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TELECONFERENCED STENOGRAPHI C DEPCSI TI ON of
ROBIN D. ROGERS, Ph.D., taken in the above-entitled
matt er before Rl CHARD GERMOSEN, Fel |l ow of the Acadeny of
Prof essi onal Reporters, Certified Court Reporter,
(Li cense No. 30XI00184700), Certified Realtine Court
Reporter-NJ, (License No. 30XR00016800), California
Certified Shorthand Reporter, (License No. 14391),
NCRA/ NY/ CA Certified Realtinme Reporter, NCRA Registered
Di pl onat e Reporter, New York Association Certified
Reporter, NCRA Realtine Systens Adm nistrator, taken via
renote video tel econference on Wednesday, Cctober 2,

2024, commencing at 9:01 a.m
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ROBIN D. ROGERS, Ph.D. | 10.02.24

PROCEEDI NGS
9:01 a. m

CERTI FI ED STENOGRAPHER: On the
stenographic record at 9:01 a. m
Good nmorning. My nane is Rich
Gernosen. | ama certified stenographic
reporter. M license is avail able for
i nspecti on.
(Whereupon, the Certified
St enographi ¢ Reporter admi nistered the oath to
the w tness.)
ROBI N D. ROGERS, Ph. D.
havi ng been first duly sworn or affirned, was
exam ned and testified as foll ows:
EXAM NATI ON BY ATTORNEY KANE:
BY ATTORNEY KANE:
Q Good norning, Dr. Rogers.
Can you pl ease state your full nane
for the record.

A My nane is Robin Don Rogers.

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
Q And | know you' ve been deposed
before and | appreciate that, so -- but you do
understand that you're under oath today and

testifying as you would in a courtroom before

a judge?

A Yes.

Q kay. And you do understand that
your attorneys will |ikely nmake objections.

So you do understand, Dr. Rogers, that your
attorneys will Iikely nmake objections today,
but that unless you're instructed not to
answer, you're obligated to answer the

gquestion to the best to the extent possible?

A Yes.

Q And I'Il try to do ny best to ask
cl ear questions today and -- but if | don't,
pl ease ask ne to clarify. |If you don't ask ne
to clarify, 1'll take it that you understand
my question. |Is that fair?

A Yes.

Q If you need to take a break, just

ask and we can take a break, okay?
A Yes.

Q As the court reporter indicated

THE SULLI VAN GROUP OF COURT REPORTERS
7
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ROBIN D. ROGERS, Ph.D. | 10.02.24
earlier, he's trying to take down our
conversation today. So I'lIl try not to speak
over you and |I'd ask that you do the sane as
not speak over ne.

Do you understand that?

A Yes.

Q Al so since he is trying to take
down a record of our conversation, we need to
answer verbally, not shakes of the heads or
uh-uhs or uh-huhs, those kinds of comments.

Do you understand that?

A Yes.

Q And any nedi cal reason or otherw se
t hat woul d prevent you from gi ving conplete
and accurate testinony today?

A. Not that | know of, no.

Q kay. Did you bring anything with
you to your deposition today?

A | did not.

Q Ckay. Do you have the box of
exhibits that | understand were delivered to
counsel's office yesterday?

A. | have a package, a white package

t hat was delivered yesterday | understand.

THE SULLI VAN GROUP OF COURT REPORTERS
8
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ROBIN D. ROGERS, Ph.D. | 10.02.24
Q Ckay. Wiy don't you go ahead and
open that package up. So we'll be using sone

of those during the questioning today.

A These are what | have.
Q Looks |i ke about what | have as
well, so thank you
So you'll see that in those

Redwel ds, there are Manila fol ders and each
one has a tab that wll say, you know, exhi bit
nunber at the top.

Do you see those?

A | do.

Q Ckay. And in addition -- well, so
the first one I'd ask you to find | think is
Exhi bit 1072, which is your declaration in
support of the reply?

A | have it.

Q Ckay. And can you tell ne what
t hat docunent is, Exhibit 1072?

A. 1072 is ny declaration in support
of petitioner's reply in the inter partes
review of U S. Patent Nunber 10633344.

Q kay. If you'd turn to Page 97,

that's your signature?

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
A It is.
Q kay. And this is a declaration
that you prepared in connection with this
pr oceedi ng?
A It is.
Q Do you know approxi mately how nmuch

time you spent preparing this declaration?

A. | don't have a good estimate of the
time.

Q More than eight hours?

A. | would -- it was definitely nore
t han eight hours. | just don't -- | can't

gquantify the tine.

Q Ckay. And who did you work with to
prepare the declaration?

A. | worked with the attorneys for

Nova here at Venabl e.

Q Did you talk to anyone at Nova?
A. No.
Q Did you talk to anyone el se ot her

than the attorneys at Venabl e?

A No.
Q Did you talk to Dr. Apple?
A No. In preparing this report, no.

THE SULLI VAN GROUP OF COURT REPORTERS
10
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ROBIN D. ROGERS, Ph.D. | 10.02.24

Q Ckay. Have you ever talked to
Dr. Apple?
A. | don't renenber. | do renmenber

her report, which | did study for ny -- and
relied on for ny first report.

Q But you did not talk to Dr. --
well, did you talk to Dr. Apple in preparing

your first report?

A. | don't renmenber if | talked to her
specifically. 1 did read her report.
Q Did you talk to anyone ot her than

the | awyers at Venable in preparing this

report?
A In preparing ny reply report, no.
Q kay. Did you talk to anyone ot her

than the | awers at Venabl e preparing your
initial report?

A. | believe -- no, | don't -- | don't
remenber. | think that if | talked to
sonebody, it would have been in ny report.

Q Al'l right.

And if you'd turn to Paragraph 10
on Page 9 of Exhibit 1072, please?

A "' mat Page 10.

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
Q Actually, it was Paragraph 10. [|'m
sorry if | said that. Paragraph 10, Page 9.
A. "' mat Paragraph 10.
Q And this is a paragraph describing

the materials you considered in preparing this

report?

A That's correct.

Q kay. And you state there that
you' ve prepared -- in considering this, you --

or, excuse ne, in preparing the report, you
considered the materials set forth in the
patent owner's response and the Ward
decl aration, Exhibit 2014, in the exhibits
referenced therein.
Do you see that?

A Yes.

Q kay. Did you consider any other
materi al s?

A As it indicates, the materials that
are set forth in the declaration.

Q kay. Did you reviewthe
petitioner's reply brief submtted with this
decl arati on?

A | believe that | did.

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24

Q Do you recall when you revi ewed
t hat ?
A | do not.
Q Was it before or after you prepared

your declaration?

A It would have -- let's see. |
t hi nk that woul d have had to have been after

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

A. | studied the reports that | have
prepared in this case, nmy opening report, the
reply report, Dr. Ward's declaration, the
exhibits and references in both ny reports and
Dr. Ward's. | had neetings with the attorneys
pretty much studyi ng the docunents.

Q Did you review the deposition
transcripts in the case?

A. | did review ny deposition
transcripts, yes.

Q kay. Did you review Dr. Ward's
deposition transcript?

A | didn't know he had one.

Q Ckay. In your review, did you find

any errors or any clarifications you would

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
like to make in the declaration?
A No.
ATTORNEY SCHWARZ: Sorry to interrupt.
Rich, could we nute you by any chance?
(Wher eupon, a discussion is held

off the record.)

BY ATTORNEY KANE:
Q Dr. Rogers, | believe in your pile
of exhibits there you al so have Exhibit 1002.
A | do.
Q And what is Exhibit 1002?
A. This appears to be ny opening

declaration in this inter partes review

Q If you'd turn to Paragraph 19,
pl ease.

A ["'mthere.

Q And you see there that that's a

description in your opinion of what a person

of skill in the art -- the qualifications of a

person of skill in the art as of 2002, sl ash,
2003 or 2014.

Do you see that?

