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July 25, 2024
9:03 a. m

The deposition of EUGENE E. WRI GHT
JR, MD., called as a wtness herein for
exam nation, taken pursuant to the rules of the
Patent Trial and Appeal Board of the United
States Patent and Trademark O fice pertaining
to the taking of depositions, taken before
Jennifer L. Bernier, a Certified Stenographic
Reporter of the State of Illinois, CSR License
No. 084-004190, Registered Merit Reporter and
Certified Realtinme Reporter.
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TRANSCRI PT | NDEX
EXAM NATI ON OF EUGENE E. WRI GHT JR.,

| NDEX OF EXHI BI'TS
(Attached to transcript.)

NUMBER DESCRI PTI ON

Exhi bit 1050 Anbul at ory d ucose . ...

Profiling

Exhi bit 1051 Fi ngersti cks show only

part of the picture

M D. PAGE
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University Medical Center. And | serve as the
nmedi cal director for performance inprovenent at
t he South Pi ednont Area Health Education Center
in Charlotte, North Carolina.

Q G eat.

And how | ong have you been enpl oyed

at Duke?

A |"mcurrently not enployed at Duke.
| was enpl oyed at Duke between 1995 and 2000.

Q OCh, okay. Have you been deposed

bef ore?

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 5
(Wtness sworn.)
EUGENE E. WRIGHT JR, MD.,
called as a witness, having been first duly
sworn, was exam ned and testified as foll ows:
EXAM NATI ON
BY MR MASON.
Q Good norning, Dr. Wight.
Can you pl ease state your nane for
the record.
A. Yes. M nane is Eugene Edward
Wight, Jr.
Q And what is your current occupation?
A. |"mcurrently a consulting
associ ate, Departnent of Medicine at Duke
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And do you feel confortable with the
deposition process? That's a | oaded questi on.
Do you feel that you understand the

deposition process?

A | believe | do.
Q kay. And, you know, | think maybe
as counsel has told you, |I'll be asking

guestions. He m ght have sone objections; but
if he objects, you still have to answer the
guestion. Do you understand that?

A | under st and.

Q Yeah.

And then do you agree to testify

truthfully today?

A | do.

Q You do, okay.

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 6
A Yes, | have.
Q Ckay. Roughly, how many tines, if
you can renenber?
A Well, the one |I renenber nost is the
one recently, January of 2023.
Q Ckay. And have you been deposed
nmore than five tines?
A. | don't think so.
Q You don't think so, okay.
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prevent you from providing accurate testinony
t oday?

A. No.

Q Ckay, great.

And do you understand that the rules

of the United States Patent and
Trademark O fice forbid you to talk to counsel
on breaks about the substance of your testinony

here today?

A | under st and.

Q Ckay. And do you agree to follow
t hose rul es?

A | do.

Q Excel | ent.

| see that you have a binder right
in front of you there. Wat is in that binder?

A (I'ndi cating).

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 7
And is there anything that woul d
prevent you fromtestifying truthfully today,
i ke nmedications or anything el se?
A No.
Q Ckay. Do you agree to testify
accurately today?
A Accurately, yes.
Q kay. |Is there anything that woul d
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Q Ch, yeah. |'msorry.

MR, CARROZZA: Could you read it?

BY MR MASON
Q This is tough. Yeah, yeah, no. So
you're holding it up.

But just for the reporter, yeah, if
you can just tell nme what's inside that binder.

A. This is a copy of ny declaration.
Q kay. And is that Exhibit 20137
A That is accurate.

Q Ckay, great.

And then do you al so have a copy of
your CV, Exhibit 2014, in that binder?

A Yes, | do.
Q Ckay, excellent. Thank you.

And then to your left here, do you
have a stack of binders that includes all of
the exhibits that you considered in preparing
your decl aration?

MR, CARRQZZA: And just to clarify,
counsel, they're not all exhibits. Sone
are docunents |ike papers fromthe parties.

MR, MASON. Ckay, excellent.

(Reporter clarification.)

MR. CARRQZZA:. Papers fromthe
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And do these binders also include a
copy of DexComlis Petition for Inter Partes
Review of U. S. PN 11, 298, 056?

A U S. PN 11, 298, 056, yes.
Q Thank you.
And do they also contain a copy of

Abbott's Patent Ower's Prelimnary Response

( POPR) ?
A Yes, they do.
Q Excel | ent.

And does Tab 3, do they also include
a copy of DexComs Reply to Abbott's POPR?
A Yes.
Q Excel | ent.
And then do they al so include, as
Tab No. 4, Abbott's Surreply ISO in Support of
POPR?

