ' mon page 66, yeah.

Q. And do you understand that all the cl ai
the ' 786 patent are at issue in this |IPR?

A If that's what you're telling ne, yes.

Q Okay. And do you agree that the clains
' 786 patent are simlar but not identical to the

formulations claimed in the '546 and ' 414 patent?

d.

t out

r a

is

front

now

ms of

of the

MR. TOBIN. Objection to form conpound.

Page 43

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

A. Well, | amjust going to go back to -- so
with the '414, there is a bigger description of the
t ocopherols and tocotrienols, but that does have
n- dodecyl -beta-D-mal toside in, along with the '414. So
also the '786 and the '546. And | am | ooking at the
nore sinplified description of the natural or synthetic
tocopherols, but it has got the difference, again, where
the al kyl glycoside is dodecyl maltoside. And that's
not witten down as | think what we've agreed as n- DDM
So to ne they're different, but --

Q. (BY MR. LANDMON) Right. But just so I'm
clear, the clains of the '414 and ' 786 patents recite
fornmul ati ons that include n-DDM right?

A. They do, yes.

Q Okay. And the claimof the '546 recites a
fornul ation that contains DDM right?

A. Dodecyl mal t osi de, yeah.

Q So do you have your -- | think you do. And
sorry for junping around, but | think you're in your
declaration for the '414 patent, right?

A Yeah, 1've got that in front of ne.

Q Okay. Let's turn to page 74.

A. | am on 74.

Q. And do you see the section starting,

Conparison of Challenged Clains of the '414 Patent to
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Earlier Applications? Do you see that?

A | do.

Q And you explain in paragraph 131 -- | am
sorry.

In all three of your declarations, you explain
t hat you understand there's a di spute about whether the
clainms of the challenged patents are entitled to a
priority date in 2008 or 2009, right?

A. | do understand that, yes.

Q. Okay. And that dispute involves whether the
specification of the provisional application 61/040, 558,
which | will just refer to as the '558 provisional
application, contains support for all the claim
limtations, right?

A Sorry, claimlimtations?

Q Yeah. Sorry. So let me back up.

You understand there's a provisional
application whose nunmber is 61/040,558, right?

A | do, yes.

Q Okay. And it's okay if | refer to that as the
' 558 provisional ?

A Yes.

Q. Okay. And do you understand that the dispute
regarding the priority date here invol ves whether the

specification of the '558 patent supports all the
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limtations in the clains of the issued patents?
A. Yeah, | think -- yes, | do. Yeah.
Q And if you look at -- sorry, strike that.

You have the position that with respect to the
"414 and ' 786 patents, the clains are supported by the
' 558 provisional application, right?

A | do, yes.
Q. Okay. And because of that -- strike that.

You don't opine that the clainms of the '546
patent are supported by the '558 provisional
application, right?

A. | don't -- sorry, can you repeat that
guestion?

Q Yeah. You don't opine that the clains of the
'546 patent are supported by the '558 provisional
application, right?

Dr. Brown, | definitely don't want to
short-circuit if there's anything you want to | ook at,
but if you do | ook at --

A Because you're asking ne to flip between two
things, "'mjust -- I'mchecking what's in the
decl arati on.

Q. Yeah, no, there's a |lot there. | could point
you to paragraph 52 of your '546 patent decl aration.

A. Paragraph 52. That's page 28, yeah?
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Q Uh- huh.

A Okay. So |I'mreading 52, which discusses the
filing date that you just asked nme about which I'm --
unl ess |'ve m sunderstood your question, which is do |
have an opinion -- sorry, | nust be being stupid.

Q Not at all. There's a lot in these reports.

So if we read paragraph 52 that you were just
| ooking at, you were referencing Dr. Donovan's opinion
regarding the priority date.

A Yeah.

Q And you do not in that paragraph take a
position that the clains of the '546 patent are entitled
to the earlier priority date of the '558 application,
right?

A Well, I mean, what | say, which is why |'ve
been confused, is that |'ve used a priority date of --

the later priority date of 2009, but if the clainms are,

in fact, entitled to 2008, then -- | mean, that does
not, you are correct, nention those clains. |It's just
tal ki ng about the prior art. So in there, | don't give

an opinion that you've just asked nme, sorry.

Q Right. And you don't recall making any
opi ni on anywhere that the clainms of the '546 patent are
supported by the '558 provisional application, right?

A. | don't recall, but, you know -- that's a |ong
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read through two docunents.

Q And we di scussed earlier that the main
difference between the '546 patent and the '786 and '414
patents is that the '546 patent clains DDM while the
' 786 and ' 414 patents cl ai m n- DDM

A Yeah.

MR. TOBIN: Objection.

Q. (BY MR LANDMON) So is it fair to say that
your opinion is that the '558 provisional supports
formul ati ons contai ni ng n-DDM but not formnul ati ons
cont ai ni ng DDM?

MR. TOBIN. Objection to form

A Again, | don't think it's fair to say
anyt hi ng, because |'ve not given an opinion. And as far
as | recall, | didn't cover that in ny declaration for
t he ' 546.

Q. (BY MR, LANDMON) So why didn't you opine that
the clains of the '546 patent are supported by the '558
provi si onal ?

MR. TOBIN: And, Dr. Brown, if you can
answer the question based on your know edge, you mmy.
But | caution you not to reveal any attorney-client
communi cat i ons.

A. Yeah, I'mnot a |awer, so | don't think

coul d answer that.
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Q (BY MR. LANDMON) Well, so |I'm asking your
vi ew and your opinion. You submtted expert
declarations there. And in two of your declarations you
opi ne that they were supported by the '558 provisional
application, but in the declaration relating to the '546
patent, you didn't have that opinion. So |I'm asking you
as an expert here who submtted expert decl arations
here, why didn't you opine that the clains of the '546
patent are supported by the '558 provisional?

MR. TOBIN: Objection, rel evance.

A Again, | am-- | refer you back to the
previ ous answer which was | don't think -- other than
saying what | said before, which was | can't -- don't
feel | can discuss it and | haven't and | can't give you

an opinion at the nmonent, because | m ght be an expert
in nasal drip delivery and stuff |ike that, but, you
know, if you want -- | just don't know how I can answer
at the nonment w thout tal king through previous
di scussi ons.

Q. (BY MR. LANDMON) Well, you reviewed the '558
provisional, right?

A Yes, of course.

Q. And it's your opinion that the '558
provi sional discloses n-DDM right?

A. Yes.
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Q But you didn't see any disclosures in the '558
provi sional on DDM correct?

MR. TOBIN: Objection, rel evance.

A | don't -- | don't recall |ooking, so | didn't
give an opinion on it.

Q (BY MR. LANDMON) Okay. You weren't asked to
| ook whether the '558 provisional supports the clainms of
the '546 patent?

A. As | said, | don't recollect why.

Q. Okay. You don't recollect why you didn't have

an opinion on that?

A No.

Q. Al right. Let's --

A. | just don't recall.

Q. ["msorry. | mssed what you said.

A. | said | just don't recall

Q. Okay. So with the risk of driving you crazy

goi ng back and forth between docunents, but there m ght
be a fair anount of that --
A Yeah.

MR. TOBIN:. Counsel, can | talk to you
about sonething off the record that nmay save ne sone
obj ections? 1'lIl ask Dr. Brown to | eave the room for
t hat .

MR. LANDMON:  Sure.
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MR. TOBIN. Thank you.

MR. LANDMON: So we want to go off the
record.
(Break from10:42 a.m to 10:45 a.m)

Q. (BY MR- LANDMON) Dr. Brown, your counsel and
| were just having a conversation just making sure we
are all speaking the same | anguage here. And to the
extent it wasn't clear before, | just wanted to make it
clear. VWhen | refer to DDM |I'mreferring to dodecyl
mal t osi de. Do you understand that?

A Yes.

MR. TOBIN. And nothing further, but just

t hose two words. That was the clarification | had

asked.

MR. LANDMON: Ckay. Yeah, |'m not
what else would be in there. But, yes, it's dode
mal t osi de.

MR. TOBIN: Okay. Thank you.

Q. (BY MR. LANDMON) And we're using it in
shorthand for the deposition to nake this go nore
snmoothly. And when | refer to n-DDM |'mreferr
n- dodecyl - beta- D-mal t osi de. Does that make sense

A. Yes.

MR. TOBIN: Counsel, thanks for th

Pl ease conti nue.

sure

cyl

ng to

?

at .
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Q (BY MR LANDMON) So Dr. Brown, let's turn to
your '746 -- I'msorry -- '786 declaration, which is
Exhi bit 2074.

And | wanted to first turn you to page 79. Do
you see the heading there tal king about claim 1(d)
and it says -- it's quoting the words and
n- dodecyl - beta-D-mal t osi de. Do you see that?

A Yeah.

Q. And this is the discussion in your report
where you' re focusing on the disclosures in both the
nonprovi si onal and then on the next page the provisional
application, right?

A Yeah.

Q Ckay. So let's turn to the next page, page
80, paragraph 138. You say there that the '558
provi sional also discloses this elenment which is
referring to the n-DDM right?

A. n- dodecyl - bet a- D- mal t osi de, yeah.

Q. And you state there that the '558 provisional
does disclose n-DDM right?

A | do, yeah.

Q And you quote sone excerpts fromthe '558
provi si onal ?

A That's true.

Q And none of these excerpts expressly discuss
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n-DDM right?
MR. TOBIN:. Objection to the form

A. Well, they express the catalog in which n-DDM
s in.

Q (BY MR, LANDMON) Right. But these excerpts
t hensel ves, you don't see the word
n- dodecyl - bet a- D- mal t osi de here, right?

A. As in | don't see it in the extracted parts.
Just reference to it via the Sigma Catal og, yeah?

Q Ri ght. Because the '558 provisional doesn't
actually list n-DDMin it, other than potentially with
respect to reference to the catalog, right?

A As far as | recollect, the reference to n- DDM
is what | recall and was via the Sigma Catal og and - -

Q And theres's no -- |I'msorry.

A. And the pages within it. Sorry, it was an
end poi nt.

Q And just so we're clear, there's no reference
In the '558 provisional to DDM or n-DDM right?

MR. TOBIN:. Objection to the form

A. Well, it depends what you're calling

"reference," because referencing to it is referencing
the catal og which lists n-DDM
Q (BY MR, LANDMON) Okay. That's a fair point.

| wasn't trying to -- | wasn't trying to put words in
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your mouth. |I'mreally trying to get at the fact that
the ' 558 provisional does not recite n-DDM or DDM on its
face, right?

A. On its face?

Q Yes.

A. Sorry, | don't understand what you nean, "on
its face." That's an Anerican-English problemthere.
You're going to have to use sonething el se.

Q Pr obabl y.

You didn't see the '558 patent expressly
stating DDM or n-DDM correct?

A. Well, no. Again, | don't agree with your
guestion. It states it because it's referenced in the
cat al og.

Q. So | understand your -- soO your position is
it's listed in the catalog, right?

A. That is nmy position, yeah.

Q Okay. And that -- and it's your opinion that

the ' 558 provisional --

A Sorry. What | was going on to say, it's ny
opinion -- | don't nean to interrupt -- and apol ogi es,
but it's my opinion because it says and it's listed in
the Signma Catal og, and that's what |'m readi ng and
that's what |1'm | ooking at.

Q And the Sigma Catalog is the only support for
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n-DDM in the '558 provisional, right?

A Well, the '558 does tal k about enhancing
agents and provides a list, including surface active
agents, especially nonionic materials, which, of course,
is what n-DDMis and DDM in your definition. And then
it goes further with biological detergents as listed in
Si gma.

Q. And was a person of skill in the art prior to
2009 seeing a reference to surface active agents, would
t hey have envi si oned n- DDM when they saw a reference to
surface active agents?

A. Well, whether they did or they didn't, they

woul d have then | ooked at the Sigma Catal og and seen it

listed.

Q. Yeah, no, so | understand that. | guess I'm
just trying to get at what your opinion here is. |Is
your opinion that the -- so | already asked whet her your

opi nion was that the Signma Catal og was the only support
for n-DDM in the '558 provisional. And you said, no,
it's not. There's references to surface active agent
and to biol ogical detergents, right?

A. | think what | said was the surface active
agents are surfactants, and it says especially nonionic
materials. And DDMis a nonionic surfactant. And then

you' ve got biological detergents as |isted.
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Q Ri ght. And would a POSA have envi si oned n- DDM
or DDM when view ng the word surface active agents
(especially nonionic materials)?

A Well, all I can say is that n-DDM in ny
opinion, is -- could be considered in that group, but I
think the nore definitive answer to your question would
be the specific reference to n-DDM which is in the
Si gma Cat al og.

Q. Is it your opinion that if the Sigma Catal og
wasn't referenced in the '558 provisional, it would not
support n- DDM?

A. Well, not really because it says the term
enhancer nmeans any material which acts to increase
absorption across the nucosa and then says in sone
enbodi nents. So you have that general description there
as well.

Q. And is that general description alone, wthout

the Sigma Catal og, sufficient to support n-DDWM?

A Al | can say is that n-DDMis a surface
active agent and is -- would be in a list of a potenti al
enhancer. | don't really know how el se to answer it.

Q So | amtrying to understand the basis for

your opinion, because you say that the '558 provisional
di scl oses n-DDM  And | amtrying to understand what the

basis of it is. | started by asking is the basis only
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the Sigma Catal og, and you said, no, it's these other
di sclosures. So | guess now |'masking if the Sigm
Cat al og was not referenced in the '558 provisional,
woul d the '558 provisional -- is it your opinion that
t he ' 558 provisional would al so discl ose n- DDV?

A. My answer to that question, it is disclosed
because it's in biological detergents listed in the
Sigma Catalog. So the fact is it is there. And all |
said was -- I'mnot sure | said no. And apologies if |
did. Wat | said was you could consider n-DDM and a
skilled artisan woul d know what surface active agents
and the properties they have. And then it nentions
nonionic. That's ny only point I'm nmaking. But ny
deci sion and ny explanation on the n-DDM as included is
specifically reference to the Sigm Catal og.

Q Wul d a person of ordinary skill in the art at
the time, so prior to 2009, have known that n-DDMis an
enhancer and is a surface active agent?

A Well, I think that we have to put the context
of the patent in, because | think you re asking ne a
general question. Wthin the context of the patent as
it lists what the patent considers to be enhancers,
including that list there, and then reference to the
detergents, then -- because it's referenced there in

t hat patent, that's what it's saying, so yes.
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Q And when you refer to including that list, are
you referring to the Sigma Catal og?

A. | amjust referring to the text that is on
page 80. And where it says additional ingredient
selected fromthe group consisting of enhancers, and
then reads out any material that acts to increase
absorption across the nucosa --

(Reporter clarification.)

A Sorry. They nmethod of claim 18, wherein the
conposition conprises at |east one additional ingredient
sel ected fromthe group consisting of enhancers.

I n sonme enbodi nents, the drug delivery system
of the invention by advantageously conprise an
absorption enhancer, which it then goes through to
reference various what it's claimng as that wll
i ncrease absorption. So it states, neans any materi al
whi ch acts to increase absorption across the nucosa
and/ or increase bioavailability and then gives sone
enbodi nents, and specifically that references the Sigm
Cat al og.

Q (BY MR. LANDMON) Ot her than the excerpts you
have quoted here in paragraph 138, are you aware of any
ot her | anguage in the '558 provisional that supports
n- DDM as an excipient in the claimfornulations?

A. So are you tal king about other than where it
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states what it's considering to be enhancers in this
section? Are you then asking ne if there's anywhere
el se in that patent where it describes exanples of which

coul d i ncl ude n- DDM?

Q Yeah, | guess I'mtrying to get at what your
opi nion here -- and trying to confirmthat your
opi nion -- your opinion is that the excerpts in

paragraph 138 -- and when | say "the excerpts,” it
includes -- | know your opinion is the Sigm Catal og as
wel |l that ends there. But are you aware of any other
| anguage in the '558 provisional that supports n-DDM as
an excipient in the claimfornulation?

A | mean, | don't have the '558 in front of ne,
so that's hard for ne to say. But | know this does.

Q. Let's turn to -- back a page, paragraph 137.
In this paragraph you are discussing additional
di scl osures that were added to the specification in 2009
when t he nonprovisional applications were filed. Do you
see that?

A Uh- huh.

MR. TOBIN:. Objection, form

Q. (BY MR. LANDMON) And the first excerpt you
citetois related to the Sigm Catal og again, right?

A Under paragraph 137, yeah, that refers to the
Si gma Cat al og.
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Q And the next two excerpts, the next two
par agr aphs underneath that, these were not in the
provi si onal application, right?

A Again, | don't have it in front of nme, but,
no, | don't believe so.

Q Okay. And these | ater added excerpts, they
di scuss al kyl glycosides, and they identify n-DDM
specifically, right? Let me back up. Sorry.

The added paragraphs, you agree that they
di scuss al kyl glycosides, right?

A | do.

Q And then you see they identify
dodecyl - beta-D-mal t oside. Do you see that?

A Yeah.

Q. And the excerpts here fromthe specification,
the chall enge patents, they don't disclose
n- dodecyl - bet a- D-mal t osi de specifically, right?

A. Is the n covered in that m ddl e paragraph, no,
it isn't.

Q Do you know why?

A | don't, sorry, no.

Q And do you see in the | ast excerpt at the
bottom of paragraph 137, page 79, it's got a reference
to Intravail ?

A. Yeah, | see that.
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Q Do you know what Intravail is?

A. | believe it's a branding of those particular
types of nolecules, but that's all | could tell you.

Q. Do you know if it is -- if Intravail contains
n- DDM?

A. Wt hout | ooking at the catalog, | can't say

|'"ve | ooked at that previously. Now |I'm nore than happy

to if you want to dig out the exhibits.

Q. Well, maybe we can do that later. Do

you

know, did you |ook at the Intravail catalog in putting

your opinion together?
A. | don't recollect |ooking at that, no.
Q. Do you know why you included that | ast

par agraph in paragraph 137 in your declaration?

A Wl |, because | believe Intravail supply alkyl

gl ycosi des.

Q Whul d a PCSA have known what Intravail was in
2008 and 2009?

A A POSA woul d have the capability of finding
t hat on | ooki ng, yes.

Q So still sticking with your declaration for

the ' 786 patent, let's turn back to page 38.

A Sorry, I'mjust checking. W're on '786,

page --
Q Page 38.
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A. Ckay. Yeah, | just went back and then flipped
too many pages. Sorry.

Q No worries. There's a |ot of paper here.

Do you see the heading entitled, Legal
Standard for Witten Description? Do you see that?

A | do.

Q And this section sets forth the | egal standard
you applied for witten description, right?

A Yes.

Q. And the first sentence of that paragraph 59
states, | have been infornmed that in determ ning whet her
a patent claimhas witten description, one nust | ook at
t he disclosure of that patent as originally filed
(i ncluding clainms, specification, and draw ngs) and
ascertain whether it supports each limtations of that
claim Do you see that?

A | do.

Q So is it your understanding that for a patent
claimto have witten description, the specification of
the patent nust disclose the elenents of the clainf

A Sorry, that's a very long sentence and |'m not
a patent lawer. So do you think you can dunb that down
a bit for --

Q. Il will do ny best. | amtrying to kind of

summari ze what you have set out in that sentence, which

Page 62

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

was kind of a |longer sentence. But do you understand
that for a patent claimto have a witten description,
the specification nust disclose the elenents of the
cl ai nf?
MR. TOBIN: Objection to form

A. Yeah, expressly or inherently | think the
terms are, if | remenber rightly. | mght have got that
wrong. Yeah, that's the disclosure nmust expressly
di scl ose or inherently. So, yeah, | renmenbered that
correctly.

Q. (BY MR. LANDMON) Okay. And did you apply
this standard to your analysis of whether the '558
provi si onal provides support for n-DDW?

A Yeah, | did. Yeah.

Q And you agree that n-DDMis an el ement of the
clains of the '786 and '414 patents, right?

A. n-DDMis -- yeah, is definitely stated in
t hose cl ai ms, yeah

Q. And you agree that to claimpriority to the
' 558 provisional application, the specification nust
provide witten description support for n-DDM right?

MR. TOBIN: Objection to the form

A | agree that it nmust supply it, yeah,

i nherently or expressly, yeah.

Q (BY MR. LANDMON) In form ng your opinions
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here, were you informed that there's a difference
bet ween essential and nonessential material in the
context of witten description and priority date issues?
A | don't -- | don't recollect.
Q Do you have any opinions as to whet her n- DDM
is essential or nonessential to the clains of the '786

and '414 patents?

A My understanding is because it's clearly
stated. It's a fundanental part of that clai mbecause
it's listed. | mean, | don't know whether that answers

your question. That's using ny words.

Q It does. And you weren't asked to consi der
whet her n-DDM i s a fundanental part of the clai mwhen
you fornmul ated your witten description analysis of the
' 558 provisional, right?

MR. TOBIN. Objection to form

A. Sorry. Repeat that again. So we're talking
about the provisional '558. And what was the rest of
it, sorry?

Q. (BY MR. LANDMON) Yeah. So you weren't asked
to consi der whether n-DDM was essential or nonessenti al
to the invention of the clains of the '786 and ' 414
patents when you eval uat ed whether the '558 provisional
provi des support for that, right?

A. | was evaluating the '"414 | think of the two
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goi ng back, and |'ve given an opinion about how | feel

that n-DDMis stated in there because it's in the Sigm

Catalog. But as | said, | don't recollect conversations
about expressly or -- | just don't recall
Q Right. So you don't recall any direction to

consi der whet her the n-DDM was essential or nonessenti al
material to the patent in fornulating your opinions
here, right?

A V\hi ch patent? Sorry?

Q. For any of the patents, but specifically I'm
t al ki ng about your opinion that the '558 provisional
supports the clains of the '786 and '414 patents. As
part of that analysis, you were not asked to consi der
whet her n- DDM was essential or nonessential material to
the invention, right?

A. Again, | don't really understand this
essential, nonessential. What | can say is that n-DDM
was in the independent claim and it was there, and it
was referenced back to the provisional which had the --
where | believe it was referenced because of the Sigmm
Cat al og.

Q So changing topics a little, you probably
recall -- and we don't need to go into detail, but you
have a list of exhibits considered in each of your

decl arations, right?
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A. | do, yes.