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
A | do.
Q And you state there that: Such a
person would have a Ph.D. in chemstry or a
related field wth at | east two years of

experience in solid state chem stry; correct?

A. Yes, it is stated there.
Q Yeah. And you continue to say
that: Including experience preparing

mul ti component crystallin solids; correct?

A Yes.

Q And eval uating their single crysta
structures; correct?

A Yes.

Q And that's the definition that you
used in preparing both of your declarations in
this matter?

A W didn't read the entire
definition, but it is explained in
Par agraph 19, yes, and | believe that Dr. Ward
agreed with that as well.

Q kay. So the entire definition --
| didn't nmean to suggest otherw se, but the
entire definition as laid out in Paragraph 19

is what you used in fornulating your opinions

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
in both the opening declaration and in the
reply declaration?

A That is correct.

Q And you see there that it talks
about fornul ati on of pharmaceutica
conposi tions conprom sing such nul ti conponent
crystal line solids.

Do you see that?

A | do.

Q Ckay. What kind of experience are
you referring to in terns of in connection
with multiple conponent crystalline solids?

A. As it stated here, they'd have two
years of experience in fornul ation of
phar maceuti cal conpositions. Sorry, | lost ny
pl ace.

And they -- and a POSA woul d
consult with others having ordi nary experience
in other disciplines, such as solid state
chem stry, including experience preparing
mul ti pl e conponent crystalline solids and
evaluating their crystal structures.

Q kay. So what does experience in

preparing nultiple conponent crystalline

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
solids entail ?

A. Well, that's the sanme experience
for the POSA in the definition at the
begi nni ng of Paragraph 19. That is experience
in actual ly preparing, synthesizing, and
crystallizing nmulticonponent crystalline
sol i ds.

Q And woul d that include single
crystal X-ray diffraction?

A. That's the other part of that
sentence, in evaluating their single crystal
structures, that would be done using single
crystal X-ray diffraction.

Q So a person of ordinary skill would
have experience using -- evaluating single
crystal structures using single crystal X-ray
di ffraction?

A That's in the fourth Iine of
Par agraph 19, including experience preparing
mul ti conponent crystalline solids and
evaluating their single crystal structures,
and to do that you would use single crystal
X-ray diffraction.

Q Could we turn to Paragraph 59.

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
Goi ng back to the, excuse nme, Exhibit 1072.
Par agr aph 59.

A "' mthere.

Q And this is a portion of your
report where you' re describing hydrogen
bondi ng crystal principles, including the
so-called Etter rules; correct?

A This is a paragraph where |I'm
di scussing what Dr. Ward and the patent owners
provi de as a di scussi on.

Q Ri ght. Di scussion of hydrogen
bondi ng and including the Etter rul es;
correct?

A Yes, they specifically cite a 1990
paper by Dr. Etter.

Q And you agree that a person of
ordinary skill in the 2002 or 2003 or the 2014
time period would be famliar with Dr. Etter's
paper and the so-called Etter rul es?

ATTORNEY SCHWARZ: (bjection to the
form

A | believe that a person of skill
woul d know that it's in the literature.

Q Wul d a person of ordinary skill

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
have applied that know edge in turn in
connection with trying to create nultiple
conponent crystal s?

ATTORNEY SCHWARZ: (njection to form

A. How are you using the word
“applied"?
Q Wul d they take that information

into account in trying to formnultiple
conponent crystal s?
ATTORNEY SCHWARZ: (nhjection. Form

A. Yeah, | don't see that. Mybe
there is a disconnect with ne understandi ng
your question and what Etter's rules do in the
word that you used in terns of applied.
Etter's rules are about hydrogen bondi ng.

Q Ckay. How woul d a person of
ordinary skill take into account hydrogen
bondi ng when attenpting to create nultiple
conponent crystal s?

ATTORNEY SCHWARZ: (bjection to the
form

A | don't think it would be in terns
of Etter's rules. It would be in terns of

| ooki ng for hydrogen bonding. |In fact, |

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
think this is one of the criticisns | had of
Dr. Ward. He suggests Etter's rules would be
used by a PCSA, but he never actually says how
t hey woul d be used.

Q Have you ever used Etter's rules in
your work?

A |"maware of Etter's rules, but
again, thereis a difficulty in you using the
word "used." Etter's rules are nore of an
observation of known crystal structures, and
so a person of skill can certainly |ook at a
crystal structure after a structure has been
crystalized, made, and studied to get the
single crystal structure. They can certainly
| ook at the crystal structure and go back to
Etter's rules and say, Do they follow these or

not? Oten they do not.

Q So is it your testinony that the
hi erarchical Etter's rules have no -- give a
person of skill no indication of how

structures nmay be formed prior to the
structure being forned?
ATTORNEY SCHWARZ: (hjection to the

form

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24

A | think that's -- if | understood
your question, | believe that you' re correct.
Etter's rules do not predict whether a crystal
structure will formor not, and a POSA cannot
use Etter's rules to predict whether a crystal
structure will formor not.

Q Is it your view that Etter's rules
provi de no gui dance, as to a person of skill,
how di fferent functional groups in a
co-crystal may interact?

ATTORNEY SCHWARZ: (bjection to the
form

A. The way you asked that -- sorry,
the way you asked that question, you know, |
can't necessarily agree to that. | think that
Etter's rules does -- Etter's papers rather do
di scuss hydrogen bondi ng between different
functional groups. M comments to you are
there is a disconnect between that and a
crystal structure.

Q Well, do you agree that Etter's
rul e provi de gui dance on how different
functional groups in a co-crystal may

i nteract?

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24
ATTORNEY SCHWARZ: (bjection to the
form
A. So you're using an inportant word,
"may interact." | think they may interact as
Etter says and they nmay not.
Q Do you think Etter's rules have no
value to a person of skill in the art?
ATTORNEY SCHWARZ: (bjection to the
form
A. | think Etter's rules were very
important in the beginning of the field of
crystal engineering, and there have been
subsequent papers, which | discuss in ny
reports, which talk about the problens with
Etter's rules, including the fact that her
papers don't take into account a | ot of other
factors that go into crystallizing a substance

and they're not a prediction of crystal

structure.

Q When you say "prediction of crysta
structure,” what do you nean?

A. There is nothing in Etter's rules

to help a POSA predict that a crystal wll

form

THE SULLI VAN GROUP OF COURT REPORTERS
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ROBIN D. ROGERS, Ph.D. | 10.02.24

Q Any crystal ?

A Any crystal. There is no
predi ctive capability of crystallization, and
a lot of that is discussed in the papers that
| discuss, which go into the many factors
which Dr. Etter does not consider, which she
adm ts herself.

Q Can you turn to Paragraph 63 of
your report or declaration. Excuse ne. Here
you're referring to a paper by Dr. Braga
toward the bottom of Paragraph 63 on Page 517

A Paragraph 63. [|I'mthere. Thank
you.

Q And that's -- you'll see on the
next page that's Exhibit 1080. So why don't
you grab that out of your pile, please.

A | have it.

Q And you state there that: And
Dr. Braga explained in a 2002 paper that a
POSA woul d not have understood fromEtter's
rul es how to assess hydrogen bondi ng donor and
acceptor capabilities, particularly in view of
ot her factors, such as sterics and el ectronic

i nteractions, e.g., ionic bonding.
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ROBIN D. ROGERS, Ph.D. | 10.02.24
Do you see that?

A | do.

Q Just because there are other
factors doesn't nean that Etter's rul es have
no inportance in the field; correct?

ATTORNEY SCHWARZ: (bjection to the
form

A. It depends what you nean by
“inportance” and "in the field." | think that
they were inportant in the early generation of
the field called crystal engineering.

Q And when you say "early," what tine
frame are you tal king about?

A The papers were around the '90s,
and the field of crystal engineering cane up
probably in the early '90s, and it cane up in
the late '90s, early 2000s, and conti nues
t oday.

Q Wul d you turn to Paragraph 67 of
your declaration, please, Dr. Rogers.