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 9
parti es.
MR, MASON: And I'l1l ask hi mabout
t hose.
THE WTNESS: Yes, | believe they
are.
BY MR MASON.
Q Yeah, okay. Can | see that real
qui ck? Thank you, sir.
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they also include Decision Ganting Institution
of Inter Partes Review?
A. Yes.
Q Ckay, great.
And you see there that that
institution decision you were just |ooking at,
that lists onits face Patent No. 11, 298, 056;

is that correct?

A. 11, 298, 056 B2.

Q OCh, yeah, yeah. The B2 is sonething
that they add on to that. | asked you to be
accur at e.

So can we agree to refer to that

Patent No. 11,298,056 B2 as the '056 patent

t oday?
A Yes.
Q And you understand that's been

submtted as Exhibit 1001 in this proceedi ng?
A Yes.
MR MASON: Tell me if you need ne
to sl ow down.
THE REPORTER  Yes, you do. Thank

you.

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 10
A. Yes.
Q And then finally, as Tab No. 5, do

2 ESQUIRE

800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com

09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07
09: 07

09: 07
09: 07
09: 08
09: 08
09: 08
09: 08
09: 08
09: 08
09: 08
09: 08
09: 08



© 00 N o o B~ W DN PP

N DD D N NDMNDN P P P PP PP PR R
a b W N B O © 0 N OO0 O M WO N B O

EUGENE E. WRIGHT JR., M.D. July 25, 2024

DEXCOM vs ABBOTT DIABETES CARE INC

11

MR MASON: |'msorry.
BY MR MASON
Q And you can tell ne, too,
Dr. Wight, if you need ne to sl ow down.
A. Excuse ne. One question. You
said -- what is the -- Exhibit 1001 is under
Tab 6.

Q Ch, yeah, it's under Tab 6. But is
that the '056 patent --

A Yes --

Q -- that we di scussed?

A -- the '056 B2.

Q Ch, yeah. And then in its | ower
right-hand corner, it's got the exhibit
mar ker - -

A Got cha.

Q -- 1001. Al right.

And if | could have you just | ook at
your decl aration, which is Exhibit 2013,
correct?
A |"msorry. The question?
Q Ch, yeah. M question is -- yeah --
| ooki ng at Exhibit 2013, is that your signhature
on the | ast page of the declaration -- prior to

t he appendi x?
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A Yes, that is.

Q Al right, great.

And did you read your decl aration
carefully before signing it?

A Ch, yes, | did.

Q You did, great.

And did you review it again in
preparing for this deposition?

A Yes, | have.

Q You have, okay.

Did you notice any errors in your
decl arati on?

A | did not.

Q Ckay. And then how long did you
spend drafting your declaration?

A That's a good question. The
drafting of the declaration was an iterative
process, and | worked with counsel. So we
prepared drafts. W |looked at it. | reviewed,
revised. So it's over several sessions. So...

Q Ckay. Wuld you estinmate you spent

nore than ten hours working on the declaration?

A. Ch, yes. Yes.
Q More than 20 hours?
A Probably close to that.
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|'ve noted, and reviewed sone of the exhibits

that were referred to in them

Q Did you neet with anybody in
preparation for your deposition?

A | met with counsel.

Q And by counsel, are you referring to

M. Carrozza?

A. M. Carrozza, Yyes.
Q Ckay. Did you neet with any ot her
counsel ?
A. One of the neetings was with
M. MAndrews.
Q Ckay. |Is that Peter MAndrews?
A Pet er McAndrews, yes.

Q Ckay. And did you neet with
Lel and Hansen in preparation for your
deposition?

A | have net M. Hansen, yes.

Q Okay. Did you neet or speak with
anybody at Abbott in preparation for your
deposition?

A. | have not.

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 13
Q kay. And then in preparing for
today' s deposition, what did you do?
A |'ve reviewed ny declaration, as
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Q Ckay. And did you -- strike that.
Have you net or spoken with anybody

at Abbott in preparing your opinions in this

matter?

A In preparing my opinions? No.

Q Ckay. Have you net with anybody at
Abbott, aside fromcounsel, in relation to this
| PR?

A. No.

Q Anybody el se that you nmet with in

preparation for your deposition?

A | can't think of anyone el se.
Q Ckay. Did you neet with
Dr. Aaron Striegel?
A | have nmet Dr. Aaron Striegel.
Q Ckay. And when did you neet
Dr. Striegel?
A. Maybe two days ago.
Q Ckay. And how | ong did you neet

with Dr. Striegel two days ago?

A It was a short time, over I|unch.

Q (kay. And did you discuss your
opinions in this mtter wwth Dr. Striegel?

A In nmy -- no.

Q Ckay. Did you discuss his opinions
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inthis matter?

A | have reviewed his decl aration.