Q. Do you recall -- and we can turn to one if you
want to, but do you recall referring to what's
Exhi bit 1040, the final witten decision in | PR 2019-451
relating to the '876 patent? And | can -- yeah, ']l
make this easier. And, sorry, | probably should have
just done this. If you go to page 14 of your '786
patent decl aration, let me know when you're there.

A. ' m at page 14, yeah.

Q. Okay. And do you see this starts with a List
of Exhibits?

A. | do, yeah.

Q. Okay. And you considered all these in formng
your opi nions?

A Yes.

Q Okay. And then if you turn a few pages
over to page 19, do you see an entry or a listing
of Exhibit 1040, the final witten decision in
| PR 2019- 00451 filed against U S. Patent No. 9, 763, 876,
August 6, 20227

MR. TOBIN:. Objection, form
| see August 6, 2020.
(BY MR. LANDMON) 2020. Thank you.

Yeah, | can see that.

o > O »

Ckay. So you considered that final witten
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decision in form ng your opinions here?

A Yeah.

Q And you considered that with respect to al
three patents?

A. | think it's in all three of ny declarations,
yeah.

Q Okay. So do you have Exhibit 1040 with you in

paper ?

A. No.

Q. Okay. |If not, | can ask the technician Lance
to publish it, and you can pull it up on your screen.

ZOOM TECH: It's in the marked fol der
now. You m ght have to refresh to see it.

(Exhibit 1040 nmarked.)

A. Exhi bit 1040, yeah

Q (BY MR- LANDMON) Yeah. Do you have that?
A Yeah.

Q Ckay. G eat.

Do you understand that the '876 patent was
found unpatentable in that | PR proceedi ng?
A | believe it was -- was it abandoned? Is that
what you say? | don't --
Q. Unpat ent abl e?
A. | don't know whether it was unpatentable or

not, sorry. Let's gowith ny famly tree.
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Q | can turn you to page 68 or if you could turn
to page 68 of this exhibit.

A Yeah, just give ne a second. | amjust
| ooking at it.

Q Ckay.

A. Sorry. You said what page?

Q Page 68.
A Okay.
Q. Do you see at the bottomit states, Petitioner

establishes by a preponderance of the evidence that
clains 1 - 36 of the '876 patent are unpatentabl e?

A. | can read that, yeah

Q. Okay. Did you consider that unpatentability
decision in form ng your opinions in this case?

A | considered '876 and the difference between

t he other patents --

Q And - -

A -- and the clains.
Q ['m sorry.

A That's all right.
Q And t he cl ai nms.

Did you consider the IPR s unpatentability
decision in form ng your opinions here?
MR. TOBIN: Objection to form

A. | recall reading the docunent.
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Q  (BY MR LANDMON)

the '876 patent.
MR.  LANDMON
you to publish '876 patent.

unl ess - -

OCkay. Wiy don't we turn to

Lance, | am going to ask

It's marked as 1071

Q (BY MR. LANDMON) You don't have that one,
right, Dr. Brown? | know you said you had patents, but
| think it was the patents at issue.

A Uh- huh.

MR. LANDMON: So, Lance, you can go ahead
and publish that.

ZOOM TECH: Sorry, what tab is that?

MR. LANDMON: Hold on one second. 12.

ZOOM TECH: Ckay. One second.

MR. TOBIN: Counsel, while he's doing
that, can you give ne one nonent -- | think my w ndow
closed -- just so | can download it? Just hold on
bef ore asking your next question, please.

MR. LANDMON:  Uh-huh. Sure. Yeah. Just
| et me know when you're ready.

MR. TOBIN: Thank you very nuch

ZOOM TECH: That was 10717

MR. LANDMON:  Yes.

(Exhibit 1071 marked.)

MR TOBI N:

Could we go off record just
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for a nonent? |'m having sone technical issues.
MR. LANDMON: Sure.
(Break from11:16 a.m to 11:17 a.

m )

Q. (BY MR. LANDMON) Dr. Brown, do you have

Exhibit 1071 in front of you?

A. No. Sorry, | was waiting. | have got
refresh again, haven't |7?

Q | think so.

A. Whoa. Yeah, |'ve got it.

to

Q. And you see that's U. S. Patent No. 9, 763, 876,

right?

A Yeah.

Q. Okay. And you considered this as part
opinion as well, right?

A Yeah.

of your

Q And you understand this is the patent that the

PTAB found unpatentable in the previous IPR, right?

A. Yeah, | read that on the previous thing, yeah.

| think it's revoked in nmy famly tree.
Q Okay. So let's turn to what's page 41
docunent. It's colum 63 where the claimstarts.

t he second-to-1ast page.

of this

It's

A Page 41. Sorry. Okay. Yeah, |I'mon the

cl ai ms.

Q Can you read claim1l to yourself.
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A Yeah, |'ve read claim1.

Q Is it fair to say that the '867 patent clains
a nethod of treating a patient by adm nistering a
formulation that is simlar to the fornul ati ons cl ai med
in the '546, '414, and '786 patents?

MR. TOBI N: Cbj ection, form

A. Well, this just basically says an al kyl
gl ycoside, which is not the sane as the other three
patents -- the other two patents -- three patents.

Q (BY MR. LANDMON) So the reference to al kyl
gl ucosides, that's the last listing in the fornul ation

of claiml, right?

A Yeah.

Q And is DDM an al kyl gl ycosi de?

A. |s DDM yes.

Q Is n-DDM an al kyl gl ycosi de?

A n-DDMis a very -- is a specific alkyl

gl ycosi de, yeah.

Q And if you | ook at claim 27, do you see that
claim?27 is directed to the nethod of claim1, wherein
the solution consists of diazepam vitamn E, ethanol,
benzyl al cohol and -- and DDM?

A. | do.

Q So is it fair to say that claim27 clains or

iIs directed to and recites the sanme fornulation that's
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set forth in the '546 patent?
MR. TOBIN: Objection to form

A. So in the '546 patent, claim 17 references --
is dependent on claim 1, which says consisting of
di azepam vitam n E, ethanol, benzyl al cohol and dodecyl
mal t osi de and the nmethod of claiml1l. So that's
different. Method -- because we don't have nethod
patents, per se, in the -- in Europe. But anyway, other
than that, they list the same ingredients.

Q. (BY MR. LANDMON) So just so we're clear, |
think you've said this, but the forrmulations recited in
claim 27 of the '876 patent is essentially the sane as
the fornulation in claim 17 of the '546 patent, right?

MR. TOBIN. Objection, form

A It says the solution of claim1, and then it
references to one which is a pharmaceutical solution
whi ch 1inks back where al kyl glycoside is then defined
further to dodecyl. One is a nethod of treating and one
is a pharmaceutical solution. So in that way, they're
di fferent, whatever that neans.

Q (BY MR. LANDMON) Right. So putting aside the
met hod aspect, but just focusing on the formulation
aspects, you agree that there are no differences between
the fornulation recited in claim27 of the '876 patent

and claim 17 of the '546 patent, right?
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MR. TOBIN. Sanme objections.

A. | mean, | think it's the sanme answer, they are
listing the sane ingredients, but what is definitely
different is a pharnmaceutical solution. So the '546 is
a conposition of a fornmulation. And this appears to be
a use. | don't know what that means |legally, but that's
the difference | can see.

Q. (BY MR. LANDMON) And can you | ook now at
claim 26 of the '876 patent?

A Yeah.

Q And woul d you agree that there are no
di fferences between the fornulation recited in claim 26
of the '876 patent and claim 22 of the '546 patent?

MR. TOBIN.  Sanme objection.

A. So 22 in the '546 says, the solution of claim
16. So that references claim 15, and that references
claiml1, which is a pharmaceutical solution, and it
defines the al kyl glycoside as dodecyl maltoside, so
that's '546. And then you said 27, didn't you?

Q. (BY MR. LANDMON) Claim 26 of the '876 patent.

A Yeah, that's got a specific limtation, but
it's got a range of concentration, which isn't in 22 on
t he ' 546.

Q Claim 22 of the '546 is a dependent claim
t hough, right?
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A. Yeah, to 16. Oh, yeah. Sorry. Yeah, then
that's there. And then it goes back to 15. Ckay.
Yeah. So that range is the sanme as well, yeah.

Q. Okay. So just so the record is clear, you
agree that there are no differences between the
formulation recited in claim?26 of the '876 patent and
claim22 of the '546 patent, right?

A Well, I nmean, | presune there's a reason why
one says "a nethod of treating" and the other one says

"a pharmaceutical solution,” but the description of the
i ngredi ents appear to be the same, fromwhat | can see.

Q We' || probably have plenty of time |ater today
to talk nore about the prior art and obviousness in nore
detail, but generally speaking, do you understand that
the '876 patent was found unpatentable in view of the
same prior art references that Padagis has asserted
render the '546 patent unpatentable in this IPR
proceedi ng?

MR. TOBIN: Objection, foundation.

A | don't -- honestly, | would need to go back
and read everything to remnd nyself. But if you're
telling me that's the case, then I'msure it nust be.

Q. (BY MR, LANDMON) And you didn't consider that
in issuing your opinion here?

A. | don't recollect either way, to be honest. |
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just can't recall

Q | guess I'mtrying to ask is it your opinion
that the PTAB was wong when it found the '876 patent
unpat ent abl e?

MR. TOBIN: Objection, foundation.

A. The PTAB? Sorry?

Q  (BY MR LANDMON) Yes.

A PTAB, is that the -- what's the patent --
what's that stand for, sorry?

Q. So it's the Patent Trial and Appeal Board.
Yeah, the Patent Trial and Appeal Board that will decide
this IPR that decided the I PR proceeding on the '876
pat ent .

A Yeah.

Q. And we al ready discussed that in the '876
patent | PR, the PTAB found those cl ai ns unpatentabl e.
And | amtrying to understand, is it your opinion that
the PTAB was wong when it did that?

MR. TOBIN: Objection, foundation.

A | don't have an opinion on that. | don't
remenber giving an opinion on that either.

Q. (BY MR. LANDMON) Well, how can you cone to a
contrary opinion in your declarations, having considered
the PTAB decision on the '876 patent, w thout

determ ni ng whet her that decision was correct or
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i ncorrect?

A Because --

MR. TOBIN: Objection, foundation.

A -- | amconsidering nyself as a skilled
artisan, and | have put in a section about why the '876
patent clainms are different to the '414. And that's
what |'ve been asked to |ook at, the '414 and the other
t wo.

Q (BY MR. LANDMON) Well, | amtal king now about
the '546 patent, though.

A Well, sanme -- sanme answer.

Q But the only difference that you identified
between the two sets of clainms was that the '876 patent
is directed to a nethod, and the '546 patents are j ust
directed to a conposition, right?

A. Yeah, but, you know, | don't recall their
reasoni ng behind their decisions. | just don't
remenber. But |'ve just given an opinion on what |'ve
given an opinion on. That's all | can say.

Q Did you ignore that decision by the PTAB?

A No, but 1've given ny opinion as a skilled
artisan. | amnot -- you know, | have given opinions
around what | think and how they fit together, but if
that's different, then it's different. It's just ny

opi ni on.
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Q And you understand that there are skilled

artisans who submtted opinions in the '876 patent |PR,

right?
MR. TOBIN: Objection, foundation,
rel evance.
A. If you're telling me that there were, then I'm
sure there were. But I'mjust -- as | said, this is ny

opi nion, not theirs.

Q (BY MR. LANDMON) Did you consider the
opi nions offered by the skilled artisans in the '876
patent | PR proceedi ng?

A. | don't recollect their opinions, whatever
they were. | definitely reviewed the opinions on
Dr. Donovan relating to these three docunents.

Q. Do you -- are you aware that the -- well, are
you aware the PTAB proceedings after there is a decision
can be appealed up to the Federal Circuit Court of
Appeal s in the US?

MR. TOBIN:. Objection, |egal conclusion.

A | don't know the |egal ram fications, but al
| can tell you is that when |I've been involved with the
US PTO, there has been a frequent nunber of appeals
after there are rejections of patents.

Q. (BY MR. LANDMON) And are you aware that in

| PR proceedi ngs, that PTAB deci sions can be appealed to
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the Federal Circuit Court of Appeal s?
MR. TOBIN: Sanme objections.

A. Yeah, | know there's a process. | don't know
exactly what it is.

Q (BY MR LANDMON) Are you aware that the
Federal Circuit affirnmed the PTAB's decision that the
clains of the '876 patent were unpatentable?

MR. TOBIN: Objection, foundation.

A | don't renmenber that.

Q. (BY MR. LANDMON) Okay. And did you take --
well, so | assunme then you don't recall whether you
consi dered the Federal Circuit's decision when you
formed your opinions here, right?

A. | honestly don't know.

Q. So you nentioned before that you have opinions
that the clains of the '414 and ' 786 patents are
patentably distinct fromthe '876 patent clains, right?

A. Yes.

Q. You don't have a simlar section with respect
or simlar opinions with respect to the '546 patent,
ri ght?

A. No, | don't.

Q. Can you give nme a summary -- and if you want,
| can direct you where to | ook, but for why the clains

of the '786 and '414 patent are patentably distinct from
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the '876 patent clains?
(Reporter clarification.)

Q (BY MR- LANDMON) Dr. Brown, can you provide a
summary of your opinions as to why the clainms of the
' 786 patent and '414 patent are patentably distinct from
the '876 patent clains?

MR. TOBIN: Objection, conpound.

Q. (BY MR. LANDMON) And if you would like, I can
direct you where in your reports to | ook.

A If it's going to save time, you can do, yeah.
| am just going --

Q Yeah, | like saving tinme. On the '414 patent,
in your declaration on the '414 patent, if you | ook
starting on page 1009.

A. |'"ve gone to the wong docunent, so you
definitely saved tinme. Sorry. | m sunderstood. |

t hought you said the '786. So you nean ' 8767

Q Yes. And | apologize if | gave the wong
number .
A ["'msure it wasn't you

MR. TOBIN: Counsel, nmaybe you want to
restart that one.
MR. LANDMON:  Yeah
Q. (BY MR. LANDMON) So, Dr. Brown, just so we're

all on the sane page, could you give ne a brief summary
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of your opinions as to why the clains of the '414 patent
and ' 786 patent are patentably distinct fromthe clains
of the '876 patent?

MR. TOBIN:. Objection, conpound.

A. Yeah, | nean, basically the two patents that
we have been tal ki ng about have a very distinct
description of n-dodecyl -beta-D nmaltoside, whereas, the
'876 is really just reciting broader group alkyl
gl ucosi des.

Q. (BY MR. LANDMON) Well, and you agree, too,
the '876 discloses DDM right?

A Yes.

Q So is it your opinion that the key difference
that renders the '414 and ' 786 patents patentably
distinct fromthe clains of the '876 patent is that the
"414 and ' 786 patent clains are directed to n- DDV?

A Yes.

Q Have you identified any other key differences
between the clainms of the '786 and ' 414 patent over the
clainms of the '876 patent?

MR. TOBIN: Objection, conpound.

A I think that's the fundanental difference. |
think, if I recollect correctly, there was -- | woul d
need to go back and check on the '876. So | think if

| " mconsidering this correctly in answering your
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question, the only difference was di azepam was naned in
the '414 and '786, and in the '876, |I think it was
benzodi azepine drug in that claim1
Q. (BY MR. LANDMON) If you're | ooking at claim
27 of the '876 patent, do you see that claim 27 --
A. Sorry, | didn't realize -- you asked ne for
the general differences, and that's one.
MR. TOBIN: And, Doctor, | would ask you
to please don't interrupt him
THE W TNESS: Oh.
MR. TOBIN: Let himfinish his question.
A. Sorry, sir.
Q. (BY MR. LANDMON) No worries. It's hard to
do, especially over Zoom
But you see that claim27 of the '876 patent
specifically discloses diazepam right?
A | do.
Q O specifically clains it. So the only
di fference you have identified between the clainms of the
414 and ' 786 patents, as opposed to the clains of the
'876 patent, is that the '414 and ' 786 patents claim
n-DDM right?
A That woul d appear so, yeah.
MR. LANDMON: Why don't we take a break.

We' ve been going for a while. W can go off the record.
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(Break from11:38 a.m to 11:47 a.m)

Q. (BY MR LANDMON) Dr. Brown, we're going to
switch gears a little bit.

MR. LANDMON:  And, Lance, if | can ask
you to publish, it's tab -- sorry, tab 10. It's
Exhi bit 1072.

ZOOM TECH: Tab 10 on here says
Exhi bit 2012. At the bottomit says 2012. |Is that the
correct one?

MR. LANDMON: It should be the expert
declaration. No, no, that's -- oh, yes, that's the very
one.

ZOOM TECH:  Okay.

MR. LANDMON: | think that's what Chris
is telling ne.

MR. TOBIN: So which exhibit should I be
| ooking for?

MR. LANDMON: Yeah. So it's actually an
exhibit we haven't used yet in this IPR So it says
Exhi bit 2012 at the bottom We would like to have it
marked in this deposition as Exhibit 1072.

Q (BY MR. LANDMON) So, Dr. Brown, | am show ng
you up on the screen what's now been marked as
Exhi bit 1072 for this proceeding. |It's entitled the

Expert Decl aration of Professor -- and | won't pronounce
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his name -- G zurarson is his last nanme -- in Support of

Pat ent Omner's Response --

A. Sorry. Sorry. Sir, it's not on the screen as
of yet.
Q | apol ogi ze. Hold on.

MR. TOBIN:. Can | help himwth that?
Hit F5 or refresh.
ZOOM TECH: It says 2012 right now. |
will change it later just so we can keep it noving.
THE W TNESS: Okay. Sorry, | was | ooking
for 1072.
Q (BY MR- LANDMON) Okay. Do you have that up
on your screen?
A Yeah.
Q. Okay. And do you see, Dr. Brown, this is a
Decl aration of Professor G zurarson in Support of Patent
Omer's Response to Petition for Inter Partes Review of
U.S. Patent No. 9,763,876? Do you see that?
A | do.
Q Okay. And | think you -- well, let ne just
ask. You're not famliar with this docunment, right?
A No.
Q. And you didn't review this docunment in form ng
any of your opinions in your declarations?

A. Not that | recall, no.
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Q Ckay. So just for your -- just so you
understand, this is a declaration that Professor
G zurarson submtted in support of Neurelis in the '876
patent | PR. Have you ever spoken to Professor
G zurarson?

A. No.

Q. Do you know who that is?

A Sorry, not a clue.

Q. Okay. So if we could turn to --

MR. TOBIN:. Counsel, is this m smarked
sonehow? W thout going into details, do you know how
exhi bit nunbers need to be done at the PTAB?

MR. LANDMON: So this has not been a
previ ous exhibit. And actually Lance just published it
with a new exhi bit nunmber, so now it says Exhibit 1072
if you guys refresh.

MR. TOBIN: Yes. So should we close out
of this one so we can just have a consistent record of
what we're tal king about?

MR.  LANDMON: Uh- huh.
(Exhibit 1072 marked.)
So we're now at 10727
(BY MR. LANDMON) Yes.
Okay.

o > O »

So this was an exhibit in the '876 patent |PR,
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which is why it has a different exhibit nunmber, but it
is now Exhibit 1072.

So if I can ask you to turn to -- it's page 40
at the bottom | believe it's page 43 of this docunent,
just given the table of contents.

(Reporter clarification.)

MR. TOBIN: Sorry. Counsel, are you on
PDF page or print page? Were are you?

MR. LANDMON: So print page at the bottom
is 40. And it's page 43 of the PDF.

MR. TOBIN: Thank you.

THE W TNESS: Thank you.

Q (BY MR. LANDMON) There's a section Roman
nuneral VIII. It says, Al Challenged Clains O The
‘876 Patent Are Valid.

A | amthere.

Q. Okay. And do you see there's that subsection
A entitled, The Provisional Application |Incorporates By
Ref erence Al kyl G ycosides As Clainmed? Do you see that?

A (Wtness nods head.)

Yes. Sorry. Noddi ng.

Q And, Dr. Brown, simlar to what you have
opi ned on the '414 and ' 786 patents, Professor
G zurarson addressed whet her the '558 provisional has

support for the clained al kyl nmaltosi des and DDM
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specifically.

Do you see that in the section starting on

page 407?
MR. TOBIN:. Objection, |acks foundation,
rel evance.
A. | am readi ng Serial No. 61/040,558 ('558

Provi sional) which the '876 patent clains priority to
see -- includes an incorporation by reference to a
1988 Sigma Catal og. The "incorporation by reference"
reads --

So | have read | think, yeah

Q (BY MR. LANDMON) Ckay. Do you see that
Prof essor G zurarson al so opined, simlar to you, that
t he '558 provisional application's incorporation by
reference of the Sigma Catal og provide support for DDW?
Do you see that?

MR. TOBIN:. Objection, |acks foundation,
rel evance.

A VWi ch paragraph specifically are you asking nme
to | ook at?

Q (BY MR LANDMON) So it's pretty nmuch this
section, but it starts with as you expl ai ned on
paragraph 68 where he starts by referencing the Sigm
Catal og and the incorporation by reference of the Sigm

Cat al og.
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MR. TOBIN.  Objection, |acks foundation.
A Yeah, |'ve read down to B.
Q (BY MR- LANDMON) So you see that, simlar to
your position that the '558 provisional supports n-DDM
Dr. G zurarson's support an opinion that the Sigm
Cat al og i ncorporation supported DDMin the '558
provisional. Did you see that?
MR. TOBIN: Objection, |acks foundation,
rel evance.
A | can see he tal ks about al kyl gl ycosi des,
noni oni ¢ detergents, surface active agents,
n- dodecyl - beta-D-mal t osi des there. Yeah, so | can see
hi mtal ki ng about al kyl glycosides. [Is that your
questi on?
Q. (BY MR. LANDMON) Hold on one second, sorry.
And you understand that there was a final
written decision issued on the '876 patent, right?
A. Yeah, you expl ained that before. Yeah. And I
do, yeah.
Q Yeah. And you considered that as part of your
opi nion, right?
A Yeah.
MR. TOBIN: Objection, |acks foundation.
And, Dr. Brown -- one second, Counsel.

woul d ask you to pause just one second so if | need to
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object, I'lIl have tinme to do that.
THE W TNESS: Sorry.
MR. TOBIN: So we're not all three
tal ki ng over each ot her.
Conti nue, Counsel, please.
MR. LANDMON: Sorry.