A. "' mthere.

Q And you see toward the -- Page 56,
about hal fway down the page you have, 1'I|

probably butcher this, Vishweshwar paper,
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ROBIN D. ROGERS, Ph.D. | 10.02.24
Exhibit 1082, V-1-SHWES-HWA-R
Do you see that?
A | do.
Q And that should al so be in your

pile of exhibits. [If you could grab that,

pl ease.
A | have it.
Q And if we |look at the first page of

that Exhibit 1082, the first sentence says:
Hydr ogen bonding is the master key in crystal
engi neering, supranol ecular chem stry, and
bi ol ogi cal recognition.
Do you see that?
A | do.
Q Do you agree with that statenent?
ATTORNEY SCHWARZ: (bjection to the

form

A. No, not the way that it's witten
right there. | think that Vi shweshwar does a
good job of explaining this as well. They do
call it a master key and feel that it's
i nportant in supranol ecular chemstry and
bi ol ogi cal recognition, but again, it's

not hi ng about predicting a crystal -- that a
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crystal wll form

Q Well, so you disagree with the
st at ement though?

ATTORNEY SCHWARZ: (nj ection --

Q s the naster key in crystal
engi neeri ng supranol ecul ar chem stry and
bi ol ogi cal recognition?

A | personally would not --

ATTORNEY SCHWARZ: (bj ecti on.

(Unintelligible, sinmultaneous

testinmony interrupted by the certified
st enogr apher.)

CERTI FI ED STENOGRAPHER: | need one at
a tine, please.

ATTORNEY KANE: Let ne ask it again.
BY ATTORNEY KANE:

Q So, Dr. Rogers, do you di sagree
wth the statenent at the beginning of this
paper where the authors state that: Hydrogen
bonding is the naster key in crystal
engi neering, supranol ecular chem stry, and
bi ol ogi cal recognition?

ATTORNEY SCHWARZ: (hjection to the

form
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A. | disagree with the wordi ng of
that. | understand the intent of the author
in stating it that way as a nmaster key. |
sinply woul dn't have used those terns. | do

think it's inportant.

Q And how woul d you have stated the
concept ?

A. First, | would have nade it clear
that -- and | believe that the paper does,

that they're tal ki ng about hydrogen bondi ng,
but they're not tal king about predicting
crystal structure. Sorry, they're not
predicting -- they're not tal king about
predicting that a crystal wll form based upon
a hydrogen bond.

Q Is there anything in the sentence
about stating that a crystal will form based

on a hydrogen bond?

A. No, and that's -- that was ny
problemw th the statenent -- the paper does
go on, | think, and does a better job of

explaining where Etter's rules fail and other
t hi ngs.
Q Well, do you think hydrogen bondi ng
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Is inportant in crystal engineering?

A. | actually do think hydrogen bond
is one of many internol ecul ar interactions
that's inportant in crystal engineering.

Q Do you think hydrogen bonding is
i nportant in supranol ecular chem stry?

A. | think hydrogen bondi ng, anong the
many ot her internolecular interactions, is
i nportant in supranol ecul ar chem stry.

Q And do you think hydrogen bondi ng
is inportant in biological recognition?

A. | do believe that hydrogen bondi ng
is inportant in biological recognition, along

wth the other internol ecular interactions.

Q And if you'd turn to Page 2 of that
docunent .

A. Page 2 as the nunber at the bottom
or --

Q Yes, Page 2 as the nunber at the

bottom which | believe 784 at the top of the
page in the article.

A | have it.

Q kay. And you see there in the

first full paragraph on the |eft-hand side
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there is a discussion of a proposal by, and
again, this is another name that I'msure |I'I|
butcher, A-A-K-E-R-OY.

Do you see that?

A Oh, down in the fifth Iine,
Aaker oy.
Q Yeah, Aakeroy.

And you see there that it states
that it's a recently -- recently proposed by
Aaker oy based on hydrogen bondi ng hierarchy,
paren, ranking rules fornulated by Etter, best
donor, paren, COH, paren, hydrogen bonds to
t he best acceptor pyridine, P-Y-RI-D-I-NE
space, capital N, end paren, and the second
best donor in acceptor groups, hydrogen bond
next, paren, am de diner.

Do you see that?

A | do.

Q kay. So that is a -- in that
sentence, it's describing that Aakeroy was
using the Etter rules to propose a bondi ng
approach; correct?

ATTORNEY SCHWARZ: (nhjection to form

A Again, | think you're getting to
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the heart of how Etter was used. Aakeroy was
proposi ng that specific hydrogen bonds may
form based upon Etter's rules. Aakeroy was
not predicting that crystals would form

Q What distinction are you naking
bet ween saying that bonds would form but
crystal would not fornf

A. In Dr. Etter's papers, she talks
about hydrogen bondi ng and she tal ks about
hydr ogen bondi ng in solution, as well as
hydr ogen bondi ng that she observed in known
crystal structures. She's talking about
hydr ogen bondi ng, not crystallization.

Q Sois it your view that Etter's
rules -- again, your viewis that Etter's
rules give no indication to a person of
ordinary skill what type of bonding and
crystals may formin a solid?

ATTORNEY SCHWARZ: (nhjection to form

A. If | understood your question
correctly, I'lIl restate it alittle bit, do
Etter's rules give any information about what
will crystalize? | would say no.

Q Could you turn to Page 7 of the
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docunent, Page 789 of the paper.

A "' mthere.

Q And begi nning at the, again
| eft-hand colum, third |line down, and again,
| will butcher all the chem cal information.
| apol ogi ze i n advance.

The sentence that begins: Five
co-crystal s of diacid, dash, capital |
capital N, with 12 stoichionetry are isolated
and characterized by XRD. Hydrogen bonding in
t hese five structures obeys hierarchy rul es.
Do you see that?

A | do.

Q And so that indicates that in those
structures, the hydrogen bonding followed the
hi erarchy rul es that Aakeroy was proposing and
based on Etter?

ATTORNEY SCHWARZ: (bjection to the
form

A. |'"d have to -- you' d have to take
nme to where he's saying this about Aakeroy,
but |I think that you' ve actually come right to
the problemthat I'"'mtrying to address with

you.
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A PCSA has taken crystal structures
that they nmade and then they respectively,
after they have solved the crystal structure,
gone back and said, Do these follow Etter's
rul es?

Q If you'd turn back to Page 2 of the
docunent where we | ooked earlier at Aakeroy's
di scussion or the discussion of Aakeroy?

A "' mthere.

Q So at the beginning of that
sentence that we | ooked at earlier, starts off
with: A nodul ar self-assenbly approach to
carboxylic acid isonicotinamde. |'mnot sure
how you say that, Dr. Rogers.

A | soni coti nam de.

Q Ckay. | soni coti nam de, paren, NI
co-crystal stabilized by acid peridine
synt hon, Roman VI, and am de di ner two was
proposed by Aakeroy; right?

A Yes.

Q So is that describing a prospective
nodul ar sel f-assenbly approach?

A. This is sonething | discuss |

believe in ny opening report. Discussing a
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supr anol ecul ar synt hon approach, and that's --
and |I've indicated the problenms with trying to
use that to predict a crystal structure, which
you can't do.

Q And what are the problens with
doi ng that or why can't you predict the
crystal structure?

A. You cannot predict whether a
crystal will form That's true today and it
was true at the priority date for this
application, and the reason -- part of the
reason for that is the other internol ecul ar
i nteractions and sol vents, which can
interfere, and the fact that supranol ecul ar
synthons nmay formin different ways, and this
goes beyond hydrogen bondi ng, by the way.

Q So is it your testinony that you
can't predict that any crystal will be forned?

ATTORNEY SCHWARZ: (nhjection to form

A. That is actually the correct --
that is actually ny testinony. You cannot
predi ct whet her an unknown crystal will form
and you cannot predict whether an unknown

co-crystal wll formjust by |ooking at the
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conponents.