Q Ckay. And in neeting with him and
i n person two days ago, did you discuss the
substance of his testinony in this | PR?

A | don't recall. | don't recall
di scussi ng the substance of ny declaration or
the IPRwith him

Q kay. And aside fromthat |unch
neeting with Dr. Striegel, have you had any
phone conversations with Dr. Striegel?

A Oh, no.

Q Ckay. Have you net himvia Zoom or
any other in-person neetings?

A. | saw himbriefly yesterday at
br eakf ast .

Q Ch, okay. And in your neetings with
Dr. Striegel, did you |learn anything that
i nformed your testinony today?

A Oh, no.

Q Ckay. In neeting wwth Dr. Striegel,
did you learn anything that infornms your
opi nions or affects your opinions in this
matter?

A. No.
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Q Ckay. Are you aware that
Dr. Striegel was deposed yesterday?

A. | am

Q Ckay. Have you been provided with a
transcript of that deposition?

A | have not.

Q Ckay. Have you spoken with
Dr. Striegel since his deposition yesterday?

A. | said good-bye to himas he was
| eavi ng.

Q Ckay. Fare thee well.

Yeah, did you -- strike that.
Did you speak with Dr. Striegel

about any substance related to this matter
after his deposition?

A | have not.

Q Ckay. I n your declaration, do you
use the term PMD as a shorthand for persons
wi th di abetes?

A. That is accurate, yes.

Q Ckay. And can we agree to use that
acronym t hr oughout today as wel | ?

A Absol ut el y.

Q Al right, great.

And in your declaration, do you al so
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use the term CGVto refer to continuous gl ucose
nmoni tori ng?

A Cont i nuous gl ucose nonitor or
conti nuous gl ucose nonitoring.

Q Fai r enough, yeah. And can we agree

to use that acronym CGMV t oday?

A Ri ght .
Q Ckay.
A. | make the distinction because a

conti nuous glucose nonitor is a device.
Conti nuous gl ucose nonitoring is a process.
Q Ckay. And what does CGMtypically

refer toin the field?

A The devi ce.

Q The devi ce, okay.

A Cont i nuous gl ucose nonitor.

Q Ckay. And do you use the term SMBG

to refer to self-nonitored bl ood gl ucose
measur ement s?

A. SMBG, yes, that's self-nonitored
bl ood gl ucose.

Q Mnrhmm And is that al so sonetines
referred to as a "fingerstick neasurenent"?

A Yes.

Q Ckay. I n your declaration, you
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di scuss the treatnent of diabetes. Based on
your experience, what does di abetes treatnment
i ncl ude or enconpass?

A That's a broad question. Can you be
a bit nore specific?

Q Yeah. Do you consi der di abetes

treatnment to include dosing insulin?

A. Yes. That is one form of di abetes
tr eat ment.
Q Okay. And do you consi der di abetes

treatment to include deciding whether or not to

perform one or nore SMBG neasurenents?

A That woul d be a part of diabetes
managenent .

Q Ckay.

A | think of treatnent as providing a

medi cat i on.

Q kay. And then how would you -- you
nmenti oned the term "di abetes managenent"; is
that correct?

A. Yes.

Q Yeah. And what woul d you consi der
di abet es managenent to be?

A. Thi nk of di abetes managenent as the

process of assimlating the information and
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di abet es managenent then incl udes determ ning

when to take a fingerstick nmeasurenent; is that

correct?
A That woul d be one, yes.
Q And what el se woul d di abet es

managenent i ncl ude?
MR, CARRQZZA: (bject to the form
THE WTNESS: It woul d include
activity, lifestyle, sense of well-being.
BY MR MASON
Q kay. And is diabetes managenent
| argely perforned by the patient, or PWD?
A D abet es nmanagenent is typically a
team process. The patient is at the center.
Q And what do you nean by the patient
is at the center?
A. The patient is the person for whom
t he di abetes nmanagenent is directed.
Q Ckay. And does the patient or the
PWD, as you refer to them play an active role
I n managenent of their -- his or her diabetes?

A That woul d be accurate, yes.

EUGENE E. WRIGHT JR., M.D. July 25, 2024
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maki ng deci si ons about how and what -- when to
treat.
Q Ckay. And | think, as you said,
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Q And you discuss in your declaration
the concept of a person of ordinary skill in
the art?

A Yes.

Q Ckay. And do you understand that
that term can be shorthanded as POSI TA?

A Yes, | do.

Q And can we agree to use that
term nol ogy today, POSI TA?

A Yes, that would be fine.

Q kay. I n paragraph 122 of your
decl aration, do you quote the definition of a
POSI TA, at least in part, as provided by a
M. Brian G 0ss?