Q. (BY MR. LANDMON) You didn't discuss -- sorry,

strike that.
Did you consider the final witten decision on
the '876 patent with respect to the priority date
opi nions that you issued here?
A. Sorry, can you say that again?
Q. Yeah. And | shoul d probably back up.
Renmenber earlier today we were tal king about
t he opinions you issued with respect to whether the '558
provi sional supported an earlier priority date for the
"414 and ' 786 patents? Do you renenber that?

A | do.

Q. Okay. And did you consider the final witten
deci sion issued by the PTAB on the '876 patent when you
fornmul at ed t hose opi ni ons?

A. | think, as |I've said before, |I really can't
remenber how nuch detail we went into that. | nean,
this certainly isn't an exhibit 1've seen before or

read.
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Q Ckay. Let's turn back to your '786 Patent
Decl aration, which is Exhibit 2074. And if | can direct
you to page 40, we're going to switch gears a little bit
here.

A To page 40.

Q Let nme know when you're there.

A | am there.

Q. Okay. And do you see a section entitled,
Technol ogy Background and State of the Art?

A | do, yeah.

Q And you have this sanme section in your '546
and ' 414 patent declarations, right?

A. | do, yeah.

Q The first section here is titled, Chem cal
Compounds and Their Structures, right?

A Yes, it is.

Q. Al right. And in this section you' re giving
an overview of sonme basic chem stry principles with
respect to organic conmpounds. |Is that fair?

A Yeah. Organic chem cal conpounds, yes.

Q And if we go over to page 42, starting in
par agraph 68, you discuss, Al kanes, Alkyl G oups, and
| soners, right?

A. Yeah, | continue on to discuss those, yeah.

Q Ckay. I n paragraph 68 you explain that
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al kanes are a type of hydrocarbon conpound that are nade
entirely of carbon and hydrogen atonms, and in which al
t he carbon-carbon bonds are single bonds, right?

A | do.

Q And then continuing in that paragraph, but on
page 43, on the next page, you explain that, Wen an
al kane is not a standal one nol ecul e, but is instead
bonded to other chem cal conponents as a group, the

group nane is derived by replacing the -ane of the

correspondi ng al kane by the suffix -yl. Do you see
t hat ?

A Yeah.

Q. I n paragraph 69, you then go on to explain

that the al kanes of four or nore carbons can form
different isoners, right?

A. Yes.

Q. And then if we turn to the next page, you
expl ain there that unbranched or straight-chain al kanes
are referred to as n-al kanes or normal al kanes, right?

A. Yes.

Q And then you go on to explain that al kanes
t hat have the sanme nunmber of carbon atons can al so have
branch structures which are different isoners, right?

A. Yes.

Q And you give an exanple on page 44 of n-butane
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as the unbranched form of butane, and iso-butane as the
branch structure of butane, right?

A. That's right.

Q. Is it your opinion that unbranched al kanes
must be nanmed by the n prefix that you di scussed here?

MR. TOBIN:. Objection, form

A Wth regards to what context?

Q. (BY MR, LANDMON) Well, with regards to the
context you're tal king of here.

MR. TOBIN: Sanme objection.

A So what |'mtal king about here is I am | ooking
at the textbooks and describing how they are naned. And
in nmy opinion, these are general descriptions of
al kanes, such as n, iso, and then later on it talks
about neo. But, again, it just depends upon the context
that you're using them So in pharnmaceuti cal
devel opnent, you would need to be very specific about
t he exact structure of what you were using.

Q. (BY MR LANDMON) In the case of butane, is it
your opinion that the word "butane" could refer to
ei t her n-butane or iso-butane?

MR. TOBIN: Objection, form

A Again, within the context of how you're

referring to it. In the pharmaceutical context, butane

would nean, as |'ve said, there would be two i soners,
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but butane is a general description of the 4 carbon
al kane.

Q (BY MR. LANDMON) Okay.

MR. LANDMON: Lance, if | can have you
pull up another docunent. It's tab 14, Exhibit 2051
fromthe ' 786 patent |PR

(Exhi bit 2051 marked.)

Q. (BY MR LANDMON) Dr. Brown, let nme know when
you have the exhibit up in front of you.

A Sorry, what's the exhibit nunber?

Q The exhi bit number is 2051.

A Yeah, | have it in front of ne.

Q. And this is the Streitw eser reference that
you cited in your declarations for the points we've just
been di scussing. |Is that right?

A. That's right.

Q. So if you turn to -- hold on a second. Let ne
get the right page. So if you turn to page 9 of the
PDF, | believe it's page 44 of the actual reference, but
it's page 9 of this docunent either on the PDF or at the
bott om where you see Exhibit 2051, you'll see page 9.
Let nme know when you're there.

A Yeah, I'mthere. |I'mat 3.5.

Q G eat .

And you see 3.5, it's titled, n-al kanes, the
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Si mpl est Organi ¢ Conmpounds, right?

A. | do, yeah.

Q Okay. And if | can point you to the | ast
sentence in the second paragraph, do you see that it
states, The normal al kanes are nanmed according to the
number of carbon atoms in the chain (Table 3.2)?

A. Okay. Yeah, 1've read that, yeah.

Q. Okay. And then the next paragraph reads that,
These nanes derive fromthe generic nane al kane with the
al k- stemreplaced by a stem characteristic of the
nunmber of carbons in the chain. The first four menbers
of this series, nethane, ethane, propane, and butane,
are names that canme into w despread use before any
attenpts were nade to systemati ze the nanmes of organic
conmpounds. The remai ning nanmes derive quite obviously
from Greek nunbers; conpare pentagon, octal, decimal,
and so on. Do you see that?

A. | do see that, yes.

Q. Okay. And if you turn over to the next page,
you will see a Table 3.2 that lists the names for
di fferent n-al kanes. Do you see that?

A Yeah.

Q And Table 3.2 lists the 4 carbon n-al kane as
bei ng named butane, right?

MR. TOBIN. Objection to form
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A That table has an n nunber 4, next to it
but ane, and then a sinple structure.

Q (BY MR. LANDMON) Okay. And it doesn't cal
it n-butane, right?

A. No, on that table it doesn't. It doesn't
refer to them how the n nunber refers to normal in the
text for that table. And it does on the side say
"n- al kanes, the Sinplest Organic Conpounds.”

Q. But when it identifies the 4 carbon n-al kane,
it identifies it as butane and not n-butane, right?

MR. TOBIN: Same objection.

A But within that table, it tal ks about
"n-al kanes, the Sinplest Organic Conpounds” on the side.
That's referencing that table. So the |eft-hand side
has propane, butane, but the right-hand says --
references n-al kanes.

Q. (BY MR. LANDMON) And you're not aware of
chem sts referring to the 4 -- sorry, strike that.

You' re not aware of chemi sts referring to the
4 carbon n-al kane as just butane instead of n-butane.
| s that your testinmony here today?
MR. TOBIN:. Objection to form
A Sorry, could you repeat that again?
Q. (BY MR. LANDMON) Yeah. You're not aware of

chem sts referring to the 4 carbon n-al kane as being
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nanmed butane and not n-butane. |Is that your testinony
here today?

A. Well, what | amtestifying is that it's very
much dependent on the environment at which you' re
di scussing them and the context thereof.

Q Okay. In the context of pharmaceuticals, are
you aware of organic chem sts who refer to the 4 carbon
n- al kane as bei ng named butane and not n-butane?

A. That's an interesting question. |'m obviously
am not aware of every single quote of butane. All | can
say in the context of reading the patents and
everything, then, you know, there are a nunber of
isoners. So as | have explained before, in
phar maceuti cal devel opnent, a skilled artisan would know
that the isomer formis critical in functionality, and
there are a nunber of exanples of isoners, for both
drugs and excipients, will affect the activity of the
i ndi vi dual excipient and/or drug, just in the sanme way
as like -- | think you're probably too young -- but
t hal i dom de and sonme of the others, and propanol ol and
things |ike that, where the isonmeric formis critical
There are also isonmeric forms of other excipients where
it's inportant to nake sure. And this is one of them
So very nuch in the context.

And | think |I've experienced in devel opnment
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where there has been confusion around the nam ng of
al kanes which has led to different properties. So it's
like -- so nethyl, 3-nmethyl or 2-nethylpropane. | think
| give the exanple later which is also a butane, but it
has very different properties. So | think that -- |
can't speak for all chem sts, but | think it's
fundanmental in pharmaceutical devel opnent that you are
nore specific and | ess general.

Q. So let's focus on ny question. Are you aware
that chem sts in the pharmaceutical arts prior to 2009
woul d refer to the 4 carbon n-al kane as bei ng naned
but ane and not n-butane?

MR. TOBIN: Objection, speculation.
A. | couldn't tell you.

Q (BY MR. LANDMON) You don't renenber that?

A. At this moment in tinme, | don't recall that,
no. Well, | can --
Q Is it you --

MR. TOBIN:. Were you done with your
answer, Dr. Brown?
THE W TNESS: No.
A. What | can say is what | told you before, that
chem sts working in this context, | would expect themto
be very much specific about the form of the al kane they

were tal ki ng about.
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Q (BY MR. LANDMON) Ckay. So is it your
testinony, as you sit here today, that a person of
ordinary skill in the art prior to 2009 would only refer
to the 4 carbon n-al kane as butane and -- I'msorry --
as n-butane and not butane?

MR. TOBIN. Objection to form

A. That's not ny testinony. M testinony is that
in the context of the patents and also in this context
here where it references it, | think it's inportant to
understand that there are different isoners, branched or
straight.

Q (BY MR- LANDMON) Ckay. So | understand what
you're trying to say. But I'mtrying to find out what
POSAs did prior to 2009. And I'masking, is it your
testinony as you sit here today that POSAs prior to 2009
woul d only refer to the n -- to the 4 carbon n-al kane as
n- but ane and not just butane?

A | think --

MR. TOBIN:. Objection, form

A I think a POSA would -- should understand that
there is a difference froma general nane and the
isomeric fornms. What they would wite down in
i ndi vi dual docunents or whatever, | can't say. | am
just saying | believe that a POSA woul d understand the

difference and would wite it down. | can't say what
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t hey have done.

Q. (BY MR. LANDMON) So you don't recall prior to
2009 that it was comon in the art for a POSA to refer
to the 4 carbon n-al kane as sinply butane and not
n- butane? |s that your testinony as you sit here today?

MR. TOBIN: Same objection.

A. Sorry, can you repeat the question again?

Q. (BY MR. LANDMON) So you don't recall prior to
2009 that it was common in the art for a POSA to refer
to the 4 carbon n-al kane as bei ng nanmed butane and not

n- butane? |s that your testinony, as you sit here

t oday?
A. | am-- | nmean, | think this edition of this
book which was this textbook -- it was dated |ong before

the specific region you' re tal king about where he has
hi ghlighted the inportance of n. But as you have
hi ghli ghted here, you believe that they've just called
them by their general name, although | think there's n
his reference there. It just depends. | don't think
can give you an answer about what may have happened by
any nunber of people in the past.

VWhat | amsaying is | believe a POSA, our
person with all these different skillsets would know
that the n part of it is very inportant in the

functionality of the al kanes and al so the al kanes |i nked
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to the saccharides in terns of the n-DDM And that's
all 1 can tell you

Q So you understand you' ve given opinions here
and purported to testify fromthe perspective of a
person of ordinary skill in the art, right?

A. | do, yeah.

Q Okay. And you're aware of what peopl e of
skill in the art were saying prior to 2009, right?

MR. TOBIN. Objection to form

A Am | aware of every single publication by
every single potential POSA ever published in the world,
no.

Q. (BY MR. LANDMON) No, that wasn't my question

But you're aware of how a POSA generally used
nomencl ature and nmade statenents prior to 20097
MR. TOBIN. Sanme objection, form

A " m aware of what the POSA that | am
envi si oning woul d be aware of, yes.

Q. (BY MR. LANDMON) What is the POSA that you're
envisioning? 1Is it the one set forth in your
decl arations?

A. It is, yeah.

Q. Okay. And you're aware that the POSA set
forth in your declarations would commonly refer to the

4 carbon n-al kane as being sinply butane and not
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n- but ane, right?
MR. TOBIN:. Objection, form
A. No, | -- so are you telling nme they would
refer to butane, not n-butane?
Q. (BY MR. LANDMON) That they would refer to the

4 carbon n-al kane as sinply butane and not n-butane,

ri ght?
A. No, |I've never said that.
Q. I know you haven't said that. | guess I'm

just asking you. You --
THE W TNESS: He's gone agai n.
MR. TOBIN  Counsel, you went quiet
again. W |ost your audio. Let's go off record.
(Di scussion off the record.)

Q. (BY MR. LANDMON) Dr. Brown, so |I've heard
what you' ve been testifying. You believe nonencl ature
and using the n was inportant. You believe that
different isonmers were inportant. | amjust asking how
a POSA prior to 2009 woul d state things and use
nomencl ature. | guess I'mjust confirmng, as you sit
here today, it's your opinion that a POSA woul d only
have referred to the 4 carbon n-al kane as n-butane and
not just butane?

A. It's actually --

MR. TOBIN. Objection, form
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G ve ne one second, Dr. Brown. You may
continue. Sorry.
A It's a different question to what you asked ne
before, unless I've got it mxed up. So am | saying
that the POSA that | envision should refer and woul d

refer to the linear formof an al kane with the n, yes.

Q (BY MR. LANDMON) |'m not asking what they
shoul d have done. | am asking what they did prior to
2009.

A There isn't -- | mght be wong, but the POSA

is a hypothetical person |I'menvisioning with various
skills. M POSA woul d, yes.

Q. So your POSA would. |'m asking the people who
qualified for the POSA definition prior to 2009, is it
your position here that they would have only referred to
the 4 carbon n-al kane as n-butane and not just butane?

A. It is nmy testinmony and opinion that they --
the POSA in this case, in the context of reading
everything that's been nade available, would refer to

the linear al kane with the n.

Q Do you have your '786 declaration in front of
you?
A Yeah.
Start with page 38.
A Yeah.
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Q Ckay. And actually, let's turn to page 39.
So page 39, paragraph 61, sets forth Neurelis's
definition of a POSA, right?

A Yes, it does.

Q And that includes a person with a master's

degree with many years of experience, right?

A. Several, yes.

Q Well, it just says many, right?

A. Well, I"'mreading a skilled artisan holds a
master's degree -- oh, yeah, many years. Sorry. O a

PhD with several years. Sorry. Yeah.

Q Is there a difference between many years and
several years there?

A. No. | just was reading the second part.

Q No, no, | understood that. | didn't think of
this question to ask you earlier, but is there a
di fference between many years and several years in the

POSA definition?

A. Well, several can be many, | guess. | don't
know. | understand that Neurelis, that's the
contenti on. In terms of several could nean many, |

guess it depends on the context of what they're

describing. |I'mnot sure what to answer there.
Q Ckay. You don't have an opinion on that?
A. | have an opinion on the fact that the
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master's degree with many years and a Pharm D degree
with several -- in ny experience, if they're not PhD,
they' re going to have |less direct experience, so they
will need -- probably likely need nore than a PhD. So
maybe that's the difference between many and several,
readi ng this context.

Q It is just saying that the PhD or Pharm D
woul d have nore years of experience than the person with
a master's degree?

A No. The opposite.

Q The opposite. Okay.

And it says that experience would be in the
field of pharmaceutical research and devel opnment, right?

A Yes.

Q. So is it your opinion, as you sit here today,

t hat people who held master's degrees with many years
of experience in the field of pharmaceutical research
and devel opnent prior to 2009 would always refer to
the 4 carbon n-al kane as bei ng n-butane and not just
but ane?

MR. TOBIN:. Objection, form

A. Agai n, | answer the question the same way |'ve
answered it. | believe they would, yes. Always is a
very hard question to answer. And in ny -- when fram ng

my opinions of a POSA -- a skilled artisan, sorry, |
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bel i eve that they would when in the context of this --
of the various docunents that |'ve been involved in
review ng as specified in my declaration.

Q. (BY MR. LANDMON) And you don't recall -- in
the entirety of your career and education, you don't
recall reading publications by a person who would
qualify as a POSA prior to 2009 where they refer to the
4 carbon n-al kane as being sinply butane and not
n- but ane, right?

A That was a very long question with |ots of
parts. Do you think you could separate it out a bit?
Sorry.

Q. I think I can repeat it.

You don't recall in the entirety of your
career and educational experience reading a publication
by a person who would qualify as a POSA prior to 2009
where they referenced the 4 carbon n-al kane as being
sinply butane and not n-butane. |Is that your testinony
here today?

A My testinony today is a skilled artisan
within -- as I've listed in the context of this case
woul d refer to a |inear alkane with the n. And we have
to put our skilled artisan who has revi ewed the patents,
has revi ewed everything else, you know -- in ny

experience, a skilled artisan on a different patent case
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maybe had a different set of skills. | can't speak -- |
cannot speak or recall what has gone on anywhere
published of a -- what a skilled artisan has defined as
you're referencing would or woul dn't have done. \What |
am saying is the skilled artisan in this case would
absolutely refer to n-al kane.

Q And that's despite the fact that there were a
| arge number of publications referring to the |inear
al kane as sinply butane prior to 2009 froma person who
woul d nmeet the definition of a POSA. |Is that your
testinony?

A. Well, you' ve showed nme one where | think it
does refer to butane with an n if they're a POSA. But,
you know, | don't know the background of the person
that's witten this, other than they wote a textbook.

Q Okay. You're not aware that the person who

wrote that textbook qualifies as a POSA?

A. | don't know them sorry.

Q. Okay. And you're not aware of all of the
publications -- of any publication prior to 2009 witten
by a person of ordinary skill in the art referring to a

i near al kane as just butane and not n-butane? 1Is that
your testinony here today?
A So let's understand this. Wat you're saying,

if the person has witten an article with a skillset
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t hat has defined -- has been, as |I've defined as
Neurelis has contended, with that experience of

skillset and that have witten articles, which | won't
be aware that has wwitten those articles, whether they
woul d be a skilled artisan or not. You're asking nme if

| can confirmthey' ve never witten it one way or
another. Is that right? Because | don't think | can do
that, sorry.

Q. ["mjust trying to understand what a person
with a master's degree with many years of experience or
a PhD degree with several years of experience in the
field of pharmaceutical research and devel opnent prior
to 2009 woul d have witten. And | have heard you kind
of repeatedly say what they should have witten and t hat
in a certain context they should have included the
n-butane. What | amtrying to ask is was it witten
prior to 2009 where a person who net those

qualifications would refer to the |inear al kane as just

but ane?
MR. TOBIN: Sanme objection.
A Yeah, and what |'m saying is you' ve only read
the first four lines of what a skilled artisan is. It

al so includes they would have further know edge and
practical experience working with intranasal

formul ati ons, the know edge of physiol ogy, anatony of
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t he nasal cavity, and nethods of adm nistering drugs
intranasally. They would al so have know edge concerni ng
clinical aspects of bioavailability, tolerability and
pati ent acceptability. So this is -- this skilled
artisan has a group of experience of all these
experiences to be able to understand, you know, the case
we're encountering. And, therefore, |I can't say what

t hey have done outside of this context. What | am
saying, that ny skilled artisan would have witten the
n. But that skilled artisan is not just PhD -- a
master's or a PhD. There's other skillsets that
contribute to this hypothetical skilled artisan.

Q. (BY MR. LANDMON) Yeah. | nean, there's
certainly other know edge, and I wasn't intending to cut
that off. But there are, you know, I'Il call it a |arge
nunber of people, you would agree, that prior to 2009
met this definition?

MR. TOBIN: Objection, foundation.

A Al | can tell you about is this is ny
definition of a skilled artisan in this case. | can't
comment about skillsets of other people, because this
person for the course of this is this person with these
i ndividual skills to be able to understand what it was
inthis -- this point in tine.

Q (BY MR- LANDMON) And what's so special about
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this person that this person would not use the common
practice of chem sts prior to 2009 of listing -- or of
stating that a |linear al kane is sinply butane and not
n- but ane?
MR. TOBIN:  Objection, assunes facts not

in evidence.

A Well, you know, again, a chem st is a chem st.
They may be an organic chem st. They nay be a synthetic
chem st. They may be an analytical chemst. W're also
tal ki ng about this hypothetical skilled artisan with
experience in nasal drip delivery and physiology. W're
al so tal ki ng about them having the know edge of
bi coavailability and tolerability. So that isn't your
standard chem st. So to define chem st with -- as just
as chemst | think is unfair to chem sts. They have a
skillset. This skilled artisan here has a skillset in
particular to them

Q. (BY MR. LANDMON) And what is particul ar about
t hese people that would | ead themto use different
nomencl ature than what we've seen described in the
publication before you and what's in enunerable
publications listing a |inear al kane as sinply butane
and not n-butane?

MR. TOBIN: Objection, assumes facts not

in evidence.
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A. | can't comment on that. But what | am saying
is ny skilled artisan, as defined here, would appreciate
that by not |abeling materials |like that correctly and
i ndi cating whether they're |inear or whether they're
branched, as |'ve given you exanpl es of before, can
cause problems. And so it's a bit like, for exanple,
the thalidom de case | gave. They all have different
i nfl uences, that branch structure, the linear structure.
There are different nelting points. There are different
adm nisterabilities. Therefore, that will affect the
incorporation into the fornulation. So there's al
ki nds of risks to benefits there. And, therefore, |
believe the skilled artisan with the pharmaceuti cal
experience can -- and | hesitate -- the pharnmaceuti cal
experience in devel oping products -- because he says
adm ni stering drugs. They would know that it's
extremely inportant to be definitive about the structure
of any ingredient.

Q. (BY MR. LANDMON) All right. Let's turn back
to the Streitw eser reference.

So, again, that's Exhibit 2051 back on your
screen. If you could turn with ne to -- it's probably
t he next page, but page 11. Let ne know when you're
t here.

A. Yeah, |'m on page 11.
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Q Ckay. And do you see there's a Section 3.6
entitled, Systematic Nonenclature? Do you see that?

A | do, yeah.

Q. And this section generally discusses howto
name different isoners of al kanes, right?

A. That's certainly the bit I'm | ooking at, yeah.

Q Okay. And it identifies n-butane and

i so-butane as different isoners of the 4 carbon al kane,

right?
A Yeah.
Q But when it discusses isonmers of pentane,

which has 5 carbons, it sinply lists pentane and not
n- pentane, right?
MR. TOBIN. Objection to form

A So the figure I'm | ooking at is |abeled
pent ane, isopentane, and neopentane, with the branch
structures identified as in a nmethyl group penultinmate
end of the chain and the central one with 4-nethyl
groups, which is the neo.