Q Can you have a reasonabl e beli ef
that it wll forn®

ATTORNEY SCHWARZ: (hjection to the
form

A. The literature that | have read,
that | understand as an expert, and al so
| ooking at this froma POSA at the priority
date, would indicate that it's not possible to
predi ct whether a crystal will form
particularly a co-crystal which has two
conponent -- two or nore conponents. You
cannot predict whether that will forma
co-crystal or not.

Q So in any particul ar experinent
bet ween conponents trying to forma
co-crystal, a POSA woul d have no belief that
the crystal could formor would fornf

ATTORNEY SCHWARZ: (bj ecti on.

A | can't talk for belief of
i ndi vi dual POSAs when they're trying to do
sonet hing. They're obviously trying to nmake
sonet hi ng, but they cannot predict in advance

whet her a co-crystal wll formand that's why
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they have to do the experinents.

Q Ri ght, but have you ever created a
co-crystal ?

A | have.

Q kay. And did you have a belief
before you did the experinent that you were
going to be able to create a co-crystal?

A | had -- | didn't know. In fact, |
work in an area that's at the interface
bet ween crystalline solids and |iquids.
Sonetines | would get a liquid. Sonetines |
woul d get a crystalline solid.

Q kay. But did you have -- so
you're saying that in every experinent that
you do, you have no i dea whether you're
getting a crystal or not?

ATTORNEY SCHWARZ: (bjection to the
form

A | think in the field of
co-crystals, you actually do have that
probl em because you have two conponents and
they could crystalize separately. They could
interact and forma liquid. They may not

crystalize at all, and, of course, you have no
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way of know ng whether they would fit wthin
the specific limtations of the clains of the
' 956 application.

Q Right. |'mjust tal king about your
work in your |lab now, Dr. Rogers, because

you' ve said you' ve created co-crystals;

correct?
A Yes.
Q And it's just pure happenstance

t hat they fornf

A | don't know -- | didn't get your
response there fromny answer. W don't --

Q You're telling nme that for any
particul ar set of conponents, you have no idea
whet her you're going to get a co-crystal?

A. Can | finish ny answer?

Q Please. | was trying to explain ny

expl anati on.

A. Coul d you repeat the previous
guesti on?
Q VWll, ny question is: So when you

are formng co-crystals in your work for any
particul ar set of conmponents, you have no idea

before you do the experinent whether you're
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going to get a crystal?
A. That's actually correct. That's
the problem but that's the beauty of science.
Q So why woul d you even believe that

you could forma co-crystal if you have no

idea that it wll work?

A. You woul d want to try.

Q How woul d you know whi ch conponents
to try?

A That depends what experinent that

you' re doing and for what purpose.

Q Ckay. So give ne an exanple of an
experinment that you would do and how you woul d
pi ck the conponents that you woul d hoped woul d
result in a crystal -- a co-crystal.

A. In nmy own work, | have used two
active pharnmaceutical ingredients and tried to
react themto formnew material. Those
materials are sonetinmes |iquid, sonetines
they're crystalline, sonetinmes they're salt.

Q kay. And were you attenpting to
try to formco-crystal s?

A. | was attenpting to forma

mul ti conponent sol i d.
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Q Ckay. Were you successful ?

A. | have been successful in sone
i nstances. Well, again, this depends on what
you consider to be success. In nmany cases, |

was trying to make sure | got a liquid. |
fail ed sonetinmes, ny students, sonetinmes we
succeeded. Sonetinmes we were trying to nake
crystalline solid. Sonetinmes we succeeded.
Sometimes we fail ed.

Q Ckay. How did you pick the
conponents that you interacted with the active
phar maceuti cal ingredient?

A. Here, | |ooked at the potential to
forma salt or not or to interact. They could
interact with pi-pi stacking a ot of tinmes in
t he conponents.

(Carification requested by the
st enogr apher.)

A Pi-pi, P-1, P-I, stacking. It is
an -- it's also an inter -- could be
consi dered a supranol ecul ar synt hon.

So you're |l ooking at essentially
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t he shape, geonetry, and all of the potenti al
i nternol ecul ar interactions of the conponents
to see if you can bring themtogether and
crystalize them
Q kay. And a person of ordinary
skill knows how to | ook at those different
aspects of the conponents to see if they could
bring themtogether; correct?
ATTORNEY SCHWARZ: (nhjection to form
A | think a person of ordinary skil
woul d | ook at the entire structure of the
conponents that they want to try to crystalize
t oget her, and they woul d make sone
determ nati ons about whether they should try
t he experinment or not, but this goes well
beyond just hydrogen bonding and it involves
the entire structure.
Q Ckay. But that is how a person of

ordinary skill would approach that problenf

A. There is no one approach that every
person of ordinary skill wll take.
Q | understand, but you are offering

your opinions as a person of ordinary skill;

correct?
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A. | am and you asked ne for what |
di d.
Q Correct.
And so as a person of ordinary
skill, that's the approach that you took?
A Can you repeat your question?
Q Sur e.

W may have tal ked over each other.
|"msorry on that.
ATTORNEY KANE: Well, can you read back
nmy question, Rich? I'mnot sure if | --
CERTI FI ED STENOGRAPHER:  ( Conpl i es.)
(Wher eupon, the requested portion
is read back by the certified stenographer as
fol | ows:
"QUESTION: Correct. And so as a
person of ordinary skill, that's the approach

t hat you took?")

A. My approach is typically as an
expert. If you'dlike nme to tell you what a
person of ordinary skill would do, | think
that | did -- | think that I did answer your

guestion previously.

Q Yeah. Thank you
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And turning back to Page 7 then of
Exhibit 1082, Dr. Rogers?

A "' mthere.

Q And just to be clear then, you
agree that the authors describe the five
co-crystals in the structures that were forned
obeyed the hierarchy rul es?

A. What's stated on Page 789 of the
article is that the five co-crystals of diacid
i sonicotinamde, that's IN, with one to two
stoichionetry are isolated and characteri zed
by XRD. Hydrogen bondi ng of these five
structures obeys hierarchy rules. That's what
it says.

Q kay. If you'd turn to
Exhi bit 1081, please.

A | have it.

Q And if we'd turn to Page 3, which
is -- of the exhibit, which is Page 2211 of
the article.

A. "' mthere.

Q And you see in the upper -- on the
ri ght-hand colum, first paragraph at the top

the sentence states: |Inspection of the
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carboxy dinmer notif in these 10 structures
shows that while the conplexes 2 and 10
contain the expected heterodi ner, the crystal
structure of one contains dinitrobenzoic and
di met hyl am nobenzoi ¢ honodi ners, Figure 2.

Do you see that?
A | see that sentence.
Q Ckay.
Here the authors are stating that
conplexes 2 to 10 contain the expected
het er odi ner; correct?
A. That's what they say.
Q And t he expected heterodiner is
follow ng the hierarchy hydrogen bondi ng

rul es?
A. | don't see that in that sentence.
Q Wl l, what do you understand it to

mean when they say "the expected heterodi ner"?
A. I'd have to go through and | ook at

this. | think it's inportant to note the

title of this paper: Ml ecular Recognition

I nvol ving an Interplay of OHO, CHO and Pi-Pi

| nt eracti ons.

This is an exanpl e of sonebody
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| ooking, as | had indicated to you before, of
nore than hydrogen bonding in terns of how
they're trying to understand their crystal
structures.

Q | understand, but so you don't have
any understandi ng today what expected
het er odi ner nmeans?

ATTORNEY SCHWARZ: (nhjection to form

A. | woul d have to study the paper,
maybe you' ve already studied it to find where
t hey are explai ning what they nean by expected
het er odi ner.

The heterodiner that they're
show ng is an exanple of a geonetric effect,
by the way, which Etter doesn't descri be.

Q Do you see where it says that: The
crystal structure of one contains these
honodi ners; correct?

A. The crystal structure of one
contains dinitrobenzylic and di net hyl am no
benzoi ¢ honodi ners.

Q Right. Then the next sentence
says: This is an unusual result.

Do you see that?
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A | do.

Q Ckay. Do you understand why it's
an -- can you explain why it was an unusua
result?

A. The authors are saying this is an

unusual result, and the absence of such
honodi ners and ot her systens was verified by
t he Canbridge structural database. They're
saying it's unusual because they -- and | have
to interpret what they say, that there are not
many ot her exanples in the CSD

Q So do you have any -- so as you sit
here today, do you have any explanation -- do
you have any understanding as to why the
structures in 2 to 10 are expected and the
structure in one is unusual?

ATTORNEY SCHWARZ: (bjection to the

form

A. I'd have to read the entire paper
to go through that, but ny inpression, which |
woul d have to go back and | ook in nore detail
is that they' re discussing a geonetric effect
that Etter did not discuss.

Q So your testinony today is this has
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the -- whet her expected or unusual, it has
nothing to do with the Etter hierarchy rul es?

ATTORNEY SCHWARZ: (bjection to the
form M scharacterizes testinony.

A | don't believe that's what | said.

Q Well, what -- you nentioned Etter
specifically in here. So |I'mcurious why
you're nmentioning Etter.

A. Because | thought -- and |
apologize if this isn't the case -- that |
t hought you asked ne a question about
hi erarchy rules in Etter, and | was respondi ng
to you're asking ne that question in
relationship to this paper.

Q kay. So in connection with the
sentences that we've | ooked at, what are the
expected structures and the unusual structure,
does that have any connection to the hierarchy
rules or the Etter rules?

ATTORNEY SCHWARZ: (bjection to the
form

A. That's actually what | was
answering. No. Because these -- they're

| ooki ng at geonetric effects.
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Q When you say "geonetric effects,”
what do you nean?

A. The hydrogen bond donors and
acceptors have geonetry besi des the
el ectroni cs and besides their donor
acceptability. They have structure
thenselves. |In this case you have a
carboxylic acid, which has a donor and
acceptor that are arranged in a particul ar
way, and that's what | nmean by geonetric
effect.

Q If you | ook at Paragraph 67 of your

decl arati on, Doctor.

A. ' mthere.
Q You cite these papers in connection
wth the statenents, the -- quoted here it

says: Contradicts Etter's general principle
i n hydrogen bonded networks the strongest
prot on donor hydrogen bonds to the strongest
proton acceptor due to the inportant pi-pi
stacking interactions; correct?

A ["'msorry, | lost where you are in
67.

Q It's on Page 56
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A 56.

Q About the m ddle of the paragraph
there. 1It's the left-hand side that starts
off wwth "contradicts."

A | see that.

Q Yeah.

So you say, as | read: Contradicts
Etter's general principle that in hydrogen
bonded networ ks, the strongest proton donor
hydr ogen bonds to the strongest proton
acceptor due to inportant pi-pi stacking
i nteractions; correct?

A Yes.

Q And then you cite Sharma and
Vi shweshwar in support of that statenent;
correct?

A. It looks like I'"mciting Sharma in
support of that statenent, Exhibit 108L1.

Q And then further down you cite
Exhi bit 1082; correct?

A This is a new sentence in
Vi shweshwar, June 2003, Exhibit 1082,

di scl osed to one-to-one co-crystals, and | go

on in that sentence.
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Q Ri ght, and you say: That do not

follow Etter's best donor acceptor order

correct?
A Yes.
Q Okay. So you've cited Vi shweshwar

that we | ooked at, 1082, saying that it did
not follow Etter's rules; correct?

A. That the disclosed co-crystals and
this is what Vi shweshwar reports.

Q And where does Vi shweshwar report
that it did not follow Etter's best donor

acceptor order?

A. That's the sentence that's in
guotes. | would have to go find it in the
paper.

Q It's on Page 789, your cite there.

Page 7 of 8 of Exhibit 1082.
A. | have it, and |I'mon Page 7 of 8.
Q Yeah.
So again, left-hand colum, we
| ooked at this earlier, | think you're citing
there, the sentence says: Furthernore, the
two co-crystals with the one-to-one

conposition are characterized in which the

THE SULLI VAN GROUP OF COURT REPORTERS
48

a7


http://www.sullivancourtreporters.com/

© 0 N o O b~ W N P

N N N N NN P P P PR PR R R
o A W N P O © © N O O M W N P O

ROBIN D. ROGERS, Ph.D. | 10.02.24
hydr ogen bondi ng does not follow the best
donor acceptor order; correct?

A Yes.

Q And you're referring to that as the
Etter rul es?

A. I"'mreferring that to Etter's.
That's one of the first concepts in her
papers.

Q Right. But the previous sentence
that we've previously | ooked at says that:

The five other structures did followthe
hi erarchy rules; correct?

A. Yes. That's basically the problem
wth Etter's rules, that once you have a
crystal structure, you can |look to see do they
followit or do they not?

ATTORNEY KANE: Counsel, | have to do
the call, so why don't we plan on a 30-m nute
break. Again, | apol ogize, and then we can
resune, but we will not be taking a long tine
t oday so.

ATTORNEY SCHWARZ: (Ckay. Sounds good.
Thank you.

ATTORNEY KANE: Thank you.
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CERTI FI ED STENOGRAPHER: O f the
st enographic record at 10:01 a. m
(Wher eupon, a short recess was
t aken.)
CERTI FI ED STENOGRAPHER: On the
stenographic record at 10:35 a.m eastern.

BY ATTORNEY KANE:

Q Hel l o, Dr. Rogers.
A Hel | o.
Q So we were talking before we had to

t ake our break about Paragraph 67 of your
Exhibit 1072 of the reply decl arati on.

A "' mthere.

Q And there is a statenent, again, on
Page 56, that refers in the mddle of the page
there that we started, quote: Contradicts
Etter's general principle that in hydrogen
bonded networ ks, the strongest proton donor
hydr ogen bonds to the strongest proton
acceptor, end quote, due to inportant pi-p
stacki ng interactions.

Do you see that?
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A | do.

Q And you then cite the Sharma paper
which is Exhibit 10817

A Correct.

And can you pull Exhibit 1081 for
me?

A | have it.

Q And you see there in Paragraph 67
it says: Sharma 1993 at 2209; correct?

A. That's what it says.

Q Right. And if we |ook at 1081
2209 is the first page of the exhibit?

A Yes.

Q And | note up in the -- sort of the
abstract, the second sentence states: The
formati on of these honodi ners contradicts the
general principle that in hydrogen bonded
net wor ks, the strongest protein donor hydrogen
bonds to the strongest protein acceptor.

Do you see that?

A. Yes, the word is "proton."
Q Oh, excuse ne. Yeah. |'msorry.
| was thinking about sone other -- | have

cases that involve proteins and | slipped up
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there, so thanks for correcting ne. Proton
donors, yes.

And then it continues to say: The
unusual honodi ner is obtai ned because of the
difficulties in the CH dot, dot, dot, O
hydr ogen bond formation, and the consequence
i nportance of the pi-pi stacking interactions.

Do you see that?

A | do.

Q So that's the portion -- it appears
that that's the portion of the Sharnma paper
that you are quoting; is that correct?

A. Yes, |'mtal king about what they
have reported here.

Q Yeah.

And so they're reporting here that
t he honodi mer obtained in the structure,
crystal structure one, contradicts the general
principle of the Etter rules; correct;
correct?

A. I'd have to go back to | ook at
conpound one, but it does say the fornmation of
t hese honodi ners contradicts the general

princi pl e.
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Q Right. So if you go back to -- we
tal ked about earlier Page 2211, upper
ri ght-hand portion of the page.

A Yep.

Q It starts off: The inspection of
the carboxy dinmer notif in these 10 structures
shows that while the conplexes 2 to 10 contain
t he, quote, expected heterodiner, the crystal
structure of one contains honodi nmers; correct?

A Yes.