Q. (BY MR. LANDMON) But to answer ny question,
pentane is |listed as pentane and not n-pentane, right?

A. Pentane in that table is | abeled "pentane."

Q. Ri ght. And even though the pentane that's
listed there is a |linear al kane, right?

A. Well, as it's referring to the three -- just
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give ne one second. | just need to go back to
my decl aration.

So when you | ook at that, there are three
isomers. There is the linear isomer, which is the only
one left. There is the isopentane and the neopentane,
because there are only three. | can't answer why they
haven't | abeled the |linear pentane as an n-pentane. But
previously they' ve tal ked about |inear ones being
| abel ed n, and that because there's three, and there's
two already described in the classic way. You know, it
has to be n-pentane.

Q But at least for Streitw eser's purposes, the
n prefix is optional and not necessary when nam ng
unbranched or straight-chain al kane, right?

A. I mean, | can't say whether that's true or
not, because in the previous one, he's listed it as
n- butane. So whether that's a typo or whatever -- |
mean, having witten a few books, no textbook is free of
t ypographi cal m stakes. So | guess unless we go back
and | ooked if there was any erratumissued, | have no
i dea why he hasn't put it on that one he spent so much
-- so much describing or describing it. And the
previ ous al kane, he's listed the same structure for
butane, and he's got an n in front of it. Don't know.

Q If you | ook at the next paragraph, the
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paragraph that's right underneath those figures, do you
see that that paragraph discusses a nunber of isoners
for different I ength al kanes? Do you see that?

A Yeah, | believe so. Starting with the prefix
iso, is that what you mean?
Yeah.
Yeah.

Do you see that paragraph?

> O >

Yeah.

Q. Okay. And that paragraph explains while it's
possi bl e to name each isonmer using different prefixes
for alkanes with 4 or 5, there's then these coupl e of
sentences at the end of the paragraph that start wth,
It is obviously not possible to coin a set of unique
prefixes |like iso- and neo- to nane all of the dodecane
isoners, or, for that matter, even the heptane isoners.
Clearly, it is essential that a nethod of systemc
nonencl ature be devised, so that each different conpound
may be assi gned an unanbi guous nane.

Do you see that?

A | do.

Q So Streitwi eser is explaining here that for
al kanes with at least 7 or nore carbon atons, the
i somers are not nanmed based on the total nunber of

carbons, but instead by chem cal nonencl ature rules,
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right?
A He's saying -- | don't

nonencl ature. Sorry, where is that bit?
readi ng out or just summarizing it?

Q I
A. Okay.

was trying to sunmarize it.
Sorry.
Q That' s okay.

bel i eve he said

Were you

A Yeah, it's not possible to coin a set of
uni que prefixes. Yeah, he definitely says that in that
paragraph. However, in the paragraph after, he refers

to the International Congress of Chem sts,

of 1 UPAC, who did cone up with a system of

specifically

| abel ing them

how you say it?

, but, yeah, I

all, 1 believe.
Q And that -- "IUPAC, " is that
A. | think that's as close as | got
t hi nk so.
Q. Okay. And the I UPAC nonencl ature was known

bef ore 2009, right?

A Well, he's certainly quoting it
2009, because there was an |Internationa

Chem sts from Geneva in 1892, yeah.

Q Okay. And you're famliar with
for chem cal nomencl ature?

A. | know it exists, and I
it, and | learned it in ny first year

here before

Congr ess of

the | UPAC rul e

know how it's | abel ed

of my degree and
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foll owon, so yes.

Q WIll you agree that the IUPAC rules for
chem cal nonencl ature are generally regarded as the nost
authoritative source for determ ning how to nane

chem cal conpounds?

A. | mean, | think it is -- in my opinion, the
| UPAC will tell you, as it says it there actually --
will give you the full nanme of everything in terns of

the structure so there is no confusion. But | think
t hat doesn't nmean to say the general nam ng stil
doesn't go on

Q And do you see in the second paragraph on
this, it says that, The | UPAC system of al kane
nonencl ature i s based on the sinple fundanental
princi ple of considering all conmpounds to be derivatives
of the |ongest single carbon chain present in the
conpound? And then it goes on to say, Appendages to
this chain are designated by appropriate prefixes. The
chain is then nunbered fromone end to the other. Do
you see that?

A | do.

Q And do you see underneath it shows an exanple
of 2-met hyl pentane, right?

A Yeah.

Q The "pentane" part of this name cones fromthe
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5 carbon atons that make up the | ongest carbon chain in
t he conpound, right?
A. | ndeed that's the case, yes.

Q. Okay. And even though 2-net hyl pentane has six

carbon atons total, it's not named hexane, right?
A Wll, it's not there | abel ed hexane, no. |It's
| abel ed 2-nethyl pentane. It's a different nomencl ature

system There's the general one that we've been tal king
about previously. And there's the IUPAC, which has its
own set of rules.

Q And woul d you agree that a POSA woul d
under st and, based on the | UPAC nonencl ature rules, that
hexane refers to a straight-chain al kane having six
carbons while 2-nethyl pentane refers to a branched
al kane having six carbons?

MR. TOBIN. Objection to form

A. | would agree that ny skilled artisan would
understand that if something was | abel ed n-hexane, it
was a linear chain. |If just |abeled hexane, it has, you
know, several connotations. This is very specific
because it's got a nethyl group, so it would be
i sohexane.

Q. (BY MR. LANDMON) And a skilled artisan
woul dn' t understand that hexane refers to the

strai ght-chai n al kane havi ng six carbons, while
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2-met hyl pentane refers to the branch al kane havi ng si x
carbons. Is that your testinony?

A So | think that when you are | abeling
specifically structures, n-hexane is what ny skilled
artisan would use or understand as linear. | think
general ly hexane woul d cover the number of isoners that
exist in that. And, you know, | can't explain why
Streitw eser |abeled the first structure with the n and
the second structure without it unless it was a typo or
the fact it was assunmed because the other two isoners
were there. But | think the | abel of hexane doesn't
really give you an idea of ultimately the structure in
t hat generic | abeling system

Q Are you aware that the | UPAC publishes what is
known as the Blue Book that includes detailed rules for
nam ng organi c conpounds? Are you aware of that?

A. I know t hey consider, yeah, rules. And sone
of the drugs |'ve worked on, they've had to use that to
name their drug. But, fortunately, |I wasn't involved in
it.

Q Okay. Yeah, sorry, maybe this was unclear.
But | guess |I'm asking you are you aware that the | UPAC

publ i shes the Bl ue Book?

A ['"'m aware they publish the rules. | didn't
appreciate it was in a Blue Book. But |I know you can
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| ook online and get the rules. | don't know what was

available in 2009 --

Q Okay.
A -- I"'mafraid to say. Apol ogies.
Q And the IUPAC rul es for nonenclature, are you

aware that they don't recomrend nam ng straight-chain or
unbranched al kanes with the n prefix?
MR. TOBIN:. Objection, form
A. Well, don't they recommend to name them i ke
in the nane with the structures of like this, and is

t here al phabetical difference of different functional

groups?
THE W TNESS: Sorry.
(Reporter clarification.)
A. Yeah, so | was not aware that they stated that
| UPAC shoul dn't | abel hexane as hexane, | think you

said, is that right, the linear form of hexane?
Q (BY MR. LANDMON) Sorry, | may have asked it
incorrectly, but -- or confusingly.
Are you aware that there is no | UPAC
recommendation to name straight-chain or unbranched

al kanes with the n prefix? Are you aware of that?

A Are you asking me now or in 2009?
Q Ei t her.
A. Well, the answer to either is | -- off the top
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of my head, | do not know what the instructions were in
2009. And nowadays if | wanted to discover that, it's a
| ot easier, but, no. Of the top of ny head, no, |
wasn't aware of that.

Q The 1 UPAC rule for nam ng straight-chain or
unbranched al kanes is to sinply identify the conpound
based on the G eek nunbers w thout including the n
prefix, right?

MR. TOBIN: Objection, assumes facts.

A As |'ve said, I"'mnot aware of that. So you
woul d need to show ne that.

Q  (BY MR LANDMON) Okay.

A Sorry.

Q And you didn't consider that in issuing your
opi ni ons here?

A. | know | UPAC had different |abeling because
mentioned it and gave you an exanple. | don't recal
using any exhibits around that |abeling system because
of how they were | abeled in the rel evant docunents.
There's a different way | describe in ny background
about the labeling that | think was being used at the
time in this particular set of patents, challenge
patents or whatever, and the associ ated docunents.

Q. Let's turn back to your declaration for the

' 786 patent.
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MR. TOBIN.  Counsel, if you're keeping
the sanme line, let's keep going a little nore. |If
you're switching to a newline, it would be a good tine
to take |lunch soon.

MR. LANDMON: It's kind of marginal, so
we can -- yeah, we can take |unch now.

MR. TOBIN: Thanks. Let's go off record.

(Break from12:46 p.m to 1:34 p.m)

Q (BY MR. LANDMON) Dr. Brown, welcome back from
lunch. If | can have you turn to your declaration in
relation to the ' 786 patent.

A | amthere.

Q. Okay. So let's turn | guess first to page 46.

A Yes.

Q. Okay. And if you see right at the bottom you
have a statenent saying, In the figure bel ow, a handful
of the 355 isoners that -- and is that dodecane or

"dodecane" ?

A " Dodecane. "
Q "Dodecane." Thank you.
So | will repeat this.

In the figure below, a handful of the 355
i somers that dodecane can adopt is presented. Do you
see that?

A. Yes.
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Q And then you have them at the top of page 47
depicted there. Do you see that?

A | do.

Q. And you say underneath that figure that
n- dodecane is the |linear isonmer depicted at the top of
that figure, but dodecane can adopt 354 other isoneric
forms, only a few of which are depicted above. Do you
see that?

A | do.

Q. And then you go on to say that, Oher than
n- dodecane, every other isoner of dodecane is branched
in one or nore |locations. Do you see that?

A | do.

Q So the top structure in the figure at the top,

that has 12 carbon atons in a straight or unbranched

chain. Is that right?
A Yes.
Q And you would agree that that is naned

dodecane or n-dodecane, right?

A n- dodecane.

Q And t he other conpounds you included here al so
have 12 carbon atons, right?

A Yes, they do. Yeah.

Q. But none of the other six carbons, other than

the top one, have 12 carbon atons in a consecutive
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chain, right?

A. Yeah, they don't. Yes.

Q So woul d you agree that using the | UPAC
nonencl ature rules that we discussed earlier, that none
of the six conmpounds you included here woul d have a
dodecyl or dodecane nane?

MR. TOBIN: Objection to the form

A Wuld | agree? M understanding is that they
would -- the rules are for | UPAC, they adopt the |ongest
chain which would be on the left top one. That would be
11, which I think is on undecyl. So that would be
undecyl. And then when you count the nunber of
conti nuous carbons, then that's, if you like, the
straight-chain. That's how | UPAC wi || | abel them

Q. (BY MR. LANDMON) And just so we're clear, |
thi nk you said undecyl. |Is that U N-D-E-CY-L?

A Yes, the 11 carbon.

Q And so just so I'mclear, that's the conpound
that is in the mddle rowto the left. Wat would the
name be of the conmpound in the mddle row, but all the
way to the right that also has 11 carbons?

A. I think that would be 2-nethyl undecane.

Q. Okay. So if a conmpound is nanmed dodecane or
has a dodecyl substituent wi thout the n prefix, you

woul d understand that it is describing an al kane having
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12 carbon atons in a straight or unbranched chain under
t he 1 UPAC nonencl ature, right?
MR. TOBIN: Objection, form

A Under the | UPAC nonencl ature, did you say?
Sorry.

Q  (BY MR LANDMON) Yes.

A So would | understand that? Under the
| UPAC nonencl ature, if it was | abel ed somet hing
2-met hyl dodecane, ny understanding is that that woul d
mean there was a linear chain of 12 carbons descri bed
and under | UPAC.

Q You said 2-nethyl?

A. Well, soif -- what I'"msaying, if it was
branched, yeah. So because your question, unless |
m sunder st ood, was if | UPAC | abel ed sonmething with

dodecane on it, yeah?

Q Uh- huh.
A Then if it was | abel ed n-dodecane, it would be
linear. If it was 2-nmethyl dodecane, that would nean it

was branched with the continuous straight-chain being
12 carbons.

Q And wi Il you al so understand under the | UPAC
nomencl ature rules that if it was just |abel ed dodecane,
then it would have 12 carbon atons in a straight or

unbranched chai n?
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MR. TOBIN. Objection to form

A Again, | would have thought that would have
been cal |l ed n-dodecane.

Q. (BY MR. LANDMON) Okay. So if you saw
sonet hi ng | abel ed just dodecane under the | UPAC
nomencl ature, you wouldn't understand that it had 12
carbon atons in a straight or unbranched chain?

MR. TOBIN:. Objection, form

A My recollection of how they |abel -- 1UPAC
| abel things is one thing. How they're |abeled in the
patents in this context is different because |I'm not
sure whet her | UPAC cones into the | abeling of the
patents.

Q (BY MR- LANDMON) The patents didn't use | UPAC
nomencl ature. |Is that what you're saying?

A Vel l, what | have understood is that when
they' re | abeling n-nmethyl-beta-D -- sorry. \Wen they're
| abel i ng n-dodecyl -beta-D-maltose, that is a very
specific | abeling of the structure. | am not aware how
t hat | abeling conpares to under |UPAC, whether they're
the same or not. | don't recall.

Q And in the questions | was just asking, you
nmenti oned a conpound that you called 2-nmethyl dodecane.
Woul d t hat conpound have 13 carbon atons total ?

A. | believe in the | UPAC definition, as we
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t al ked about before when we did -- when we tal ked about
how you coul d | abel iso-butane and things like that,
t hey woul d have the carbon as a nmethyl and that it would
be the |linear chain, so that in total would have 13.

Q So in your -- turning back to your
decl aration, you nmentioned that there are 355 isoners

t hat dodecane can adopt, right?

A Yes.

Q. And these are 355 isoners of a 12-carbon
al kane. Is that right?

A Yes.

Q And, sorry, | asked that a little clunky, but
each of these 355 isonmers would have 12 carbon atons.
s that right?

A They woul d have | believe 12 carbon atons,

yes, under that nonencl ature.

Q And each of those 355 isoners would have 26
hydrogen atons. |s that right?

A | believe that's correct, yes.

Q And woul d each of those isonmers contain only

si ngl e bonds?
A Saturating bonds, yeah. Call them bonds and
call them hydrogen --
(Reporter clarification.)

A. Sat ur at ed car bon-carbon bonds and
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car bon- hydrogen bonds.

Q (BY MR. LANDMON) Would it have been difficult
for a POSA in 2009 to sit down and draw all 355 isoners
of a 12-carbon al kane?

MR. TOBIN. Objection, form

A. I think that would take a long time and with
all the variables to put together, but | don't believe
that it's -- wouldn't be possible for themto do as you
go through the iterations. No, | don't believe it would
be an i npossible process for themto draw out the
different structures, but it would take a fair anount of
time.

Q. (BY MR. LANDMON) Although it would take a
fair anmpount of tine, you agree that a POSA woul d have
been able to envision all 355 isoners of a 12-carbon
al kane in 2009, right?

A. | think -- I think that it's certainly
possi bl e that they could draw out the variations in the
chain structures, in the isomers. But as | said, 355 is
going to take a long time. And |I'mguessing if | was
the POSA, | would still systematically look into the
met hyl groups and in the al cohol groups and then the
butyl groups, ensuring you get the sanme structure. So
havi ng never tried it at that tine as a POSA, but at al

as nyself in 2026, | couldn't say definitively either
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way. But it's definitely possible.
Q. Let's turn to page 61 of your declaration.
And do you see you have a section entitled,
Benzodi azepi nes, Including D azepan? Do you see that?
A. Yes.
Q And you explain that these drugs were
wel | - known and had | ong been used by 2008, right?
A That's, indeed, | believe true, yeah.
Q. And you nentioned that they were used to treat

sei zures when adm ni stered by IV or rectal suppository,

right?

A | don't think -- | nmention that in the text,
yeah.

Q Yes.

A. Yeah, as an anticonvul sant, anti --

anxiolytic, sedative, nuscle-relaxant, they have
different -- different efficacies based on strength and
pot ency and how they're delivered and fornul at ed.

Q. By 2008 the nasal route was viewed as a
prom sing alternative for the adm nistration of drugs
that were previously only available via IV or injection
routes, right?

MR. TOBIN. Objection to form
A Nasal delivery was certainly an area of

investigation for delivery both |ocally and system cally
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into the bl oodstream and al so potentially to the brain.

Q. (BY MR. LANDMON) And it was a prom sing area,
right?

A For certain drugs, yeah, within a context of
the type of drug and the type of dosage form and the
condition being treated, there were a nunber of products
on the market for nasal delivery.

Q. And if we turn to paragraph 108, which is on
page 64, do you see that you explain that it was known
t hat diazepamis a highly |ipophilic nolecul e?

A Yeah.

Q And di azepam was al ready in the market by
2008, right?

A As far as | renmenber.

Q But not in nasal formnulations, right?

A Agai n, not as far as | renenber.

Q And a POSA woul d have been notivated to
devel op or optim ze other fornul ati ons of di azepam
right?

MR. TOBIN: Objection, form

A Ot her formul ati ons conpared to --

Q. (BY MR. LANDMON) \What was already on the

mar ket .
A There wasn't anything on the market for nasal.
Q Correct. Yeah. So there were nonnasal
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formul ati ons on the market. And | guess what | was
asking, you would agree with ne that in 2008, a POSA
woul d have been notivated to develop or optim ze
di azepamto create other fornulations, right?

MR. TOBIN: Objection to form

A. Devel op or optim ze, that would indicate that
t hey had al ready been developed. But | think there was
an accepted understandi ng that diazepam for this
application, the way it was originally applied in those
approved formulations had its linmtations, so | think
various routes of direct -- direct entry into the
system c -- systemic circulation, |ike nasal, |ike the
oral nucosa, sonething where it got across quickly,
woul d have been sonething that had an avenue of product
devel opnent.

Q (BY MR. LANDMON) And POSAs woul d have been
notivated to research that, correct?

MR. TOBIN. Sanme objection.

A Well, that's an interesting question. And a
POSA, in ny definition, with experience I think -- would
they appreciate the limtations of and the chall enges of
delivering this drug via the currently approved routes,
yes.

OQbvi ously, devel oping a product is very

costly, expensive, et cetera, et cetera, with risks and
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benefits. So that's a different question.

Q (BY MR. LANDMON) You woul d agree that in
phar maceuti cals generally, there's always a notivation
to i mprove upon products that are on the market, right?

A. Motivation by whon? Who are you tal king about
specifically?

Q Persons of ordinary skill in the art.

A Agai n, a person of ordinary skill in the art
with their experience, they could be academ c and they
could be commercial. In the comercial world, which is
where |'ve lived for a long tine, a POSA woul d
understand the limtations and chal |l enges to ot her
routes of delivery, especially this skilled artisan.
Woul d they have been driven to develop it is very nuch
in the conmmercial world and even in the academ c
world -- is driven by people with noney.

Q. VWhy don't we turn to the next section of your
decl aration. You have a section entitled,

Bi oavailability. Do you see that?

A | do.

Q And you di scuss general principles relating to
bi oavailability of a drug in this section, right?

A Yes, | do.

Q. And do you agree that small Iipophilic drugs

|i ke diazepam often resulted in plasm concentration
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profiles resenbling that of IV injection and
bi oavai l abilities up to 100 percent, right?
MR. TOBIN: Objection, form
A Sorry, what route are you tal king about?
Q (BY MR. LANDMON) Let's start with IV.
A. I mean, IV infusion by definition is injecting
it directly into the bloodstream so that would have
100 percent bioavailability.
Q And how about nasal ?
MR. TOBIN:. Objection, form
A. Nasal very nmuch depends upon the drug in
question and the fornul ati on used, the disease itself,
and the ease of delivering it, and that's a conpl ex
mul tifactorial challenge. You also have the risk of too
hi gh a concentration going in, having a risk of systemc
toxicity as well. So, generally speaking, there will be
a therapeutic window to achieve. The bioavailability
you get fromthat dosage forns is basically how you
measur e whet her you're achieving efficacy or any
system c toxicity chall enges.
MR. LANDMON: Lance, | am going to ask
you to bring up another docunent. It's tab 13. And I
am going to ask that that be marked as Exhibit 1073.
(Exhibit 1073 marked.)
Q (BY MR. LANDMON) Dr. Brown, let ne know when
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you have that in front of you.

A | have it in front of ne.
MR. TOBIN. | don't have it in front of
me yet. |Is there -- oh, pardon ne. Let ne downl oad

t hat one. One nonent, please.
MR. LANDMON: Take your tine.
MR. TOBIN: Thank you.
It says | don't have perm ssion to downl oad
docunents.
Chad, is that just an issue on my end or do
you have the sanme issue?
MR. LANDMON: It's working on ny end.
Why don't we go off the record for a m nute.
MR. TOBIN. Al right. Sorry about that.
(Di scussion off the record.)

Q (BY MR LANDMON) Dr. Brown, do you have
Exhi bit 1073 in front of you?

A Yeah, | do. Yeah.

Q. Okay. And do you see this is a textbook
entitled, Enhancenment in Drug Delivery, edited by Elka
Toui tou and Brian Barry?

A | do.

Q. If you turn with ne to -- it's page 15 of the
PDF. Let nme know when you're there.

A. Page 15 of the PDF. Page 15 of the PDF
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Q Yeah. Let ne know when you're there. It's
part of the table of contents.

A. Oh, yeah. Sorry. Yeah, |I'mthere.

Q. Okay. And if you | ook down at Chapter 19,
there's a chapter entitled, Physiological Factors
Affecting Nasal Drug Delivery. Do you see that?

A | do.

Q. Okay. And you were one of the four authors of
t hat chapter, right?

A | was, indeed.

Q Okay. So if we then turn --

A. Sorry, can we take a mnute? The first author

was sonebody that died in a cycling crash and you' ve

just --
THE WTNESS: Can | get a m nute?
MR. TOBIN: Let's take a break.
THE W TNESS: Sorry.
MR. LANDMON: No, let's go off the
record.

(Break from2:00 ppm to 2:01 p.m)

Q (BY MR- LANDMON) So, Dr. Brown, if you could
turn to page 22 of the PDF, it's |abeled at the top
page 360.