Q And so is that the -- do you
understand that to be the unusual honodi ner
referred to in the abstract?

ATTORNEY SCHWARZ: (hjection to the
form

A. "Il need to check that. It says:
The crystal structure of the conpl ex of
3,5-dinitrobenzylic acid and 4 NN
di et hyl am no benzoi c aci d.

Oh, there it is. Yes, that the
structure of one.

Q So coul d you explain what you were
referring to?

A The abstract for the -- |eading
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into the sentence that you just had ne read.

Q Ri ght.

A. It's tal king about the crystal
structure of the one-to-one donor acceptor
conpl ex of 3,5-dinitrobenzylic acid and 4 NN
di met hyl am no benzoic acid, and | was trying
to confirmthat that was what they were using
| ater, the nonenclature Nunber 1, and | | ooked
at Figure 2 where they have a portion of the
crystal structure of that, and |I can see that
that is the conplex that they're referring to
as one.

Q kay. And that that structure they
characteri zed as different than the expected
structure?

A. Il wll point out, so it's not
confusing to the board, that they're not using
honodi ner and heterodiner in the sane sense
that they're used in the '956 application.

Q My question was though that they're
referring to the crystal structure of one as
bei ng unusual -- the unusual result; correct?

ATTORNEY SCHWARZ: (hjection to the

form
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A On Page 2211 --
Q Yes.
A. -- they indicate a crystal

structure of one is an unusual result.
Q Thank you.
If we turn to Paragraph 46 of your
decl aration, Dr. Rogers.
A. ' mthere.
Q This is a section of your
declaration that relates to high throughput

screeni ng; correct?

A. Yes, it is.
Q And you state that -- the bottom of
Par agraph 46 that: |In connection with high

t hroughput screening, it does not enable the
POSA to predict the results before running the
test and evaluating the results.

Do you see that?

A | do.

Q kay. Do you think that in order
to enable a claimthat a POSA woul d need to be
able to predict the results before running and
evaluating the test?

ATTORNEY SCHWARZ: (hjection to the
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form

A Again, in |ooking at that section,
this is about high throughput screening would
not have allowed a POSA to visualize or
recogni ze the full scope of the clained
co-crystals, and | don't believe that high
t hr oughput screening could be used in that
manner. They can't predict the result before
running and evaluating the tests as they can't
visualize or recognize the full scope of the
cl ai ns.

Q Ckay, and because they can't
predict the result before they do the test?

A. In this particular section, |I'm
just pointing out that high throughput
screening is not predictive and it would not
allow a POSA to predict any crystallization
results.

Q And you think that woul d be
necessary in order to enable the full scope of
t he clainf

ATTORNEY SCHWARZ: (bjection to the
form

A | go through a | ot on enabl enent
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and it's not just high throughput screening.

Q No, but ny question was whet her or
not you believed that a POSA woul d need to be
able to predict the result in order to enable
t he cl ai n®?

ATTORNEY SCHWARZ: (bjection to the
form

A In this particul ar paragraph, |'m
saying that if a POSA can't predict the
results before running the tests, then high
t hroughput screening is not going to help to
visualize or recognize the full scope of the
cl ai ns.

Q Well, I'"mnot asking -- the
statenent here is that it does not enable the
POSA to predict the results before running the
results; correct?

ATTORNEY SCHWARZ: (bjection to the
form

A. That's the word, yes, yeah, that
sent ence.

Q And so ny question is: You're
saying that since it does not enable -- since

it does not -- let ne start over. Sorry.
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It does not allow the POSA to
predict the results before running the tests
and evaluating the results, it does not enable
the clains?
ATTORNEY SCHWARZ: (bjection to the
form M scharacterizes the docunent.

A. "' m not using enable as a | egal
termin that sentence. This section is about
witten description. Visualize or recognize.

Q Ckay. Do you think high throughput

screeni ng enabl es the scope of the clains, a

person of ordinary skill to practice the
cl ai ns?
A. No, | have a whol e separate section

on hi gh throughput screening with regard to
the |l egal concept of enabl enent.
Q Yeah.

Are you famliar wth the concept
of using high throughput screening in
connection with pol ynorphs?

A | am
Q Have you ever used hi gh throughput
screening in connection wth studying

pol ynor phs?
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A. | haven't done it nyself. | have
wor ked with conpanies that do do it and | have
certainly reviewed the results of pol ynorph
Screens.

Q So the concept of high throughput
screeni ng for pol ynorphs was known to persons
of ordinary skill in the art in 2002 and 20037

ATTORNEY SCHWARZ: (bjection to the
form

A | think a person of skill in the
art of 2003 woul d understand that high
t hr oughput screening for pol ynorph and form

searches was out there.

Q Turn to Paragraph 56 for ne,
Dr. Rogers.
A ' mthere.
Q You state there at the beginning:

Dr. Ward does not consider or account for all
the steps involved in performng single
crystal X-ray diffraction analysis for even a
singl e product resulting froma screening
experi nment.

Do you see that?

A. | do.
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Q Ckay. And you state in the next
sentence that: It's unlikely that a high
t hr oughput screeni ng woul d provide a suitable
sanpl e; correct?

A. Yes, that is part of the sentence.

Q Ckay. And you don't have any --
you don't cite to any reference in support of
that statenent; do you?

A | do not have a reference in that
for that sentence.

Q And a coupl e of sentences down,
about two-thirds of the way down that
paragraph it says: And in situations where a
single crystal resulted, but was not suitable
for single crystal X-ray diffraction analysis,
the nore likely scenario for nost
co-crystallization experinments formng a solid
product, a POSA woul d have needed to undergo
an additional step of growing a suitable
multiple crystal -- a suitable single crystal
before performng a single crystal X-ray
diffraction analysis. And confirmng it was
t he sanme co-crystal as produced in the high

t hr oughput experinment, which could take weeks,
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nont hs, in sone cases even years to prepare
for one APl and one co-forner having a
specific stoichionetric ratio.

Do you see that?

A | do.

Q And, again, you don't have any --
cite any references in support of that;
correct?

A. This is based on ny experience both
in research and 20 years as the editor and
chief of Crystal Gowmh & Design, in the
American Chem cal Society Journal. This is
common know edge to a POSA.

Q Ckay. Are you aware of any
comrer ci al products invol ving co-crystal s?

ATTORNEY SCHWARZ: (bjection to form

A. ' mnot sure | understand your
guesti on.
Q Are you aware of anybody that's

ever commerci alized a pharnmaceutical product
involving utilizing a co-crystal technol ogy?
ATTORNEY SCHWARZ: (bjection to form

A. | guess that depends. Nothing is

really comng to mnd, and part of ny probl em
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I s understandi ng how the word "co-crystal" is
bei ng used. You understand that there are
different uses for that term and the
patent -- the '956 application uses it in one
way and typically you have to define how
you're using that term

Q kay. You can turn back to your
ori ginal declaration, the 1002.

A | have it.

Q kay. And if we turn to
Par agr aph 259 | guess, Page 153.

A "' mthere.

Q kay. And here you're offering an
anal ysis of sonme prior art references with
respect to using a co-crystal pharnaceutically
effective acceptable carrier --

(Carification requested by the
st enogr apher.)

Q I n Paragraph 259 you're starting an
anal ysis of sone prior art references, the
H ckey 2007, Al marsson with H ckey 2007, and

Martindal e 2011 to prepare a pharnaceutica
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conposition conprising a pharmaceutically
acceptable carrier and therapeutically
ef fective anobunt of co-crystal neeting all of
the elenments of Caim10 of the ' 344 patent.

Do you see that?
Ch, you're on nute, Dr. Rogers,
sonmehow.
A "msorry, | think nmy docunents hit

t he wong button.

| do.
Q kay. And then in Paragraph 260,
they're talking -- it's Almarsson and Hi ckey

2007 both relate to pharnaceuti cal
conpositions conprising a one-to-one
co-crystal of an APl carbanmazepi ne and a
co-fornmer saccharin with a pharmaceutically
acceptable carrier and di scl ose carbam - -
however we're saying that, carbamazepine is
indicated to treat epilepsy.

Do you see that?

A. | do.
Q kay. And so in this case, a
person of ordinary skill were able to forma

co-crystal between that APl and that co-fornmer
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and successfully to create a product to treat
epi | epsy; correct?

ATTORNEY SCHWARZ: (nhjection to form
A So if | could break that down a
little bit. So a one-to-one co-crystal of
car bamazepi ne and saccharin was nmade, and what

was the rest of your question?

Q Vell, it was successfully nade;
right?
A | believe that's in the '956

application as well.

Q Right. So a person of ordinary
skill can achieve this result then, correct,
if they forma co-forner of a
pharmaceutically -- an APl to create a
phar maceuti cally acceptabl e conposition;
correct?

ATTORNEY SCHWARZ: (bjection to form

A. ' mconfused by you're stringing a
few things together. If you' re tal king about
could a person of ordinary skill make

car bamazepi ne and saccharin, that conpound was
made, and | believe it's an exanple in the

‘956 application, if | remenber correctly.
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Q Ckay. Do you know if the creators
of that conmpound did single crystal X-ray
diffraction analysis on it?

A That's ny understandi ng, yes. |
believe that's in the '956 application.

Q And do you know how long it took
for the single crystal to be grown?

A | do not. | don't remenber that
information. |'d have to go back and | ook and
see if it's specified.

Q kay. Do you have any reason to
believe it took years?

A | don't know the answer.

Q Have you ever taken years to grow a

single crystal --

A Yes.

Q -- anal ysi s?

A. |"msorry, could you repeat your
guestion? | spoke over you.

Q Have you ever taken years to grow a

single crystal for anal ysis?

A Yes.
Q I n what contexts?
A Crystallization is -- often takes a
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long time. There is a kinetic aspect related
to nucleation, and often in a crystall ographic
| ab, you will make a conpound and you may | et
it sit for years, a year or nore. Sonetines
you get a result and sonetines nothing ever
crystalizes, but | have had that experience,
yes.

Q And why would you wait that long to
see what the result would be?

A. If you' ve al ready expended the tine
and the effort in the experinment and you know
t hat nucleation could take a long, |long tine,

t hen you wait.

Q kay. In any of the -- have you
done work with comrercial entities trying to
devel op co-crystal s?

A. | woul d have to go back and | ook.
| renmenber one paper with a pharnaceuti cal
firm it either was a co-crystal or very
simlar. |I'msorry, | just don't renenber.

Q Did they wait a year or nore to see
if they could create a single crystal?

A. That | don't know. | don't believe

SO, no.
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Q If you'd turn to Paragraph 20 of
your declaration, Exhibit 1072, Doctor.

A. |"msorry, did you say 207?

Q 20. 20.

A "' mthere.

Q So in Paragraph 20, you state

that -- referring to Figure 24 of the patent:
That it |lacks at |east the follow ng
information that a POSA woul d have needed in
March of 2003 to make and use the full scope
of the clained co-crystals, and neither
Dr. Ward nor the patent owner expl ained how a
POSA woul d have determ ned this information at
all, let alone w thout expending an
unr easonabl e anobunt of tinme and effort;
correct?

A. It's not the exact wording, but
yes, that's essentially what it says.

Q kay. And then you list several
par agr aphs, paragraph small Roman i, ii, iii,

iv, ivA, B, Roman v, Roman vi, etc.; correct?

A Yes.
Q kay. And is it your testinony
t hat persons of ordinary skill would not have
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know edge and experience about how to perform
t hose steps?

ATTORNEY SCHWARZ: (nhjection to form

A Gven the limtless structural
variation within the clains of the '956
application, they would not.

Q And when you say the limtless
application, what do you nean?

A | believe | said limtless
structural variation. The person of skill in
trying to enable the full scope of this is
faced wth clains which are primarily
functional. There is one structural elenent,
a first functional group carbonyl or am ne.

O her than that, there is no informati on about
the structure of the APl or of the co-forners,
nor of multiple APIs or nultiple co-forners.

Q And so your eval uation assunes that
t he patent woul d have had to have descri bed
every potential APl and every potenti al
co-forner?

ATTORNEY SCHWARZ: (bjection to the
form

A. | don't believe | said that, no.
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Q So then what do you nean when you
descri be all these structural differences
between all the potential APlIs and co-forners?

A | was stating a fact. Limtless
structural variations.

Q Ckay. But one particul ar API
doesn't have limtless structural variation;
correct?

A. Your analysis of |ooking at a
single APl that the structure is known, a
person of skill can | ook at that structure,
but they're not going to get that fromthe
' 956 application.

Q Ckay. But a person of ordinary
skill given an APl knows how to anal yze and
eval uate the structure of that particular API;
correct?

A. How do you nean "analyze"? | think
that's the problemw th Figure 24. Wat do
you nean by "anal yze" and what do the
inventors of the '956 nean?

Q Well, | think you described earlier
your process for evaluating the structure of a

potential co-crystal.
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Do you renenber that?

A No, | don't remenber the exact
words that | used.

Q Ckay. So if | gave you an APl and
asked you to analyze the structure, would you
know how to do it?

ATTORNEY SCHWARZ: (nhjection to form

A. It would depend on your purpose.
You'd have to tell ne what you want anal yzed.

Q Forma co-crystal ?

A To analyze it to forma co-crystal
ki nd of nmakes no sense.

Q kay. |If you can | ook at the
patent for nme, Dr. Rogers.

A. You have a specific exhibit nunber
you want ne to | ook at?

Q Yeah, 1001.

A. | have a copy of the '344 patent in
front of ne.

Q Ckay. So | ook at Figure 24,
pl ease, Page 377

A "' mthere.

Q So if you look at step two in

Figure 24, it says: ldentify if there are
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ROBIN D. ROGERS, Ph.D. | 10.02.24
chem cal functionalities in the APl suitable,
paren, i.e., conplenentary fromthe
perspectives of geonetry shape and nol ecul ar

recognition for formati on of a supranol ecul ar

synthons via a self-assenbly, comm, i.e.
will it form supranol ecul ar synthons with
itself.

Do you see that?
A | do.
Q Wul d a person of ordinary skill be
able to performthat eval uation?
A Not in all cases. | think the
problem here is going to be when you start

getting structures that have many functi onal

gr oups.
Q Wul d you have any -- would a
person of ordinary skill have sone ability to

understand the |ikelihood of form ng the
supr anol ecul ar synthons described in step two?
ATTORNEY SCHWARZ: (bjection to form
A If you're tal king about will it
form supranol ecul ar synthons in a crystalline
solid state, no, that would be very difficult

to predict or determ ne.
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ROBIN D. ROGERS, Ph.D. | 10.02.24
| think at best you could | ook and
see does it hydrogen bond? Does it high stack
and |l ook for a lot of different interactions,
but the problemin assessing it, it's going to

come when you have a | ot of different groups

that you have -- that you may have.
Q And | think we stated earlier in
the definition of person of ordinary skill in

the art, that that person would have know edge
of evaluating single crystal structures?

A Yes.

Q And if we |ook at Colum 12 of the
patent down at Line 65, there is a paragraph
that begins: X-ray powder diffraction.

Do you see that?

A | do.

Q And it continues on to Paragraph --
Line -- or, excuse me, Colum 13?

A Yes.

Q Ckay. And an X-ray powder
diffraction is a nethod used for eval uating
single crystal structures?

A No, it is not.

Q It's not?
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ROBIN D. ROGERS, Ph.D. | 10.02.24

A No.
Q What is it used for?
A. It's for diffracting X-rays off of

powdered crystalline sanples and typically
obtaining a diffractogram
Q Ckay. But it does provide

i nformati on about the crystal structure in the

sanpl e?

A. Not in the way that you seemto be
thinking it does. It provides information
about the unit cell, and the unit cell can be

derived froma powder X-ray diffractogram

Q And when you say "unit cell,"” what
do you nean?