A Yeah.

Q And do you see a section entitled 19.3.2
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titled, Perneability?

A | do, yeah.

Q And if you could -- do you see the first
sentence there, it says, System c drug delivery by the
nasal route offers many potential advantages over sone
ot her routes, including rapid absorption and high
system c availability? Do you see that?

A. | do, yeah.

Q And if we turn to the next page, which is
page 23 of the docunent, but it's page 361 of the

article, if you could just read to yourself the | ast

paragraph in that, it starts with "lipophilic drug
nol ecul es. ™
A Yeah, |'ve read it.

Q And you woul d agree that in 2007, when you
aut hored this chapter, you understood that |ipophilic
drug nol ecul es were known to be rapidly and efficiently
absorbed across the nasal epitheliunf

A VWhat | knew at the tine and a POSA woul d know
at the tinme is that they can be absorbed up to a
bi coavai lability of up to 100 percent, yeah.

Q And it was known in -- never mnd, strike
t hat .

And if we could turn to page 364 of this,

which is page 26 of the docunent, do you see a section
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entitled 19.4.3 entitled, Formnulation Approaches?

A Yes.

Q And the first sentence under that says, As a
result of the physiological constraints outlined, a
nunber of fornulation strategi es have been devised to
optim ze or inprove nasal delivery of drugs (Figure
19.3). Do you see that?

A | do.

Q Do you agree that in 2007, fornulators were
notivated to optim ze and i nprove nasal delivery of
drugs via different formulation strategies?

MR. TOBIN. Objection, form

A. | mean, this chapter is a review of the
approaches that could be used, the benefits and
chal | enges of delivery via the nasal nmucosa. And it's a
gui debook for students, generally speaking. And it
tal ks about -- that particular figure tal ks about
i pophilicity, charge, nolecular weight and all the
factors affecting absorption, along with the formul ation
requirenents, concentration, dosage form pH, and then
what the barriers are, which obviously can chall enge
delivery, and then the ways the absorption can be
enhanced, both physical and chem cal.

Q. (BY MR LANDMON) So let nme try ny question

agai n.
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Do you agree that in 2007 fornmul ators were
notivated to optim ze and i nprove nasal delivery of
drugs via different fornmulation strategies?

MR. TOBIN:. Objection, form

A. | don't know. That very nuch depends upon the
drug.

Q (BY MR. LANDMON) Weéll, how about with
di azepan? Wbuld you agree that in 2007, formnul ators
were notivated to optim ze and i nprove nasal delivery of
di azepam via different formul ati on strategi es?

MR. TOBIN: Same objection.

A. Well, again, with the way you' ve asked the
guestion, there wasn't any nasal formul ations avail able
to optim ze or enhance. So they couldn't do it because
t here wasn't any.

Q (BY MR LANDMON) Okay. Wbould you agree that
in 2007, a POSA was notivated to create a nasal delivery
fornmul ati on of di azepanf

A As |'ve said and as this book exenplifies,
there are a nunber of routes of delivery that you can
take. You've selected one chapter, but in the context,
there's a ot of other routes, including the ones |'ve
descri bed before, as in oral mucosa, buccal sublingual.
There is also, | believe, transdermal, if | recall

correctly. And that includes -- and there's vagi na and
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uterus. Yeah, there are a nunber of routes that were
bei ng investigated by POSAs at the time to inprove
delivery both locally and systemcally. That's what
product devel opnent is about.

Q And there were a nunber of routes because
POSAs were notivated to develop alternative ways to
del i ver diazepam prior to 2008, right?

MR. TOBIN: Sanme objection.

A. | think there was a need for many drugs, both
froman interest point of view and a comrercial point of
view, to devel op dosage fornms, alternative dosage forns
to what exist, both for the patient, both the product
itself and branding, and also for intellectual
properties and, you know, commercial value. So there
was a |lot of notivation, and there continues to be a | ot
of notivation. You have to |ook at ways of delivering
drugs nost efficiently. | guess it's a bit like the
GLP-1s at the nmonent, which |I believe you're |ucky
enough now to have. So Mounjaro and Wegovy that were
originally devel oped as an injection, which obviously
can be problematic for the patient if they don't I|ike
i njections, and you now over in the US have an oral
dosage formtablet that's given, | believe -- | think
once a day. So, you know, the pharmaceutical industry

woul dn't exist without a drive to devel op drugs and
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products for efficient delivery, optimzed delivery, as
you called it.
Q (BY MR LANDMON) So if we could turn to the
next page of this article, page 365 at the top, page 27
of the PDF. Do you see there's a section at the bottom
19. 4.4, | abel ed, Absorption Enhancers? Do you see that?
A Yeah. Yeabh.

THE WTNESS: | think he m ght have
frozen.

MR. TOBIN: No, | think he's still
t hinking. | don't know that he froze.

THE WTNESS: Either that or he's not
br eat hi ng.

MR. TOBIN. Counsel, can you hear us?
THE W TNESS: He's gone conpletely. 1've
got a puffin.
MR. TOBIN: Let's go off record.
(Di scussion off the record.)
A | am | ooking at 19.4.4, Absorption Enhancers.
Q (BY MR. LANDMON) So thank you. And thank you
for dealing with the technical issues.
So let's | ook back at that section. And |et
me rem nd nyself what my question was. So the first
sentence in that section explains that by 2007, it was

known that penetration enhancers were useful to
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facilitate the absorption of drugs adm nistered
intranasally, right?
MR. TOBIN: Objection, form

A It doesn't say that. It says of high
mol ecul ar wei ght nol ecul es.

Q (BY MR. LANDMON) Okay. So you would agree,

t hough, that the first sentence explains that
penetration enhancers were used to facilitate the
absorption of high nolecul ar weight nolecules, right?

A That's what it says, yeah.

Q And if we turn to the next -- no, not the next
page -- a few pages forward, to page 370, which on the
PDF i s nunber page 32, do you see there's a section
entitled 19.7, Conclusion and Chall enges for the Future?

A | do.

Q And if you -- it's kind of long, so | wll |et
you read it. \Why don't you read the first paragraph.
Let me know when you're done.

A Yeah, |'ve read that.

Q So woul d you agree that in 2007, the nasal
route was generating increasing interest as a route for
the adm nistration of |ocal treatments in a
cost-effective and patient-friendly way?

A VWell, that's what |'ve witten in the text.

You just repeated it, so yeah.
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Q So you would agree with that?

A. | think that at the tinme, froma fornulation
devel opnent perspective, that it stands al one as a
potential and route of delivery and was attracting
ever-increasing interest for ingredient-specific
chal l enges, as it alludes to in the next sentence.

And | believe | talked about the pain and
nm grai ne and panic attacks were in your previous
guestion, and | think specifically it tal ks about
systemi c delivery of conpounds that can only be
delivered by injection as in proteins, peptides, and
vacci nes, which are very nmuch | arge nol ecul ar wei ght,
according to nmy -- our previous discussion and then
targeting the CNS, which is the ol factory delivery.

So it was attracting increasing interest
specifically in those areas at that tine.

Q. And woul dn't you agree that at the tinme it was
attractive, that a specific intranasal route was
attractive for crisis treatnent where rapid onset of
action is desirable?

A As | said before, that was one route of a
nunber to achieve fast-acting delivery for, you know,
what you're describing as crisis, you know, the kind of
approaches and needs of treating people for an imedi ate

effect, in nuch the same way as sublingual, oral nucosa

Page 139

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

and rectal, in fact.

Q. And woul d you agree that the treatnent of
sei zures would be considered a crisis treatment where
rapid onset of action is desirable?

A. | think that's -- | amnot a -- well, | ama
doctor, and | would argue |I'm a proper doctor, but ny
doctor would argue she's a proper doctor, because she's
a nedic. But you've got me going on about sonething
that's not relevant for this conversation.

| am not a medi cal doctor, but, yeah, |
would -- fromny perspective, | would consider that to

be true. Sorry | waffl ed.

Q. It was a good expl anation. Thank you.
Ckay.
A. Sorry, one thing | -- the bigger picture stuff
of crisis managenent is the ability to deliver -- get to

the patient before they're undergoing the condition,
yeah.

So, for exanple, you can inject a patient --
this is where ny expertise conmes in. You can inject a
pati ent and they do not have to be awake or around or
able to inhale, yeah. And they don't have to have their
nmout h open or anything |ike that. Now, obviously,
rectal delivery, you know, if they're not aware and wl |

gi ve you consent, and that's -- in nost places, | think
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apart from France, that's a no-no.

So as a diabetic that doesn't care about
needles, 1'd still believe that injection will suit sone
things. | think other routes of delivery that we've
t al ked about, including the oral nucosa, a bit |ike the
nitroglycerin sprays, and al so, as you' ve highlighted,
the nasal delivery are all routes.

And there's also risks with those routes. So
it's a consideration dependent on a big package of
consi derations, including the drug, the patient, the
type of fornulation used, the toxicity chall enges, the
ability to deliver, and, unfortunately -- and at the
time and now, also cost of goods, which | think when you
read this, it talks about sonme of the chall enges of
nasal delivery, as well as the benefits, so -- the
i ssues about mucociliary clearance and netabolism

So it is very nuch dependent upon the drug.
So, you know, there are potential benefits and potenti al
risks. And a POSA woul d know and have to consider al
t hose when selecting the fornmulation and the route and
t he conposition.

Because in the commercial world and in product
devel opnent and all that kind of stuff, less in pure
research and academ a, all of those are enornous

consi derations to undertake, because to get a delivery
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systemto market is no trivial matter. It's relatively
sinple to evaluate potential in a test tube, but to take

it through the entire process is sonmething else let's.

Q. Let's switch gears a little bit. | think you
still have your declaration on the '786 patent in front
of you?

A | do.

Q Okay.

MR. TOBIN: Counsel, are we done with
Exhi bit 1073 for now?

MR. LANDMON:  Yes.

MR. TOBIN. Okay. You can close that, if
you want, Dr. Brown.

THE WTNESS: Closed. ©Ch, | have | ost
the whole thing now, sorry. Hold on. Were is it in
Zoon? Do we need to pull that back up?

MR. TOBIN:. Yeah, let's go off record
agai n.

MR. LANDMON: Ckay.

(Di scussion off the record.)

Q (BY MR. LANDMON) Dr. Brown, so let's | ook at
your declaration for the '786 patent, as | nentioned,
and turn to page 126. Let nme know when you're there.

A | amthere.

Q On the first paragraph on that page, it's
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par agraph nunber 208, you're talking -- you discuss
Exhi bit 1009 which you call the Gmzdz- PCT.

A "OGmzdz." | think it's "Gwmzdz" |'ve been
told is how you say it.

Q Okay. "OGwozdz"?

A. "Gwmzdz," yeah, | believe so. But it's
irrelevant. | know who you nean.
Q Il will do nmy best saying "Gwzdz."

MR. LANDMON: For the court reporter's
benefit, it's GWO Z-D Z

Q (BY MR, LANDMON) So you're tal king about
Exhi bit 1009 and you say that it purports to trace
priority to US provisional patent application filed on
March 28, 2008. Do you see that?

A. Yes.

Q And then in paragraph 209, you di scuss your
opi ni on about the '558 provisional supplying witten
description for the challenged clains and then say that
you were informed by counsel and, therefore, you
understand that the Gwmzdz- PCT shoul d not be considered
prior art to the challenged clains. Do you see that?

A | do.

Q To the extent that the '558 provisiona
application does not support the challenged cl ains of

the I PR patents, you understand that Gwmzdz woul d then
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be prior art against all three of those patents, right?
MR. TOBIN:. Objection, form

A. Sorry, can you ask nme that again?

Q. (BY MR. LANDMON) Yeah. To the extent that
your opinion is incorrect and the '558 provisional
application does not support the chall enged clai nms of
the I PR patents, you understand that Gmzdz would then
be prior art against all three patents, right?

A. So if the '558 -- so | amgoing to have to
work through this. It's a long question. |If the '558
doesn't supply a witten description of the challenged
claims, yeah, then Gmzdz woul d not be consi dered prior
art to the challenged claims. | understand that, yes.
That's why |'ve considered it, nevertheless, as a
docunent. There's lots of negatives and positives in
there that confused nme. Sorry.

Q. No, | totally understand.

I n paragraph 210, you go on to explain that
Gmzdz di scl oses pharmaceutical formul ati ons contai ning
a mxture of tocopherols or tocotrienols and one or nore
al cohol s and/or glycols, right?

A. Yes.

Q. And you explain that the Gwzdz fornmul ations
are suitable for solubilizing therapeutic agents, in

particular, |ipophilic therapeutic agents, right?
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A. What | described is drugs that are only
slightly soluble in water. And Gwzdz provides the

ability to dissolve -- dissolve themto produce a
sol uti on.
Q And Gwozdz explains that diazepamis one of

t hose types of therapeutic agents, right?

A. Yeah, diazepamis nmentioned in the patent
I tself.
Q And the Gwmzdz provisional also explains that

conmbi ni ng tocopherol and ethanol has been found to
provide solubility to di azepam approaching the 10
percent level, right?

MR. TOBI N: Cbj ection, form

Q (BY MR LANDMON) | can turn you there, so --
and maybe you're turning there. Do you have the Gmzdz
provi si onal ?

A. | do, yeah. I'mjust going to that
particul ar --

MR. TOBI N: Counsel, | think there's two
ships passing in the night in terns of docunents he has
in front of him Can | clarify the record on this?

MR. LANDMON:  Yes.

MR. TOBIN:. | think, Counsel, you're
asking specifically about the Gwmzdz provisional?

MR. LANDMON:  Yes.
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MR. TOBIN: He doesn't have the Gaozdz
provi si onal open.
THE W TNESS: Oh, no.
MR. LANDMON: Ckay.
A. You need to put it on the screen.
Q (BY MR, LANDMON) Dr. Brown, do you have that
in your binder or no?
A No.
Q. Okay. That's okay. We can bring that up.
MR. TOBIN:. We can also print it, if you
want, or just go on the screen?
MR. LANDMON: |'m sorry?
MR. TOBIN: |If you want, we can print it
or we can keep going and just go on the screen.
MR. LANDMON: Yeah, we can just go on the
screen.
| think it's tab 16, Lance. And it should
al ready be marked as Exhi bit 1064.
(Exhibit 1064 nmarked.)
A Yeah, | have it on the screen.
Q (BY MR, LANDMON) Okay. So if we turn to page
7 -- hold on. Let ne make sure I'mon the right page.
A Is that the page 7 |abeled by yourselves or
that's 7 of the actual patent? Sorry.

Q That's what |'mtrying to figure out. | think
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it's -- yeah, so page 7 at the top, which is actually
page 9 of the PDF. It starts with --

A. Got it.

Q The paragraph starts with, In accordance with
t he present invention.

A Yeah.

Q Okay. If we |ook then starting around |ine
10, do you see there's a paragraph saying, As a
nonlimting exanpl e?

A. | do, yeah.

Q Okay. And then do you see that the second
sentence there explains that conbining tocopherol and
et hanol has been found to provide solubility of the
di azepam approaching the 10 percent |level? Do you see
t hat ?

A | do.

Q And then it goes on to say, by way of
il lustration, at 70 percent tocopherols to 30 percent
et hanol (200 proof) diazepamis soluble to greater than
or equal to 8 percent and at 95 percent tocopherol to
5 percent ethanol (200 proof) diazepamis sol uble at
greater than or equal to 9 percent. Do you see that?

A | do.

Q You then agree that the Gwmzdz provisional

application disclosed fornulations containing a m xture
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of tocopherols and al cohols that would be suitable for
maki ng di azepam sol uti ons, right?

A. For making a solution of diazepamw thin those
ranges. As it says it's soluble, those two together on
their own woul d produce a solution of diazepam at the
ranges they've suggested, which | think the exanples, as
you el egantly spoke, is 8 and 9 percent.

Q. You agree that Gwozdz discloses formul ation
that are less irritating to the skin and/or nucous
menmbr anes than pure al cohol solutions, right?

A. You're going to have to have to help ne. Wy
would I think? It would very nuch depend upon the
context. They could be maybe less irritating than somne
and not as irritating as others.

This particular one here, there are clains
around it. And for the different -- it seens to be a
pl ethora of different fornulation approaches within --
where those solutions are then made into fornul ations,
conplying potentially lots of other ingredients
dependi ng upon the type of fornulation. So as far as |
can read, the solutions it's comng up with produces

increased solubility of diclofenac when they're together

t han when they're apart -- diclofenac? -- diazepam
Sorry.
Q If I can direct you back to your '786 patent
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declaration, top of page 127. Let ne know when you're
t here.

A. | am there.

Q. And you quote Gmzdz there as stating that it
achieves a fornulation that is, quote, nuch | ess
irritating to the skin and/or nmucous nenbranes than pure
al cohol solutions. Do you see that?

A Yeah. | do quote that.

Q. Okay. And you agree that Gmzdz does, in
fact, disclose formulations |ike that?

A. The PCT, the OGwmzdz-PCT states that it
achieves a fornmulation that is nuch less irritating to
the skin or nucous nmenbranes than pure al cohol solutions
and a higher |oading. That's what it says.

Q Right. And you don't disagree with that?

A. | don't have an opi nion whether -- whether
that has or not because it's -- it depends very much on
t he conditions under which you're testing it. | nmean,

that's what the patent clainms. That's what the patent
i S saying.

Q You don't dispute that, though?

A. There's nothing for ne to dispute. |'mjust
readi ng what the patent clains.

Q Okay. And you agree that the fornul ations

di sclosed in Gwmzdz are useful for nasal adm nistration,
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right?
MR. TOBIN: Objection to form
A. Well, it's an interesting question.
useful for nasal adm nistration? They are a

sol utions that were put together with |evels

Are they
seri es of

of

tocopherol and the al cohols. | am not sure whether they

canme to light in any commercial product. So
nasal fornulation that denonstrates, that del
to get to a point where it's a product that i
approved for use and is therapeutically activ

quality required to be reproduced, be manufac

is safe to use. This is describing a system
or "OGwozdz" --

THE W TNESS: Sorry, | am not
you. | amtrying to get the lights back on.

A. And that's what it's saying. Can
this would end up in a product on the nmarket?

couldn't say that it definitely would.

for me a
ivery needs
s being

e, has the
tured, and

t he Gwmzdz

wavi ng at

say that
No, |

Q. (BY MR. LANDMON) Let's | ook back at your

decl aration, go to page 128. Do you see you
di scussion of the Meezan reference? Do you s
A | do.
Q. Do you see in paragraph 212 you nen
t he authors of Meezan are Elias Meezan, Denn

and Edward Maggi o0? Do you see that?

have a

ee that?

tion that

s Pillion,
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A. | do, yeah.

Q. Okay. And you're aware that Edward Maggio is
al so an inventor of the three patents at issue in the
| PR proceedi ngs?

A. | am aware of that, vyes.

Q And in paragraph 212, you explain that Meezan
is directed to nonirritating, nontoxic conpositions
provi di ng enhanced bioavailability and nore specifically
to al kyl glycosides or saccharide al kyl ester
conpositions for delivery of therapeutic agents to a
subject, right?

A I am

Q. And you woul d agree that Meezan di scl oses
penetration enhancers that were use useful for nasal
fornmul ati ons of drugs, right?

MR. TOBIN. Objection to form

A. | mean, Meezan does discl ose penetration
enhancers that appear to enhance the delivery of a
bi ol ogically active in the exanpl es across vari ous
routes, including the eye and the nose.

Q (BY MR. LANDMON) Do you have the Meezan
reference in your binder?

A Well, | thought | had the Gwmzdz, but |
didn"t. Let nme -- so | have Exhibit 1010.

Q Ckay. G eat.
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MR. LANDMON: And, Lance, if | can ask
you to pull up tab 18 really for my benefit.
(Exhibit 1010 marked.)

Q. (BY MR LANDMON) Dr. Brown, you're welcone to
| ook at the screen, but it is Exhibit 1010 we're going
to ask you about.

A Okay.

Q. Let ne know when you have it up on your screen
or if you're going to use your paper version.

A | have it up on the screen.

Q Okay. So if | can get you to turn to page 5
of the PDF. Let nme know when you're there.

A Yeah, |I'mthere.

Q Al right. Do you see the section entitled,

Summary OF The Invention? It starts wi th paragraph

nunbered 4.
A. Yeah.
Q Okay. And do you see the first sentence there

says that, The present invention is based, in part, on

t he devel opnent of a therapeutic conposition containing
a drug enhanci ng agent useful for increasing the
absorption and bioavailability of the drug, while at the
sane tinme avoiding various adverse toxic affects of the
drug? Do you see that?

A. | do.
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Q And then a few sentences down, but in the sane
paragraph there's a sentence starting with, Accordingly.
Do you see that?

A In particular one advantage -- oh, after
NOAEL. Accordingly, the present invention provides,
yeah.

Q Yes. So there it says, Accordingly, the
present invention provides conpositions, including alkyl

gl ycosi des and/or saccharide al kyl esters and a

t herapeutic agent. Do you see that?
A. | do.
Q And there's a parenthetical after therapeutic

agent, right?

A There is.

Q. And the first exanple listed is small nplecul e
organi c drug nol ecules. Do you see that?

A | do.

Q So Meezan disclosed that its penetration
enhancers could be used in fornulations including snmal
nol ecul e organi ¢ drug nol ecul es. You agree with that,
ri ght?

A. No, | woul dn't.

Q. Okay. So you disagree with what that says
ri ght there?

A. | disagree in the context of what the whole
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docunent is about where | ater the nol ecul ar wei ght
ranges are defined that are considered to be small,
which is, you know, the 1,000 mark. So | think small
nmol ecul ar organic drug nol ecules in that nol ecul ar
wei ght range with the context of everything else is one
thing, but | think you have to read the whole -- whole
docunent to understand what they nean by small nol ecul e
organi ¢ drug nol ecul es. You know, equally as you do
when they' re tal ki ng about |ow nol ecul ar wei ght
pepti des, as exenatide in the GLP-1 inhibitors, and then
much | arger ones |like proteins in nonpeptide
t her apeuti cs.

Q. Okay. So let's turn back to your declaration
again on the '786 patent to page 130.

A | amthere.

Q And do you see you have a section entitled,
The Conbination Fails to Disclose Every Elenent of the
Chal | enged Clains? Do you see that?

A Sorry. Can you tell nme the --

Q Sorry. Page 130.

A Yeah.