A. A crystalline material is a
t hree-di nensi onal array of repeating units,
and the smallest repeating unit is a
mat hemat i cal concept called a unit cell. That
unit cell is repeated in all three dinensions
and makes up what is the concept of a
crystalline lattice.

Q Thank you for that clarification

ATTORNEY KANE: | have no further

guestions at this tine for the wtness.
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ATTORNEY SCHWARZ: Can you give us five
mnutes to see if we have any redirect?
ATTORNEY KANE: Sure.
CERTI FI ED STENOGRAPHER: O f the
stenographic record at 11:09 a. m
(Wher eupon, a short recess was
t aken.)
CERTI FI ED STENOGRAPHER:  Back on the
stenographic record at 11:19 a. m

ATTORNEY SCHWARZ: All right.

EXAM NATI ON BY ATTORNEY SCHWARZ:
BY ATTORNEY SCHWARZ:

Q Dr. Rogers, earlier this norning
you were asked about whether a POSA coul d nmake
a carbamazepi ne saccharin co-crystal. Just to
make sure that the transcript on this issue is
clear, I want to understand your answer for
t hat .

What is your basis for saying a
POSA coul d have made -- to the extent you said

that, what is the basis for saying the POSA
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ROBIN D. ROGERS, Ph.D. | 10.02.24
coul d have nade a carbanazepi ne saccharin
co-crystal ?

A. Let me be cl ear, because | don't
remenber actually -- | haven't got ny
transcri pt nmenorized obviously.

But a POSA as of 2003, March 2003,
when the ' 956 application cane out, at that
time -- before that tine, | don't knowif they
could have made it or not. That would be
unpr edi ct abl e.

VWhat | was trying to point out is
that it is an exanple in the '956 application
and, therefore, by follow ng that recipe, a
POSA today could nmake it or a POSA after that
came out could have made it because the recipe
was given, but before that, the POSA woul d not
know that it could form

Q Dr. Rogers, you' ve been al so asked
guesti ons about X-ray powder diffraction.

Does X-ray powder diffraction allow a POSA to
determne if a co-crystal falls within the
scope of the '344 patent clains?

A. No. In order to determne if a

co-crystal falls within the scope of the
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ROBIN D. ROGERS, Ph.D. | 10.02.24
clainms, you'd have to have the crystal
structure, which is not just the unit cell.
It's the position of all the atons within the
cell that allows the person of skill to
anal yze the different interactions. So the
crystal structure is obtained froma techni que
called single crystal X-ray diffraction.

Q Dr. Rogers, you were asked about
Exhibit 1082. Do you have that handy?

A | do.

Q Does this paper teach that there
are formal rules for predicting crystal
structure?

A No, it does not and, in fact, it
says the opposite.

Q Where does it say that?

A. If you | ook at Page 789 of
Vi shweshwar, which is Exhibit 1082, Page 7 of
8 of the PDF, on the left-hand col um, about
two-thirds of the way down, the first parti al
paragraph it says that: There are no fornal
rules for predicting crystal structures with
conpeti ng supranol ecul ar organi zati on was

noted very recently in the sanme journal.
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Q Thank you, Dr. Rogers.
ATTORNEY SCHWARZ: W have no further
guesti ons.
ATTORNEY KANE: | couldn't hear you
there, Ms. Schwarz.
ATTORNEY SCHWARZ: Sorry. Just saying

not hing further from us.

EXAM NATI ON BY ATTORNEY KANE:
BY ATTORNEY KANE:

Q Just staying with that, Dr. Rogers,
in 1082 where it says: There are no fornal
rules for predicting crystal structures with
conpeting supranol ecul ar organi zati on.

Do you see that?
A Yes.
kay. And what does it nean to say
"W th conpeting supranol ecul ar organi zati on"?

A. The ' 956 application clains contain
no structural limtations other than one
functional group. Most APlIs, nmany APls have
nore than one that can conpete, not just
hydr ogen bondi ng, but pi stacking and ot her

types of interactions, which | have noted in
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ny reports.
Q Ckay.

ATTORNEY KANE: No further questions at
this point.

Thank you.

ATTORNEY SCHWARZ: Nothing further from
us.

Thank you.

CERTI FI ED STENOGRAPHER: O f t he
stenographic record 11:23 a. m

(Time noted: 11:23 a.m)

ROBI N D. ROCGERS, Ph. D.
Subscri bed and sworn to before ne

this  day of 2024.

Not ary Public
My Conmi ssion Expires:
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CERTI FI CATE

|, RI CHARD GERMOSEN, Fell ow of the
Acadeny of Professional Reporters, stenographic New
Jersey Certified Court Reporter, New Jersey Certified
Real time Court Reporter, California Certified
Short hand Reporter, California Certified Realtine
Reporter, NCRA Regi stered Di pl omate Reporter, and
NCRA Certified Realtine Reporter, do hereby certify:

That ROBIN D. ROGERS, Ph.D., the
W t ness whose deposition is hereinbefore set forth,
havi ng been duly sworn, and that such deposition is
a true record of the testinony of said w tness.

| further certify that I amnot rel ated
to any of the parties to this action by bl ood or
marriage, and that I amin no way interested in the
outcone of this matter.

| N WTNESS WHERECF, | have hereunto set

ny hand this 4th day of Cctober 2024.

R

Rl CHARD GERMOSEN,

FAPR, RDR, CRR, CCR-NJ, CRCR, CSR-CA, CCRR-CA,
NYACR, NYRCR

LI CENSE NO. 30Xl 00184700

LI CENSE NO. 30XR00016800

California CSR No. 14391

California CRR No. 198
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Errata to the Transcript of the October 2, 2024 Deposition of Robin D. Rogers, Ph.D.

Novartis Pharmaceuticals Corporation v.
Regents of the University of Michigan and University of South Florida
IPR No. 2023-01346

Page | Line | Change To Reason for Change
8 23 10633344 10,633,344 Mistranscription
9 18 Nova Novartis Mistranscription
9 19 Nova Novartis Mistranscription
9 24 Apple Appel Mistranscription
10 3 Apple Appel Mistranscription
10 8 Apple Appel Mistranscription
27 3 hydrogen bond hydrogen bonding Mistranscription
31 3 respectively retrospectively Mistranscription
36 19 form new form a new Mistranscription
36 21 they’re salt. they’re a salt. Mistranscription
42 21 dinitrobenzylic dinitrobenzoic Mistranscription
42 22 benzoic homodimers benzoic acid Mistranscription
homodimers
44 14 you’re your Mistranscription
45 7 acceptability acceptor ability Mistranscription
45 19 networks these networks that the Mistranscription
46 24 to two Mistranscription
47 9-10 | co-crystals and this co-crystals did not and | Mistranscription
this
48 7 referring that to Etter’s. | referring there to Mistranscription
Etter’s work.
52 19-20 | 3,5-dinitrobenzylic acid | 3,5-dinitrobenzoic acid | Mistranscription

and 4 NN
dimethylamino benzoic

and 4-(N,N-
dimethylamino)benzoic
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52 21 that the that is the Mistranscription
53 6 3,5-dinitrobenzylic acid | 3,5-dinitrobenzoic acid | Mistranscription
and 4 NN and 4-(N,N-
dimethylamino benzoic | dimethylamino)benzoic
58 13 polymorph and polymorphic Mistranscription
59 25 take weeks, take days, weeks Mistranscription
60 11-12 | editor and chief editor-in-chief Mistranscription
63 20 you’re your Mistranscription
67 15 group carbonyl group, carboxamide, Misspoke/mistranscription
carbonyl,
68 22 ’956 mean ’956 application mean | Misspoke
71 3 high pi Mistranscription
71 5 it it’s going it is going Mistranscription
75 22 that: There that there Mistranscription

Signature: @A(@

Robin D. Rogers, Ph.D.

- 29/5//;@2#
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