Q And then at the bottom there's a section
entitled, The conbination --

A Oh, yeah. Sorry. | was looking in the text

rat her than the headers.
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Q Yeah. And in this section you address two
i ssues. You address that, in your opinion, Gwmzdz and
Meezan do not disclose n-DDM and you di scuss that
Gwozdz includes water in the disclosed fornmulations. Do
you agree with that?

A | think because Gwozdz tal ked about various
types of fornulations, yeah, including nonaqueous and
agueous.

Q. And these are the only two el enents of the
chal l enge clains of the '786 and '414 patents that you
opine are not disclosed in Gwzdz and Meezan, right?

MR. TOBIN. Objection, form

A. When you say "the only two," what they are --
they are the fact that in terns of the clains, | am
stating that n-dodecyl-beta-D-nmaltoside is in the '786,
and | don't believe Gwmzdz or Meezan disclose that
n- DDM

Q (BY MR. LANDMON) Right. And other than the
n- DDM and then the issue that -- where you assert that
Gmzdz includes water in the disclosed fornulations, you
don't identify any other elenents of the clains of the
'786 or '414 patents that are not disclosed in Gwmzdz
and Meezan. Is that fair?

A | amjust going to go to the construction of

the clains. Yeah, they're the two areas | focused on in
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my decl arati on.

THE W TNESS: Uh-oh. Oh, no, he's
nmovi ng.

MR. LANDMON: Sorry, can you hear?

THE W TNESS: Yeah, no. Sorry, | thought
you froze, but you haven't.

MR.  LANDMON: No.

Q. (BY MR, LANDMON) And we discussed before, the

' 546 patent doesn't claimn-DDM so you have only opined
that the '546 patent -- strike that. Let ne start over
agai n.

We di scussed before, the '546 patent doesn't
claimn-DDM So for your declaration for the '546
patent, you are focused solely on the fact that Gwmzdz
i ncludes water with respect to those clains, right?

MR. TOBIN. Objection to the form
Q. (BY MR. LANDMON) Let me make that question
easi er because that was really too hard of a question.

You have not opined that Gwmzdz and Meezan do
not disclose DDM as recited in the clains of the '546

patent, right?

A. Sorry, can you just give ne a second?

Q Uh- huh.

A I think, yeah, ny declaration on the '546 is
around -- is principally around the aqueous nature and
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the water |evels present on the description in Gwzdz.
Q. Okay. So let's tal k about your opinions that

Gwmzdz and Meezan do not disclose n-DDM  First | want

to turn to page 152 of your declaration. Let me know

when you're there. Sorry. Declaration on the '786

pat ent .
A Yeah, 1'mthere.
Q. Okay. And do you see you have a subsection

headi ng saying, The "penetration enhancers" |anguage in
Gamozdz- PCT | anguage was added in 2009? Do you see that?

A | do.

Q So it's your opinion that the Gmzdz
provi si onal application did not have a discl osure of
penetration enhancers. |Is that right?

A I think what my opinion is, the key reference
of penetration enhancers doesn't appear in the 2008
provisional. It occurs in the 2009.

Q Right. So let's |ook back at the 2008
provi si onal .

MR. LANDMON: Lance, | am going to ask
that you bring back up tab 16, which is Exhibit 1064.
A Yeah, |I'mthere.
THE W TNESS: He's not novi ng.
THE REPORTER: Chad just di sappear ed.
MR. TOBIN. Let's go off the record.
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(Break from2:49 p.m to 3:03 p.m)
Q. (BY MR. LANDMON) So, Dr. Brown, we were
tal ki ng about the Gmzdz provisional application. And I
guess let ne just clarify first. Do you have that in

front of you on your screen, Exhibit 1064?

A | do.
Q Okay. | think I had done this already. But,
sorry, if | can get you to skip ahead a couple pages to

page 3, do you see it starts with the Background of the
| nventi on?
A Page 3.
Q You guys are qui et now.
MR. TOBIN: Counsel, maybe you want to
clarify which page 3 you're tal king about.
Q  (BY MR LANDMON) Page 3 of the PDF.

A. Okay. Sorry. Yeah. Background of the

I nvention, |I'mthere.
Q And then it goes on for the next few pages,
three to -- three and a half pages on the background.

Do you see that?

A Yeah.

Q And t he background section di scusses what was
di sclosed in various prior art articles and patent
publications that a POSA woul d have consi dered rel evant

for lipophilic drug fornulation, right?
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A. Yeah. There are certainly some exanples in
t here.

Q And if we go to -- it's page 5 of the PDF,
which is also marked page 5 at the bottom but it's
mar ked page 3 at the top to nake everything very
conf usi ng.

A |'"ve got it.

Q. Okay. And on that page -- sorry, let nme see
what paragraph. |[If you |ook at the bottom of that page,
do you see a paragraph that starts with, Simlarly, U S.
Pat ent No. 6,962,691? Do you see that?

A | do.

Q. Okay. Is it okay if |I refer to that as the
'691 patent?

A. Sur e.

Q Ckay. Have you considered the '691 patent as
part of your opinions in the case?

It's not, to ny know edge, listed in your |ist
of exhibits.

A Okay. | wll -- soit's not to your
know edge, and | cannot find it in my |ist.

MR. LANDMON: So if | can ask Lance --

A Sorry, do you know the name of the -- oh,

you're going to bring it up, aren't you? Sorry.

Q  (BY MR LANDMON) Yeah.
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A. | can tell you if I've cone across it
sonmewhere el se, | guess.

Q Okay.

MR. LANDMON: So, Lance, if you can pul
up tab 17, but | am also going to ask that you mark that
as Exhibit 1074.

(Exhibit 1074 marked.)

A No. Yeah, all good. | don't recall ever
seeing it.

Q. (BY MR. LANDMON) And the title of this patent
is entitled, Topical Spray Conpositions, right?

A It is.

Q. And the abstract nentions that it's directed
to a topical, nmedicinal spray conposition. Do you see
t hat ?

A. A topical, nmedicinal spray, yeah

Q. And do you see in the second sentence, it
references that the conposition conprises at |east one
medi canent? Do you see that?

A | do.

Q And then it goes on to say, The conposition
may further conprise at |east one perneati on enhancer.
Do you see that?

A | do.

Q So the '691 patent is directed to a liquid
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sprayabl e pharnmaceutical fornulation containing a drug
substance in various excipients. Do you agree with
t hat ?

MR. TOBIN:. Objection, |acks foundation.

A. The conposition of the invention may further
conprise at | east one perneation enhancer, at |east one
sol ubilizer, at |east one plasticizer, and at | east one
wat er sol uble additive. A metered dose of the
conposition can be sprayed on a topical site.

MR. TOBIN:. Dr. Brown, are you reading to
yourself or to us?
THE W TNESS: No, no, sorry.

A. |"ve just gone through it. That woul d appear
to be, fromny reading of that abstract only, a skin
fornmul ation.

Q (BY MR- LANDMON) And spray that to the skin?

A Yes.

Q Okay. And you see that it discloses
pernmeation enhancers, right? W already discussed that?

MR. TOBIN: Objection, |acks foundation.

A Well, in the abstract it says at |east one
per meati on enhancer.

Q. (BY MR, LANDMON) Okay. And if we turn to
page 3 of the PDF, and | am going to ask you to | ook at

colum 3, which is the left-hand colum on that page.
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Do you see that it defines perneation enhancers?
MR. TOBIN: Objection, |acks foundati on,
rel evance.
A Sorry, | amnot there yet. | amjust skinmng
t hrough -- skinmm ng through page 2.
Q  (BY MR LANDMON) Okay.
A So | have not seen it before, so. Yeah, it's
definitely for skin.
| am now on colum 3. Did you say colum 47
Q No, colum 3. There's a definition of
per meati on enhancers. Do you see that?
A | do.
Q. Can you read that to yourself?
MR. TOBIN: VWhat |ines, Counsel?
THE W TNESS: 10 to 16.
MR. TOBIN. Thank you.
A Yeah, | have read that.
Q (BY MR LANDMON) So do you agree that the
'691 patent discloses the use of perneation enhancers to
i ncrease absorption of drugs through the skin?
MR. TOBIN: Objection, |acks foundation.
A. VWhat it states is "refers to a conponent used
to enhance the penetration rate of drugs through the
skin, preferably by tenporarily di mnishing the

i npernmeability of the skin." So that's what it says
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that | am readi ng.

Q. (BY MR. LANDMON) And do you agree that the
'691 patent explains that surfactants were one known
type of perneation enhancer?

MR. TOBIN: Objection, |acks foundation.

A. | mean, that patent describes surfactants as a
dermal -- surfactant is an exanple of dermal penetration
enhancers, specifically for dernal

And dermal has a dead | ayer of skin across it
called the stratum corneum The nasal nucosa doesn't.
And so skin is known to be the | east perneabl e nenbrane
with the stratum corneum intact conpared to nobst routes
of delivery. 1It's an area | also have studied and
devel oped products in.

And the product in my previous research you
asked ne about, which was tal king about hyal uronic acid,
if you recall back in the -- when you were asking nme
about ny experience, that was an exci pient we | ooked at
as a perneation enhancer/sustained rel ease agent for
many routes of delivery, including the skin. And a
product cane to market that | was involved in called
Sol araze, which contained hyaluronic acid, which was
the -- just to link it back, was the excipient that was
clainmed to be a penetration enhancer that's resulted in

additional clinical trials because you had to show it
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was essential .

The other |ist of perneation enhancers |ike
i pophilic solvents -- well, they can be there for any
reason, not just penetration enhancers. Menthol is a
sensory signal and is often used in forrmulation to give
a signal that the skin product is working. Fatty acid
esters and pol yhydric al cohols are also -- alcohols, not
arseholes -- alcohols -- sorry -- are used as a soluble
enhancer. They can also aimw th the feel and the
aest heti cs.

Q. (BY MR. LANDMON) Let's turn back to your ' 786
patent declaration and | amgoing to turn you to page
131. Let nme know when you're there.

A "' mthere.

Q. And this section really starts on page 130 and
it sets forth your opinion as to why the Gwzdz-PCT and
Meezan do not disclose n-DDM Do you see that?

A. | do, yeah, on the top of page 131.

Q. And in paragraph 219, which is on page 131 and
goes over to 132, you opine that the n prefix refers to
the fact that the dodecyl moiety is linear, right?

A. | do.

Q. You then show a figure on the next page, top
of page 132, that breaks n-DDM down into its

subconponents, which has n-dodecyl on the right,
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correct?

A Yes.

Q And in paragraph 220, you then go on to say
that, as shown in the skeletal fornmula above, the
dodecyl chain of the n-DDM nol ecule is |linear, not
branched. Do you see that?

A | do.

Q And we discussed this earlier, but if the
al kyl nmoiety in the skeletal fornula in your report had
12 carbons in a branch structure, its |IUPAC name woul d
not include dodecyl at all, right?

MR. TOBIN. Objection to form

A. No, that refers there to n-dodecyl. So I'm
just looking at what it said. You' re saying dodecyl.
There's no description of an | UPAC nam ng for variations
around that.

Q. (BY MR LANDMON) Right. And if the alkyl
noi ety on the skeletal formula in your report had 12

carbons in a branch structure, the | UPAC nane woul d not

i nclude dodecyl at all, right?
A I think when we tal ked about that before, that
was ny understandi ng of the TUPAC. But as | said, I'm

not sure how | UPAC worked in 2008, '09 at the tine, but
certainly through the way it was worked through, you

woul d expect the branches to be | abeled and the
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conti nuous chain have to be | abel ed based on the nunber
of carbons.

Q So if we turn to paragraph 269 of your
decl aration, which is --

A. Did you say page -- oh, yeah, paragraph 269.

Q Yeah. It's on page 169.

A Yeah. Sorry.

Q. So you state there that, Meezan teaches to use
"“hi ghly branched" al kyl glycosides rather than |inear
al kyl glycosides like n-DDM right?

A | do.

Q And you say the sane thing in other paragraphs
of your report as well?

A | do.

Q For exanple, in paragraph 272 --

A. Yeah. Sorry.

Q. No, no. It's -- one second, I"'msorry. Ckay.

So in paragraph 272, you have a sim|lar

di scussion, and then in the m ddle you have an indented
sentence from Meezan that is comng from Meezan 149,
ri ght?

A Yeah, paragraph 149, yeabh.

Q. Yeah. Sorry. Exhibit 1010 Meezan, and
paragraph 149, right?

A Yeah, | do.
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Q Ckay.
| am not frozen. | amjust |ooking at
sonet hing el se. Sorry.
A It's fine.
MR. TOBIN. Counsel, | appreciate the
clarification.
THE WTNESS: We've had a | ot of freezes.
MR. LANDMON: Yeah. | got confused
because | was | ooking for paragraphs instead of pages.
Q. (BY MR. LANDMON) So if you turn over the page
to page 172, do you see that you have a diagramthat's
| aid out there that purports to show different species
of dodecyl maltoside? Do you see that?
A | do.
Q. And you don't cite anything for this figure
t hat you have set forth there, right?
A No.
Q Did you create this diagranf
A Did | personally create it, no. Did |l |ook at
it and go through sone iterations, yes.
Q Was it prepared by counsel for you?
A | honestly can't renmenber, but | would assune
so, yes. It was certainly part of the drafting process
fromny original draft to explain the different isoners

and what -- | found it useful to explain not only the
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end, but the beta and al pha and the D and L

Q Let's now turn to Meezan. | can't renmenber
is that a docunent you had in your binder?

A | have Exhibit 1010.

MR. TOBIN.  Counsel, before we get there,
just on the real-time, just so we don't have an issue
|ater, DNL, | think it was "D and L."

THE W TNESS: Yeah, it was D "and" L

Sorry.
THE REPORTER: Thank you.
THE WTNESS: That's nme being northern.
MR. TOBIN.  Forgive the interruption,
Counsel . Pl ease proceed.

MR. LANDMON: No worri es.
Q (BY MR. LANDMON) So it's Exhibit 1010 is

Meezan. Do you have that in front of you?

A. | do, yeah.
Q Okay.
A | amactually finding it easier to | ook on the

screen if that was possible, but it's a bit bigger. |
can zoomin for an old man's eyes.
Q Okay. We can have that brought up.
A Okay.
MR. LANDMON: That is -- | think it's tab

18, Lance.
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ZOOM TECH: It's still in the folder.
You should be able to pull it up.

Q (BY MR. LANDMON) Dr. Brown, | think all you
have to do is --

A. |"ve got it up. Thank you.

Q Oh, you have it. Okay. Perfect.

Okay. So we were tal king how your report,
your declaration cites paragraph 149 in Meezan. So why
don't we go to that paragraph. 1It's on page 17 of the
PDF. Let me know when you're there.

A I am on 149.

Q Ckay. And do you see it relates to Exanple 2,
and it starts with statenents saying, Stability of the
al kyl glycoside depends, in part? Do you see that?

A | do.

Q And do you see later in that sentence it
refers to the highly branched al kyl chains including DDM

that you cited to?

A. Yeah. | can see that.
Q And that's what you rely on for your opinions,
correct?

And let nme clarify all this. Paragraph 149 of
Meezan is what you rely on for your opinions that Meezan
teaches the use of highly branched al kyl gl ycosi des

rather than |inear al kyl glycosides, right?
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A. | am just | ooking back to nmy declaration.

MR TOBIN:. | will have an objection, but
you can conti nue.
THE W TNESS: Sorry.

A. So, yeah, that's the 149 paragraph in Meezan
that | have taken that first sentences out up to
stabilizing effects.

Q. (BY MR. LANDMON) And that's what you rely on
for your opinion that Meezan teaches to use highly
branched al kyl gl ycosides rather than |inear alkyl
gl ycosides like n-DDM right?

MR. TOBIN. Objection, form

A Well, if we go through Meezan, | think there's
ot her evidence that TDM appears to have better effects
and in the Meezan patent on the other exanples. And in
t he context of the patent, there's wording here that
descri bes others highly branched, and the patent is
around principle -- | think he attaches dodecyl and
decyl nmaltoside in the generic formand how they work in
the delivery of biologics across the various nenbranes.
So |l think it would be truer to say it's the whole
context of the patent that infornmed ny decision. But
there is specific -- there is a nmention there. But
there's that nention there and al so the descriptions

around the exanples relating back to that.

Page 170

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

Q (BY MR. LANDMON) And you rely on paragraph
149 of Meezan to teach a POSA that highly branched al kyl
chains, including DDM al so have stabilizing effects,
right?
A. Again, it's the context of the whol e thing.
You have your 12 and 4 n, which -- and | have al ready
t al ked about variation isoners. They are silent on the
use of nin ternms of stating they're linear. And as you
i ncrease up the nunber of carbons, they are -- there's
nore isomers available. And the isonmers are, with the
exception of the linear one, are all highly branched.
So, again, | amgoing to answer it the sane
way. It's -- you can't take that one sentence out of
isolation. That certainly says that they're highly
branched, but there's also, you know, the context of the
fact that it's -- Meezan is silent to the use of n
anywher e.
MR. LANDMON: Lance, if | can have you
pull up tab 19 and have you mark it as Exhibit 1075.
(Exhibit 1075 marked.)
Q (BY MR. LANDMON) Dr. Brown, let nme know when
you have that open on your screen.
A | have it up on nmy screen
Q. Dr. Brown, what | am handing you is an

anmendnent that occurred during the prosecution history

Page 171

Veritext Lega Solutions
346-293-7000




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O »h W N P O © O N O O M~ W N Rk O

for the Meezan patent. As you see at the bottom it's
dat ed August 13, 2007.
You didn't review the file history of Meezan

when you fornmed your opinions in these IPRs, right?

A. Not that | -- | can't recall doing so.

Q And if you turn to page 3 --

A. Is that page 3 of the PDF?

Q. Sorry. It's page 5 of the PDF. Sorry. Let
me back up. Let's start on page 3 of the PDF. Do you

see it's entitled, Anmendnent?

A. Amendnments to the specification? |Is that what
you nmean?
Q Yes.

A. Yeah, okay.

Q. So you see that the Meezan specification has
been anended? Do you see that?

MR. TOBIN:. Objection, |acks foundation.

A Well, that's what it says, yeah.

Q. (BY MR. LANDMON) And then if you start on the
next page, page 4 of the PDF, you see that it's entitled
"Amendnents to the Specification"” and then keeps goi ng
for a few pages?

A Yeah.

Q. And if we go to the top of page 6 of the

PDF -- let ne know when you're there.
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A. Where it says, please replace paragraph 0117?

Q. Yeah, with the follow ng anended paragraph.
Do you see that?

A Yeah.

MR TOBI N: Counsel, to save time, wll
you give nme a running objection on foundation?

MR. LANDMON:  Sure.

MR. TOBIN:. Okay. Running objection on
this exhibit as it |acks foundation.

Q. (BY MR. LANDMON) So you see that amendnent
that was made to paragraph that's nunbered 117 here? Do
you see that?

A | do.

Q Ckay. And does this ook famliar as
corresponding to the paragraph 149 of the published
Meezan reference that you rely on?

MR. TOBIN: Objection, rel evance.

A Yes. It's got struck through some words.

Q. (BY MR. LANDMON) Yeah. And in particular,
what has been struck through is "branching” is replaced
with "length of the alkyl chain.” And then other highly
branched, the "highly branched" is replaced with "l ong
al kyl chains including DDM" Do you see that?

A | do.

Q So the highly branched al kyl chains including
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DDM | anguage that you relied on in your declaration was
changed and actually reads "long al kyl chains including
DDM " right?

MR. TOBIN:. Objection.

A. No, because | didn't say | relied upon it. |
said it formed -- formed part of ny understandi ng of
Meezan, which included the |ack of the n descriptor.

Q. (BY MR. LANDMON) Yeah. And, | nean, | wasn't
trying to say that you only relied on one thing. But
you do rely in paragraph 272 and in other parts of your
decl aration on paragraph 149 in Meezan, correct?

A. | certainly have used that in comng to ny
concl usi ons.

Q In fact, in paragraph 272, you not only
italicize, you bold and underline the words "highly
branched, " right?

A. Yeah, to highlight the words.

Q And those words have and were in the prior art
changed from highly branched to | ong al kyl chains. Do
you see that?

MR. TOBIN:. Objection, mscharacterizes
t he docunent.

A Well, in what I'm 1l ooking at and the

amendnent, branching has been changed to | ength and

hi ghly branched has changed to long. They -- there's no
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other additions in there around the n form you know,
the iso form the neo form |It's just got the general
wor di ng of tetradecyl maltosi de and dodecyl maltoside
with the change around "long" to -- from "highly
branched. "

Q (BY MR. LANDMON) And the word "long" inplies
t hat Meezan was referring to a straight-chain dodecyl
noi ety, correct?

MR. TOBIN:. Objection, form

A In the context of me and the word "long" --
because this is the first time |I've seen "l ong"
i ntroduced, and it was "highly branched" before. So I
guess what | would need to do is | ook at where el se --
if where else they've used long. | nean, long -- |
don't really know what | ong neans as it conmes up now.
Sorry, | can't answer that question.

Q. (BY MR. LANDMON) Long could inply that Meezan
is referring to a straight-chain n-dodecyl, right?

MR. TOBIN:. Objection, form

A Well, | don't believe so, because if they were
referring to a long chain n-dodecyl, they would have
sai d n-dodecyl surely.

Q. (BY MR. LANDMON) Well, it says "long" alkyl
chains instead of "highly branched,” which is what you

were relying on when you bolded, italicized, and
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underli ned the words.

of Meezan refers to a straight-chain dodecyl

an n-dodecyl ?

MR TOBI N:

A And, agai n,

don't use the word

the different ways of

n.

Isn't it possible that the | ong

noi ety or

Cbj ect to form

| guess ny answer to you is they

And we' ve already been through

| abeling. | can't tell you why

t hey' ve renoved "branched,"” but | just can't assume from

this -- the docunent that you've said w thout reading

t he whol e context and the -- you know, the context of

why it was changed what they were trying to achieve.

Q (BY MR. LANDMON) So you have no opinion in

this matter as to what Meezan discloses in light of the

amendnents to the specification, because you haven't

consi dered those. Is that correct?

A. No.

MR. TOBIN:. Objection to the form

A No, I'm not saying that. Wat | said was this

formed and hel ped to informed ny decision, ny opinion

around what Meezan was saying in the aqueous

formulations with biologics that it was stating, and it

doesn't state n. And even with this change, it stil

doesn't say n, as far as | can see, unless there was

anot her change somewhere else you're not telling ne

about .
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Q (BY MR. LANDMON) But you don't understand
what this change neant. | asked you what this change
meant and whether it could have neant that is was
referring to a straight-chain n-dodecyl. And you said,
| don't know. | would need to consider all the changes.
| just want to confirmthat you don't know because you
didn't consider the changes to the specification of
Meezan, correct?

MR. TOBIN: Objection, relevance.

A Well, I think I've already said that | hadn't
seen this before. | have already said that | cane
together with my opinion on reading the whol e patent.
What you' ve given ne here is the change of three words,
which | definitely used as a reason why they were
tal ki ng about branched. But ny opinion, as it stands at
the monment, is because they haven't used the n to
clearly state it's linear. And we've been through this
bef ore, but they are using the general terns dodecyl
mal toside. It doesn't give ne any cause to believe that
what may or may not have happened in terns of what --
this now nmeans n, because if they neant n, surely they
woul d have used n.

Q. (BY MR. LANDMON) You agree that Meezan
di scl oses the use of al kyl glycosides, including dodecyl

mal t osi de as penetration enhancers, right?
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A. | agree that the form of dodecyl maltoside --
and it's on page 170 of ny declaration along 270 --
actually, the reference of Meezan, sorry, covers
dodecyl nmltosi de DDM al pha-D, beta-D and m cro-D.
Nowhere does it specify, even with this change
n- dodecyl - beta-D-mal tosi de. And as that's fundanent al
to the two docunents we've been tal king about, to ne,
that's an inportant difference.

Q You agree that Meezan discl oses the use of
dodecyl - bet a- D-nal t osi de, right?

A. | do. On paragraph 56 -- 156 and 157 | say in
my decl arati on.

Q So let's turn back to Meezan, Exhibit 1010.

Do you still have that in front of you?
A Il will do shortly.
Q Ckay. Let me know when you're there.
A " mthere.
Q. Al right. If you could turn to -- it's page

12 of the PDF, paragraph 92. And do you see at the
bottom of that page, it references a Hovgaard reference?
Do you see that?

A. I n Hovgaard-1, 1996.

Q Yeah. And it carries over to the bottom of
that page to the top of the next page talking about sone

of the disclosures in a study and then references a
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Hovgaard-2. Do you see that?

A Yeah, Hovgaard-2. Yeah, fourth Iine down on
9, on the left.

Q. And then it ends with a sentence sayi ng,
Hence, an inproved aspect of the invention is that the
surfactant increases the bioavailability of a drug to
the target tissues, organs, system et cetera, as well
as increase drug stability. Do you see that?

A | do.

Q. And in paragraph 92, DDMis identified as one
of two preferred al kyl glycosides, right?

MR. TOBIN. Objection to form

A. It says, It has been shown that alkyl
gl ycosi des, particularly al kylmaltosi des and nore
specifically, dodecyl maltoside (DDM and
tetradecyl mal toside (TDM), stabilize insulin in solution
and prevent aggregation of the peptide.

Q (BY MR. LANDMON) If we turn now, sane
docunent, scrolling down to paragraph 156, it's on page
18 of the PDF. Let nme know when you're there.

A ["mthere.

Q And do you see paragraph 156 di scusses sone
testing that was performed on eye drop fornul ations,
including 0.5 percent DDM? That's not -- 0.5 percent

dodecyl - B-D-nmal t osi de? Do you see that?
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I nsulin adm ni stered ocul arly, yes.

Yeah, and it references to Table 1?

> o >

Yes.

Q. Okay. And then if you go down to the next
par agraph, paragraph 157, Meezan di scl oses that these
studi es show that al kyl maltosides with the |onger alkyl
chains (or nunmber of carbon atoms), e.g., dodecyl -,
tridecyl- and tetradecyl -beta-D-naltosi des are nore
effective. Do you see that?

A | do.

Q And paragraphs 156 and 157 that we just talked
about, Meezan expressly discloses the use of
dodecyl - bet a- D-mal t osi de, right?

A. Meets and expressly discloses. Sorry, is that
what you said? Meets?

Q No. That Meezan expressly discloses in
t hose two paragraphs, 156 and 157, the use of
dodecyl - bet a- D- mal t osi de?

A | amjust going to go to exanple 3. So she
definitely -- sorry, "she" -- Meezan definitely has them
witten down in 156 and 157, and there is a table of
data on Table 1 for eye delivery, various strengths of
dodecyl maltoside. Not the termthat we've just talked
about, which is dodecyl-beta-D, but it's in the sane

exanpl e where the concentration increases and the drop
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in blood D-glucose val ues decreased to a point

percent gives the best
But | ater on,
t abl es, |

there is a different

think a tetradecyl maltosi de at

where 0.5

ef fect.

when you | ook at sone of the

.5 percent,

set of data.

Q Let's focus on Table 1 first.

A Okay. Sorry. Yeah.

Q. So we were describing that paragraphs 156 and
157 use dodecyl -beta-D-mal toside, right?

A Tabl e 1 says dodecyl maltoside.

Q Right. And Table 1 is using dodecyl maltoside
as shorthand for dodecyl -beta-D-nmaltoside, right?

MR. TOBIN:. Objection, form

A. Well, it doesn't say it. It just says

dodecyl maltoside. And in the text it says,

dodecyl - bet a- D- mal t osi de.
|"mreading it.

Q (BY MR. LANDMON)
par agraphs 156 and 157 and

woul d under stand t hat when

mal toside, it is shorthand
right?
MR. TOBI N:
A. | could see why -- |
say that, and it woul d appear,

| amjust stating it as
Ri ght. And a POSA reading
their reference to Table 1
Tabl e 1 says dodecyl

for dodecyl -bet a-D nal t osi de,
Same obj ection.

could see why you would

because the data is
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descri bing the experinent that's referenced above, that
t hat woul d be the case.

Q (BY MR. LANDMON) So based on what we've just
revi ewed, do you agree that Meezan di scl oses
dodecyl -beta-D-mal t osi de as a penetration enhancer?

MR. TOBIN. Objection to form

A. Do | agree it specified it as a penetration
enhancer? It specifies that it enhances delivery and
decreases the bl ood glucose values, which I know al
about, for delivery via eyedrops, which I find a very
strange route.

| am not aware of any -- apart from

potentially students with vodka, | am not aware of many
dosage fornms where they're trying to achieve systemc
delivery via the eye. But -- so | wouldn't |like to say
what's going on there, but certainly the presence of
dodecyl maltoside is dimnishing the bl ood glucose
| evel s, which, of course, is the actual effect of
insulin. So nore insulin is getting across from
baseline, and that trend is going up, but there isn't a
O percent. So | can't see the data where they've --
where they've just | ooked at it going down. \Wen
t hey' ve not | ooked at dodecyl nmltoside, which for ne is
the classic definition of penetration enhancenent, where

you conpare with and wi thout increasing strengths. And
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the tinme of mnus 20, mnus 10 are going up and down a
bit. But there does seemto be a concentration effect.
But then it seens to be optimzed at .375 percent.

So that would say in this experinent in the
eye .375 percent seens to be having a higher effect than
.25 or .5.

Q (BY MR. LANDMON) So woul d a POSA under st and
after readi ng paragraphs 156 and 157 and Table 1 of
Meezan t hat dodecyl -beta-D-maltoside is acting as a
penetration enhancer?

MR. TOBIN: Same objection.

A. | have answered the question. | am unaware
where -- | don't see the O percent. And there is no
| i near response, but there is an effect of -- based on

strength of where the bl ood glucose goes down. So the
penetration of insulin apparently into the bl oodstream
via a route -- because it's -- I'mnot famliar wth,
t he bl ood glucose that it's neasuring is going down, so
the insulin delivery to the bl oodstream has been
enhanced.

Q (BY MR. LANDMON) So does that nmean that a
POSA readi ng paragraphs 156 and 157 and Table 1 would
understand that the dodecyl -beta-D naltosi de was
operating as a penetration enhancer?

MR. TOBI N  Sanme objection.
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A. Again, it's within the context of defining a
penetration enhancer. As |I've nentioned to you
previously, the change in strength may change the
solubility which may change the rel ease, which can cause
enhanced absorption where it's purely a physical effect
and not penetration enhancenent effect. There's no
solubility assessnments of maxi num thernodynam c
activity. There's no assessnent about interaction. |
can't see the 0 percent or there may be m nus 20, m nus
10. It's trying to suggest that. So there's several
potential interesting observations fromthat data. And
if I was reviewng it, | would say before you could
clearly state anything was a penetrati on enhancer, you
need to do the controls and you need to consi der
t hermodynam c activity. And I believe a POSA woul d know
t hat .

MR. LANDMON: Lance, | am going to ask
you to bring up another tab, tab 20. And if you can
mar k that Exhibit 1076.

(Exhibit 1076 marked.)

Q (BY MR. LANDMON) Dr. Brown, let nme know when
you' ve got that document in front of you.

A | have it in front of ne.

Q. So Exhibit 1076, Dr. Brown, is a declaration

of Dr. Edward Maggio filed in an application related to
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t he Meezan prior art reference. Have you reviewed this
before, this declaration?

A. | don't recall reviewing it.

Q. Okay. It's not in your materials considered
list, so | wasn't asking as a test.

You understand that Dr. Edward Maggio is an
inventor on the three patents at issue in the IPR
proceedi ng, right?

A. | do, yeah.

Q. So in this docunent, if we turn to paragraph 3
on the first page, he states that he's famliar with the
contents of the application, he's reviewed an Ofice
Action, and he understands the exani ner has rejected
certain clainms under 103 as obvious. Do you see that?

MR. TOBIN: Objection, |acks foundation.

A. | understand the exam ner has rejected clains
7, 9 to 15, 17 and 18, as all egedly obvious over Meezan
in view of Lahat, et al.

Q. (BY MR. LANDMON) Okay. And if we go back to
paragraph 2, do you see there's a couple sentences
descri bing his background, and Dr. Maggi o says at the
end he considers hinself to be an expert in the field of
phar maceuti cal chem stry, in particular, in the area of
pharmaceutical fornulations? Do you see that?

MR. TOBIN  Objection, |acks foundation.
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A. | do see that. | amreading it, yeah

Q (BY MR. LANDMON) And he has a PhD in
bi ochem stry. Do you see that?

A Yeah, fromthe University of M chigan.

Q And if you turn to the next page --

MR. TOBIN: Counsel, while there's no
pendi ng question, | would ask, just so we have a clear
record, maybe ask if the witness is actually reading
sonmething or testifying to it.

MR. LANDMON: Ckay.

Q. (BY MR. LANDMON) If we could turn to the next
page, Dr. Brown, and take a | ook at paragraph 5 for ne.
Why don't you read that to yourself.

Let me know when you're done reading that.

Are you done readi ng that paragraph, Dr. Brown?

A. | am yeah. | amjust trying to reference it
across to --

Q | am not sure there's anything to reference
yet .

A Ri ght .

Q So you see in this paragraph that
Dr. Maggio --

MR. TOBIN:. Were you finished with your
| ast answer?

THE W TNESS: That's fine. Just keep
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going. | will just come back to it.

Q. (BY MR. LANDMON) Do you see in paragraph 5,
Dr. Maggio, who is an inventor on the patents at issue
in these three PRs and an inventor in Meezan, says that
the present invention, in other words, what's discl osed
in Meezan, is directed or is based on the discovery that
al kyl glycoside, dodecyl-beta-D-maltoside (also referred
to as n-dodecyl -beta-D-nmal toside)? Do you see that,
where he says that?

MR. TOBIN:. Objection to form foundation

and hearsay.

A. You' ve read out what it says.

Q (BY MR. LANDMON) Okay. So Dr. Maggio
characterizes the Meezan prior art reference as
di scl osure of dodecyl-beta-D-maltoside it was referring
specifically to n-dodecyl -beta-D-maltoside, didn't he?

MR. TOBIN. Objection to form

f oundati on, hearsay.

A So what the question | was going to is he's
t al ki ng about the central nervous system

Q  (BY MR LANDMON) Okay.

A. And, particularly, the CSF. So maybe |I'm
bei ng deaf, but where is that described in Meezan?

Q. | don't know, Dr. Brown. | will let you take

a look at that in your spare tine.
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All 1"masking is that Dr. Maggio -- you agree
that Dr. Maggi o equat es dodecyl - beta- D-mal t osi de as
di scl osed in Meezan as also referring to
n- dodecyl - bet a- D-mal t osi de, right?
MR. TOBIN: Objection, msstates the
docunment and hear say.
A. He states that the al kyl glycoside,
dodecyl -Beta-D-naltoside (also referred to as
n- dodecyl - beta- D-mal t osi de). When he says also referred
to, is he describing that that's how he is referring to
it, howit's defined in the docunent that he's
considering? |It's a bit |ong descriptive in the nonent,
but it certainly says dodecyl - beta-D maltoside (al so
referred to n-dodecyl-beta-D-maltoside). But | don't
understand the second part which is increases absorption
of therapeutic agents to the cerebral spinal fluid
when -- why is he making an observation on a docunent
t hat doesn't have that in it?
Q. (BY MR, LANDMON) All I was asking -- and
you' ve already confirmed -- is what he refers to the two
ingredients or not the two ingredients. That he equates
dodecyl - bet a- D-mal t osi de to n-dodecyl - bet a- D- mal t osi de.

But we can npbve on.

Let's look at to paragraph 7. If you could
read through paragraph 7 to yourself. Let nme know when
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you' re done.

A This is referring to Appendi x A Yeah.

Q So you see in the second sentence there, he
says, Further, one would expect to observe a sim|lar
i ncrease i n absorption by dodecyl -beta-D maltoside for
ot her therapeutic agents, such as antisei zure agents.
Do you see that?

A. Yeah, | do. Yeah.

Q And in your declarations in this IPR
proceedi ng, you've opined that based on Meezan and
Gwozdz, a POSA woul d not be notivated to use DDM as a
penetration enhancer in fornulations containing
antiseizure agents |ike diazepam right?

A. When having Gmzdz in front of you and going
to Meezan and readi ng Meezan, which tal ks all about --
in my opinion, highlights its use, as was also -- we
di scussed in the chapter where | got a bit enotional,
that the use of enhancers for |arge nol ecul ar wei ght
stuff is often a requirenent, what he's opined -- |
believe the word that you use -- that, further, one
woul d expect to observe a simlar increase for other
t herapeutics, such as antiseizure agents. He doesn't

speci fy what antiseizure agents, and he's giving an

opinion. | just need to | ook at -- so he's talking
about nasal adm nistration by the CNS. | am | ooking at
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t he appendi x.

MR. TOBIN:. For the record, Counsel, just
because you're not in the room | think the witness is
| ooking at Exhibit 1076 right now.

A. | thought that's what | was supposed to be
| ooki ng at, no?

Q  (BY MR LANDMON) Yes.

MR. LANDMON: But thank you, Counsel

A | nean, |ooking at the practicalities of
the experinment, his formulation has
n- dodecyl - bet a- D- mal t osi de, undecyl - bet a- D- mal t osi de,
and propyl ene glycol and cyclodextrin and sodiumtauro
-- Tauro, which is a bile salt. So he's got one, two,
three, four, five potential enhancers. He's not
reported any of the solubility effects, any of how they
work in isolation altogether. So I'mnot sure -- he's
obviously witten it, but I wouldn't have made those
claims. | nean, | think that experinment is very poorly
designed, and | wouldn't expect that of a POSA.

Q. (BY MR. LANDMON) Is it your opinion that
Dr. Maggio is not a POSA?

A I[t's ny opinion that that experinent --
because | don't know the context of why that experinment
was perfornmed like that, so | can't speak to that. |

woul d just say in isolation in reading this docunent,
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because that's all 1've been given, | aminterested to
know why they've | ooked at olfactory delivery with a
conmbi nation of potential enhancers, all of which have
their own risks and benefits. And | nean, ny -- the way
| work is sinple is best. He's gone the opposite way
with the five -- the bile salt, the cyclodextrin, the
propyl ene glycol and the two n-dodecyls and n-dodecyl
mal toside. | amnot sure what this is telling nme about
n- dodecyl - mal t osi de, but there's m xture.

Q. It's fair to say you disagree with
Dr. Maggi 0's opinions?

MR. TOBIN  Objection, |acks foundation.

A. | didn't say that. | just said |l can't -- |
woul d need to understand nore of why the experinent was
designed like this. What other experinentation was
performed behind it? |'mjust saying that |I find the
design of the experinment with the anti body HF
formul ation -- because it's an antibody franme it's
delivering. There's no exanples of antibodies, as far
as | recall, in Meezan. And it's a conpletely different
setup because they've used five different ingredients
rat her than the aqueous. | nean, it doesn't even say
whet her there's water in here and -- unless |I've m ssed
it. They've used five different ingredients rather than

t he one that was conpared side by side in Meezan. So |
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am not going to cast aspersions on Dr. Mezin's
expertise. | amjust questioning, in nmy role here now,
t hat experinment, which is how you're giving nme this,
because it's definitely after 2009.

Q. (BY MR- LANDMON) And just so we're clear,
Counsel didn't provide you with any of the prosecution
hi story from Meezan, including this docunment?

A | haven't seen this docunent before.

Q. Okay. And Exhibit 1076, just so the record is
clear?

A | haven't seen, as far as | recall,

Exhibit 1076 - 20 - Maggi o Decl arati on.

Q. Let's nmove on. And anot her opinion you've
expressed in your declarations is that Meezan would
noti vate a POSA to use TDM rat her than DDM or any ot her
al kyl glycosides, right?

A | think, yeah, that is nmy opinion.
Q So if we turn to page 173.
A o ?
Q Sorry. That's always good. Your declaration
for the '786 patent.

Do you see paragraph 275?

A Yeah.

MR. TOBIN: Counsel, before you ask, |

have a | ot of docunents open. Let nme get there quickly
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so | can be there with you.

MR. LANDMON: Yeah. Let nme know when
you' re ready.

MR. TOBIN: You said paragraph 275?

MR. LANDMON: Yeah, on page 173.

MR. TOBIN. Okay. Thank you, everybody.
I"'mw th you.

Q. (BY MR. LANDMON) So if you see there,

Dr. Brown, you opine there that if a skilled artisan who
al ready knew of Gmzdz- PCT happened upon Meezan and
considered its disclosures, you believe that a person
woul d have found that Meezan suggests using al kyl

gl ycosides with |onger chains than 12 carbons (dodecyl)
as nore efficacious options, in particular, branched
tetradecyl -maltoside (TDM 14 carbons). Do you see
what ?

A | do.

Q And you say, The figures, exanples,
specification, and clains all point to TDM as the npst
preferred option. Do you see that?

A | do.

Q And then on page -- sorry, in paragraph 276,
it starts at the bottom and then goes on to the next
page, on page 174, you note that Meezan di scl oses that

TDM has what you call the greatest effect, not DDM Do
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you see that?

A. | do.

Q But you do agree, right, that Meezan
identified DDM i ncl udi ng dodecyl -beta-D-naltoside to be
an effective penetration enhancer?

MR. TOBIN:. Objection, form

A As | said, | think Meezan identifies that TDM
perforns better than DDM and has done sone experinents
to denonstrate in those experinents that by conparison
TDM out performs DDM in the aqueous systenms that it
descri bes for |arge nol ecul ar weight nmolecules. | think
we' ve already been through the question about, you know,
what Meezan descri bes as DDM and TDM as far as |
recall. But all I"'msaying in that -- in that section
is that if a skilled artisan were to read that, that
they would likely read it, and if they came across it,
they would read it, they would appreciate that actually
this is for large nol ecul ar wei ght conpounds and t hat
they woul d focus on TDM based on the data presented.

Q (BY MR, LANDMON) So | understand your opinion
is that Meezan discloses that TDMis a better
penetration enhancer. But you al so agree that Meezan
di scl oses DDMto be an effective penetrati on enhancer,
right?

MR. TOBIN. Objection to form
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A. | mean, DDMis used in the experinents. As |
have highlighted later, it has an effect. But |'ve also
expl ained later that there's a nunber of other
consi derations in those experinents. So | am not
sure -- in the true definition of the penetration
answer, those are the investigations to undertake around
what all of the different ingredients that they've
| ooked at -- whether that be tetradecyl, dodecyl, decyl,
and what's going on with solubility and the ability for
the drug to | eave that fornul ation.

Vhat there isn't either here is whether those
decreases in, for exanple, Table 1 that we tal ked about
before or Table 2, is whether those decreasing |evels
are purely down to a stability effect, because all it's
got in here is the kind of -- is absorption via those
routes being enhanced via the presence of those
materials. And all I'"msaying is there's potenti al
ot her expl anations. Say penetration enhancenent is one
expl anation, and there are other ones. And
interestingly, as the chain length increases, that wll
affect the solubility, which will also inpact the
rel ease of drug fromthe formulation. It will also
i npact its absorption across the biol ogi cal nenmbrane for
t he nasal nucosa or the eye which will then affect the

effect it has. So that's a physical nmeans of enhancing
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delivery and not truly what we've been di scussing and

t he understanding of what's defined as a penetration
enhancer. And in the exanple, going back to the
previous thing by -- that we | ooked at, the previous
exhibit by the nanme of the person |I didn't agree about

t he design of the experinentation, the fact is they were
using bile salts and cycl odextrins that nay have had a
simlar effect. So | guess what | amclunsily trying to
say is there are a nunber of explanations around why
these factors m ght be observed, but in the context of
this, penetration enhancenent is one of a nunber of

expl anations which would require nore investigation.

But | ooking at the context of this, the key experinments
are a driving force, solubility and stability. But as
the data stands at the nonent, you know, TDMis

out perform ng dodecyl maltoside in that claimlevel of
enhancenment in this particular patent, and TDMis used
also in that system as well as sone others.

Q. (BY MR. LANDMON) Is it your understanding of
obvi ousness | aw that a POSA would only choose the
excipient to incorporate into a formul ation that
perfornms the best?

A Well, my problemwith it is if a skilled
artisan -- I'mnot sure why they would | ook at this and

take anything fromit, based on Gwmzdz, because of what
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it explains and what it's doing. So ny challenge here
is that 1'"mnot sure a skilled artisan would -- even if
t hey cane across it anongst the plethora of papers there
are, if they cane across it, read it, why they woul d
even consider |ooking at it, because these are aqueous
formul ations of |arge nol ecul ar wei ght drugs. They are
not the kind of -- those exanples exenplified in Gwzdz.
So that's ny opinion as it stands now, which I

think 1've made clear in ny opinion about why Meezan
doesn't really have any bearing because of what it says
about it and what it's used for.

Q Let's turn again to your '786 patent
decl aration at page 135. Let nme know when you're there.

A I am on 135.

Q. Okay. And do you see you have a section that
starts on that page, the heading says, Gwmzdz-PCT

| ncl udes Water in the Disclosed Fornulations? Do you

see that?

A Yeah.

Q And if we turn a couple of pages forward --
it's the same section -- | just wanted to set the

section up -- to page 138, and in paragraph 228, you
explain in the context of claimconstruction, the
chal | enged clains recites a pharmaceutical solution

consi sting of various conponents. Do you see that?
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A | do.

Q And you opine that Dr. Donovan previously
of fered opinions that the challenged clains should be
interpreted to require the presence of no water, even in
trace anounts. Do you see that?

A | do.

Q And you base your opinions about the water
content issues discussed in the declaration on your
under standing Dr. Donovan's cl aimconstruction argunents
fromthe district court litigation, right?

A Yeah, that's Reference 239.

Q ' msorry, Reference 239?

A Exhi bit 20609.

Q. Ch, okay. Thank you.

You haven't expressed any of your own opinions
about whet her consisting of in the challenged clains
shoul d be construed to allow for the inclusion of smal
ampunts of water or not, right?

A | think my opinion is that when you have a
conposi tion including ethanol, as we've tal ked about
before, inherently within whatever the pharmaceuti cal
grade that's all owed that you use, there will be a | eve
of water ranging frompoint -- | guess .5 percent
dependi ng on your really proof, which you're using in

phar maceuticals and you don't have to drink. And then
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you' ve got -- which is dehydrated, and then you have the
dehydrated, which is where there's a percent or so. So
there will -- in ny opinion and in ny experience, there
will be water in this fornulation, both because of it in
t he presence of ethanol, but because nost fornul ations
wi Il take on water during manufacture, during storage
potentially, and also during use. So you will have

wat er there in the end use situation.

And | guess does this m sconceived opinion --
you know, in my opinion that, you know, sonething |ike
et hanol doesn't have a PH, but because -- because water
is present in part to a lot of it, there will be what is
call ed an apparent PH, which measures the hydrogen ions.
So | believe there is water present in anything that
contains ethanols and other excipients as well.

Q | nmuted nyself. Sorry about that.

Have you set forth in anyplace in your

declarations an opinion as to the claimconstruction, in

particular, with the words "consisting of" in the
clainms?

A Yeah, | believe |I talk about that in -- if
we're | ooking at 276 -- it's on page 123.

MR. TOBIN:. Counsel, again, just because
you're not in the room he's flipping through the '786

pat ent decl arati on.
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MR. LANDMON: | appreciate that. Thank
you, Counsel.

Q (BY MR. LANDMON) So, Dr. Brown, you know, |
did read through this section. | see that you have a
di scussion of consisting of. | see that you have
Neurelis's position fromthe district court on the top
of page 124. | see a discussion of Dr. Donovan's
opinion fromthe district court litigation on what
consisting of -- | guess what | don't see is your own
affirmative claimconstruction position on consisting
of. Is that fair?

A. | nmean, | believe consisting of is -- ny
opinion is the same as Neurelis's, which is the addition
of those particular conponents that when it says
consisting of, but I don't agree with the Padagi s
construction because | believe that inherently that wll
i nclude other parts of that excipient as |I've explained
when you asked nme for an opinion that can include, for
exampl e, water for ethanol, for benzyl alcohol. In ny
experience on it, that will also be in reportable |evels
of benzoic acid and bnezal dehyde, which if you | ook at
the certificate of analysis, will be present there and
can be fundanmental both in the fornms of formnulation
stability and delivery and also toxicity.

So I think consisting of is -- includes what's
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i ncl uded, but there will be other conponents a part of

it, and that's the point |I'm maki ng about why | believe

there will be small anpbunts of water, anongst other
things, in the -- in the conpositions.
Q So to the extent that your position on claim

construction is adopted and the Padagi s position and

Dr. Donovan's position is not, would you agree that your
opi ni ons on Gmzdz-PCT, including water in the disclosed
fornmul ati ons, are then noot?

A Well, no, because | think Gwmzdz does
ref erence aqueous and nonaqueous in sonme exanpl es.

Q And is it your opinion that those nonaqueous
fornmul ations still have water in thenf?

A. There's been no water added. But if they
contain ethanol, by definition there will be |evels of
wat er contained in the ethanol.

Q. So you woul d then agree, if that construction
was adopted, that the Gwmzdz di sclosures do disclose the
claimformul ati ons?

MR. TOBIN:. Objection to form

A What |'m saying is Gwzdz is all about the
exanpl es used and teaches about solutions that are
nonaqueous, yeah. Nonaqueous to nme neans there is not
any significant level. So if you have an aqueous

fornmulation, it nmeans water is in the continuous phase.
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So if you have an aqueous gel, it wll be predomnantly

water. If you have an oil and water enulsion, so a
cream water will be in the continuous phase. That w |
still be predom nantly aqueous. If you have water in

oil, which in the UK and the US we call an oily based
cream that you would call an ointnent in sonme cases,
there will be small amounts of water present in that.
So | think the terns aqueous and nonaqueous neet that
criteria when there is a dom nant part of containnent of
water in the aqueous system but in a nonagueous system
i nherently that may well include contain water |evels.
So, ironically, in the US, your ointnments can contain up
to 20 percent water, as far as | recall. In the UK,
they would be called water in oil enul sions, which are
still considered aqueous, but they still have a
significant part of water in them

Q. (BY MR. LANDMON) So if your opinion on the
consi sting of | anguage, which | understand is to all ow
some ampunts of water in the fornulation, if that is
adopted, then you would agree with nme that Gmzdz
di scl oses fornul ations that are the fornul ati ons set
forth in the clainms, right?

MR. TOBIN: Objection, mscharacteri zes.

A | think if you want to go to the clains, we
can talk through them All | amsaying is in the
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definition of consisting of, that that doesn't exclude
things |ike water and oil, because they could be there,
as has been detailed in that table, which is Padagis's
construction.

Q (BY MR LANDMON) So then the ethanol that's
di scl osed in Gmzdz would nmeet the claimlimtation
under your position on what consisting of neans,
correct?

MR. TOBIN:. Objection, form

A VWhat claimlimtation? There's nowhere we're
tal ki ng about a claim sorry.

Q (BY MR- LANDMON) The ethanol claim
limtation.

MR. TOBIN.  Sanme objection, form

A. Yeah, which particul ar one?

Q (BY MR LANDMON) So let's turn back to -- we
were on page 135 of your '786 patent declaration. And
you have a lengthy -- sorry. Strike that.

You have a discussion on that page, continuing
to the next few pages, that in your opinion Gmzdz-PCT
does not disclose the ethanol under Dr. Donovan's
position in the litigation that the clainms don't allow
for the presence of water. |s that an accurate summary
of your position there?

A. | didn't understand what you were saying,
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because |

was trying to followit. D d you say 224 or

2257

Q So it starts on paragraph 224, but it keeps
goi ng for a nunber of paragraphs.

A So all 1I'm saying, which is what |'ve been

conti nui ng sayi ng,

under st ood.

a |l evel of
Q.
patents at

t he use of

is a skilled artisan woul d have

Even at the dehydrated, there still will be

wat er as part of the ethanol.
And it's your position that the clains of the
i ssue allow for the presence of water with

the word consisting of. That's what you said

before, right?
MR. TOBIN: Objection, argunmentative.

A. No, | didn't say that. What |'ve been saying
is what |I've witten, which is that consisting of
means -- what | believe it neans, which will be that
i nherently -- although there will be sonme water in the
et hanol -- even at its purest form there will be water
t here.

Q. (BY MR. LANDMON) Right. So then the

di scl osure in Gwzdz of ethanol

woul d neet

the claim

l[imtations which claima fornulati on consisting of,

anongst ot her

i ngredi ents,

et hanol ?

MR, TOBI N:

Obj ecti on,

form

A

Well, the claim--

the clains include ethanol,
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yeah, definitely.
Q (BY MR. LANDMON) And it's your position that
the clains allow for sone anbunt of water to be in the

et hanol, right?

A. I[t's ny position that if ethanol is there,
there will be sone water in the ethanol.
Q So under your construction of consisting of

that allows for some water to be present, then you agree
with me that Gmzdz di scl oses ethanol under the clains,
ri ght?

A | think -- why don't you take me to the clains
you' re specifically tal king about.

Q. Al right. Let's go back to page 10 then of
your ' 786 decl aration.

A. Sorry, you asked nme a question, which | was
trying to answer. And | said because you're talking

about Gwozdz.

Q Yeah.

A So we're not going back to that. | need to
back to -- is this ny '786 declaration?

Q Yeah. It's -- | nean --

A | am just concerned about which docunent.

That's fine. Which docunent are we tal king about?
Q. We're tal king about, yeah, your '786 patent

decl ar ati on.
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A Yeah.

Q. And you have a position in here that we' ve
been tal ki ng about that Gmzdz-PCT doesn't neet the
claimlimtations because, in your position -- in your
opi nion, the ethanol disclosed there has sonme anmount of
water, right?

MR. TOBIN:. Objection to form

A Agai n, what |'m saying is consisting of
i ncludes what's described in the conposition, but, you
know, inherently there will be some water present in
ethanol. And | was particularly, as we've referred to,
is that Dr. Donovan's position seened to be in the court
action, there wouldn't be any, unless I'mreading it
wrong. And what |I'msaying is that there will be.

Q. (BY MR. LANDMON) And you agree that
Gmozdz- PCT then discloses ethanol in a conposition under
your construction of the claimterm right?

MR. TOBIN: Objection to form

A Sorry, | don't understand that question.
Claimternf? What claimtern? Which specific clainf
There is claim1l, which tal ks about al cohols or glycols
with tocopherols and tocotrienols.

Q. (BY MR. LANDMON) | guess | amtrying to
under st and your opinion that starts on page 135 of your

declaration for the '786 patent. Your opinion is that
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Gnmozdz- PCT doesn't neet the claimlimtation because it
di scl oses fornmul ati ons having water, right?

A. My position on page 135, 224 says that
Gwmozdz- PCT includes -- under that section Dr. Donovan
relies on Gwmzdz-PCT to disclose solutions of
di azepamin Vitamn E, benzyl --

(Reporter clarification.)

A -- Vitamn E, benzyl alcohol, and ethanol.
Gmzdz discloses that the preferred use of an et hanol
that is bioconpatible in the sense that it is nontoxic
and does not cause any physi ol ogi cal and phar nmacol ogi cal
effects. OGmzdz goes on to state, the ethanol is
desirably 180 to 200 percent -- sorry -- 200 proof,
which is in the range of 90 to 100 percent ethanol.

Accordingly, Dr. Donovan is relying on
exenpl ary solutions of diazepam using 190-proof and
200- proof of ethanol.

A skilled artisan knows -- woul d appreciate
t hat a nonet hanol conponent of that conposition woul d
have been water. And it is not possible, as | go into
|ater, to even distill ethanol to renove it conpletely,
because it forms an azeotrope with a different nelting
poi nt, which neans you just can't get rid of it. So
it's always there, even on the 200-proof. And even

dehydrated et hanol is not water-free.
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Q And if we turn to page 137 of your decl aration
for the '786 patent --

A. Yeah.

Q. -- the last sentence in that paragraph tal ks
about, The full enbodi ment, copied bel ow, expressly
states that the pharmaceutical solutions wth
penetrati on enhancers, and in paren, the only disclosure
she cites in Gwzdz-PCT of a penetration enhancer)

i nclude water as an added ingredient. Do you see that?

A | do.

Q And if we turn over to the next page, it then
says, The instant pharmaceutical solutions conprising a
t herapeutic agent, one or nore tocopherols and/ or
tocotrienols and one or nore al cohols and/or glycols can
al so be fornulated into a pharnmaceutical conposition for
i njection by conbining the instant pharmaceuti cal
solution, e.g., saline solution or water and a vitamn E
sol ubi lizing agent such as Crenophor. Do you see this?

A | do.

Q So this passage that you cite to from Gmzdz
was explaining that the formulations were intended to be
adm ni stered via injection addi ng saline solution or
water, right?

A. Yeah, they don't give the ratios, but they're

conmbi ni ng there pharmaceutical solution with saline or
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water -- it should be water-free injection, but yeah.

Q. And that was a fornulation intended for
injection, not intranasally, right?

A That was a formulation for injection, yes.

Q And a POSA woul d have understood at the tine
that the inclusion of water in an injectable or IV
solution is standard practice, right?

MR. TOBIN:. Objection to the form

A. A POSA woul d appreciate that the injection
needs to be aqueous in nature.

Q. (BY MR. LANDMON) And you woul d agree that
there isn't a need to include penetration enhancers for
an injectable fornul ati on because the drug is directly
injected into the bl oodstream right?

A Well, interestingly in this they tal k about
penetration enhancers being included and hunectants. So
| guess as they're so -- they're tal king about
injection. There's different fornms of injection, not
just intravenous. There's intradermal injection,
subcut aneous injection. |If you inject intradermally,
for exanple, it's still stuck in the skin, so there may
well be a need for a penetration enhancer if you inject
it 1V. But this doesn't just describe IV. Then --
then, yeah, | am not aware of any exanples off the top

of my head that have penetration enhancers.
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But, equally, as |I've said before, in

phar maceuti cal regul ation, there are a nunber of

exci pients present which will act -- wll be

mul tifunctional. So they may well be being used as a
solvent -- as | said, a solvent especially in
suspensions. It controls the release, my enhance

di ffusi on, may enhance dissolution. It depends on your
definition. In certain injections, for intradermal, for

example, it mght include a penetration enhancer which
will act as breaking down the skin tissue, such as
potentially salicylic acid. And in fact, intradernmal
i njections, because this is a bit nondescript, can be
aqueous or nonaqueous. | nmean, | think your question
about IV is, generally speaking, you don't want to be
injecting lots of stuff that isn't conpatible with the
body in an intravenous injection. But there are other
ones. You also get injections into the eye, into the
front, back, and side. Those injections can be
sust ai ned rel ease injections, which would be
fundanentally solid. So, yes, | can understand why al
those things are |isted because there are so many
different fornms of injection.

MR. LANDMON: We've been going for a
while. Wiy don't we take a break and go off the record.

THE W TNESS: Ckay.
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(Break from4:39 p.m to 4:56 p.m)

Q (BY MR LANDMON) Dr. Brown, if | coul

d have

you turn back to the Gwozdz provisional application,

which is Exhibit 1064. W had it up on our screen

before, but you m ght have it as well.

MR TOBI N: We don't.

A. | don't have 1064. So | will go back to
t he --
THE WTNESS: Bliney, |'ve got all these
documents.
A | can confirm Exhibit 1064 - 16 - Gmzdz.

Q (BY MR LANDMON) Great. So | amgoing to ask

you to turn to page 8 of the PDF. |It's marked page 6 at

t he top.
A Yeah.
Q And if you could turn to the -- or not turn.

Look at the paragraph at the bottom Do you see there's

a paragraph that starts wth, exanples of alcohol (s) for

use in the present invention? Do you see that?
A | do.

Q And Gmzdz discloses various al cohol s,

i ncl udi ng et hanol, benzyl al cohol and conbi nati ons,

ri ght?
A Yeah.
Q And you agree that -- sorry.
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You don't dispute that Gwmzdz discl oses that
its formul ati ons can contain a m xture of ethanol and
benzyl al cohol, right?

A I mean, that's one of a nunber of things that
are within the patent, because there's exanples there.
And it says one or nore solvents, so they're listed
t here.

Q. And if you go about a hal fway down that
par agraph, the sentence starts on the far right-hand
colum. Do you see one sentence starts with, preferred
is the use of ethanol? Do you see that?

A | do.

Q And then if you | ook around line 25, there's a
sentence that says, In this regard, the ethanol is

desirably 180 to 200 proof ethanol. Do you see that?

A | do.
Q. And then it says, i.e., in the range of 90 to
100 percent ethanol. Do you see that?

A. Yeah, | do.

Q Okay. And 100 percent neans 100 percent,

ri ght?
A. Well, | think we tal ked about this. [It's not
possi ble to get 100 percent ethanol. Because of the

azeotrope that's forned between ethanol, you just can't

produce it. So | think, as | tal ked about before, even
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200 proof or 100 percent ethanol wll have a small
anopunt of water present, which is why it tal ks about
greater than 99.5, and a POSA woul d have known that at
the tinme.

Q So it's your opinion in this proceeding, in
t hese proceedings, that 100 percent doesn't nean
100 percent. Is that right?

A I think you can acquire 100 percent ethanol,
yeah, and you can use it in your fornmulation
devel opnent, as you can denatured and dehydrated. All
|"m saying is that the laws -- even distillation wll
not get rid of it unless you go to the -- to the benefit
of where you could get rid of it conpletely, where you
put these filters in that will bind all the water, and
then it's 100 percent. The nolecul ar sieves they're
called. And | do talk about that. M experience is
that that is a technique often used, but comercially
it's an extrenely expensive approach to use, so far from
conmon. But | would expect a POSA to understand the use
of nmol ecul ar si eves.

Q Okay.

MR. LANDMON: Counsel, subject to any
guestions you have, | have no further questions.
Thank you for your time, Dr. Brown.

THE W TNESS: Thank you.
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MR. TOBIN. W appreciate your

efficiency, Counsel.
Gve ne just three mnutes to check ny notes.

We can go off the record and conme back real soon.

MR. LANDMON: Ckay.

(Break from5:00 p.m to 5:02 p.m)

EXAM NATI ON

BY MR TOBI N

Q. Dr. Brown, one of the chem cals we heard a | ot
about today is insulin. Do you recall that?

A | do.

Q Do you happen to renenber the nol ecul ar wei ght
of insulin?

A. | just checked nmy sugar. It's about around
5,000 Daltons. | need to check -- I'mfeeling
sonet hi ng. Yeah, it's okay.

5,800, nearly 6 kil odaltons.
MR. TOBIN: Okay. No further questions.

Thank you.

THE WTNESS: We timed that right.

MR. LANDMON: | have no further
guestions. Thank you, Dr. Brown. | appreciate your

time. We can go off the record.
(Signature reserved.)

(Proceedi ngs ended at 5:03 p.m)

Page 214

Veritext Lega Solutions
346-293-7000




© 00 N oo o A~ W N P

N NN N NN P P P PR PP PR
ag A W N P O © 00O N OO O~ W N B+, O

CHANGES AND S| GNATURE
W TNESS NAME: MARC BROWN, PhD
DATE OF DEPOSI TION:  MARCH 17, 2026
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I, MARC BROWN, PhD, have read the foregoing
deposition and hereby affix ny signature that sanme is
true and correct, except as noted above.

MARC BROWN, PhD

THE STATE OF )
COUNTY OF )

Bef ore me, , on
this day personally appeared MARC BROAN, PhD, known to
me (or proved to ne under oath or through
) (description of identity
card or other docunent)) to be the person whose nane is
subscri bed to the foregoing instrunment and acknow edged
to nme that they executed the sanme for the purposes and
consi deration therein expressed.

G ven under nmy hand and seal of office this
day of ,

NOTARY PUBLI C I N AND FOR
THE STATE OF
COW SSI ON EXPI RES:

Job No. HOU7950193
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UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE PATENT TRI AL AND APPEAL BOARD

PADAG S US LLC
Petitioner,

NEURELI S, | NC.
Pat ent Omer.

Case No. | PR2025-00465

Patent 11, 241, 414

REPORTER S CERTI FI CATI ON
DEPOSI TI ON OF MARC BROWN, PhD
MARCH 17, 2026

I, Julie C. Brandt, Certified Shorthand Reporter in
and for the State of Texas, hereby certify to the
foll ow ng:

That the wi tness, MARC BROW, PhD, was duly sworn
by the officer and that the transcript of the oral
deposition is a true record of the testinony given by
the w tness;
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Bef ore conpl etion of the deposition, review of the
transcript [X] was [ ] was not requested. |If requested,
any changes made by the deponent (and provided to the
reporter) during the period all owed are appended heret o;

That the anmount of tinme used by each party at the
deposition is as foll ows:

M . Landnon..... 05 HOUR(S):52 M NUTE(S)
M. Tobin..... 00 HOUR(S): 01 M NUTE(S)

That pursuant to information given to the
deposition officer at the tine said testinony was taken,
the follow ng includes counsel for all parties of
record:

FOR THE PETI TI ONER

Chad A. Landnon (Renote via Zoom

Chri st opher Jones (Renobte via Zoom

POLSI NELL

1401 Eye ("I") Street, N W

Suite 800

Washi ngt on, D.C. 20005

cl andmon@ol sinel li.com

chris.jones@ol sinelli.com
FOR THE PATENT OMNER

David Tobin

McDERMOTT W LL & SCHULTE

2801 Harwood Street
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Suite 2600

Dal | as, Texas 75201

dt obi n@mwe. com
- and-

Hannah Hurl ey

McDERMOTT W LL & SCHULTE

650 Live Oak Avenue

Suite 300

Menl o Park, California 94025-4885

hhur| ey@ne. com

| further certify that | am neither counsel for,
rel ated to, nor enployed by any of the parties or
attorneys in the action in which this proceedi ng was
taken, and further that I amnot financially or
otherwi se interested in the outcone of the action.

Certified to by me March 20, 2026.

QLLGUGJM

Julie C. Brandt, CSR, RMR, CRR
Texas CSR No. 4018
Expiration Date: 10/31/27

Veritext Legal Sol utions

Firm Regi stration No. 571

300 Throcknmorton Street, Suite 1600
Fort Worth, Texas 76102
817-336-3042
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March 20, 2026
RE: Padagis US LLC v. Neurelis, Inc
DEPOSI TION OF: Marc Brown , PhD (# 7950193)

The above-referenced witness transcript is
avai l able for read and sign.

Wthin the applicable timeframe, the w tness
should read the testinony to verify its accuracy. |If
t here are any changes, the witness should note those
on the attached Errata Sheet.

The witness should sign and notarize the
attached Errata pages and return to Veritext at
errata-tx@eritext.com

According to applicable rules or agreenents, if
the witness fails to do so within the time allotted,
a certified copy of the transcript my be used as if
si gned.

Your s,

Veritext Legal Sol utions
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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) if 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, 1if 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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