A. Yes, | do.

Q And in paragraph 123, do you state
di sagreenment with his opinion, insofar as, in
your mind, a POSITA nust be part of an
i nterdisciplinary teanf

A Yes, | do.

Q O her than that disagreenent, do you
have any other disagreenment with M. G oss's
definition of a POSI TA?

A | do not.

Q Ckay. Do you believe that you were
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at least a PCSI TA in 20097

A. Yes.

Q Ckay. And why is that or strike
t hat .

What -- in your mnd, what qualified
you as a POSITA in 2009?

A Well, according to M. Goss's
definition, I was a part of -- in ny anmendnent
to this deposition, | was a part of an
I nterdisciplinary team working on these types
of -- wth these -- team conposed of these
conponent s.

Q Ckay. And what was the
interdisciplinary teamthat you were a part of
in 2009?

A In 2009, we were working on what was
the unnet need for patients with Type 2
di abetes. And so the team i ncl uded engi neers,
clinicians.

Q Anybody el se?

A. That's a long tine ago.

Q | know, yeah. And what was -- what
were the -- strike that.

What nedi cal device were you worKking

on with these engineers and other clinicians in
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20097

A I n 2009, that would have been the
Abbott devi ces.

Q And in 2009, you were working then
Wi th engi neers and other clinicians on Abbott
CGM devices; is that correct?

A That is accurate, yes.

Q Ckay. And when did you begin work
on -- strike that.

When did you begin working with

Abbott CGM devi ces?

A It was around that 2009 tine frane;
2008, 2009.
Q And was your work in that tinme frane

focused on Type 2 di abetes?
A Yes, as i s ny work now.
Q kay. And then -- strike that.
In 2009, was your work limted to

Type 2 di abetes?

A. My work in which capacity?
Q Ch, it -- yeah, strike that.
So in 2009, was your -- was your

wor k on CGM devi ces and wth CGM devi ces
limted to Type 2 di abetes?

A. You know, | don't think we Iimted
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to Type 2. The focus work for nme, ny interest,
was Type 2.

Q Ckay. | n 2009, were you working on
Type 1 -- strike that.

In 2009, were you working on issues
related to Type 1 di abetes?

A | ssues related to di abetes affect
patients both with Type 1 and Type 2 di abetes.

Q kay. G ven that your focus was on
Type 2 di abetes, were you seeing any Type 1
di abetics at the tine?

A Very few.

Q And in 2000 -- strike that.

Begi nning in 2008 when you began
wor king with Abbott, did you receive funding
from Abbott ?

A My work in 2008 or early 2009 with
Abbott was related to advising and consul ting.

Q And were you paid an hourly rate by
Abbott then at that -- during that tinme period?

A For ny advising and consulting work,
yes.

Q Ckay. And did that advising and
consulting work for Abbott continue beyond
2008, 20097
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conti nued from 2008, 2009 up until the present?

A. That is accurate. That woul d be
accur at e.
Q Ckay. And under st andi ng t hat

passage of tine can limt our nenories, but do
you -- do you recall roughly how nuch annually

you woul d make in consulting fees from Abbott?

A | could not tell you that with any
certainty.

Q Ckay. And in 2009, do you know if
you made -- even were paid nore than $10, 000 by
Abbot t ?

A That's a tough nunber. That's been

14 years ago, so | couldn't tell you with great
certainty. And | want to be accurate, so...

Q kay. And do you renenber what your
hourly rate for Abbott would have been in 2008
or 20097

A. | don't. That woul d have been what
the fair market value was, as determ ned.

Q Yep, okay.
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DEXCOM vs ABBOTT DIABETES CARE INC 24
A. As long | had been advi sing and
consulting them yes.
Q Ckay. So is it fair to say that
t hat advi sing and consulting for Abbott has
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Do you recall roughly how nmany hours
you woul d spend each year working for Abbott,
say -- let's just start with 2009. Do you
recall how many hours you m ght have worked on
Abbott projects?

A Probably | ess than 20.

Q Less than 20 for the entire year?

A Yeah. It would...

Q And were there any years that you
wor ked nore than 20 hours in consultation for
Abbot t ?

A Were there any years?

Q M hmm

A Si nce 20097

Q Yes, 2009.

A. Yes.

Q Ckay. Was there a point at which
your consulting work for Abbott increased
mar kedl y?

A. Yes. One of the consulting things

we tal ked about were the 3 ucose Patterns

| nsi ght Report.

Q
A

Q

You said d ucose Patterns --
| nsi ght Report.
-- Insight Report? Oh, you also
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your CV if you want, which is that second tab

in that binder you've got there --

A Mm hnm
Q -- i f that's hel pful.
But do you recall -- and have you

been paid a consulting fee by Abbott while
wor ki ng on GPI R?

A Yes, | was.

Q Okay. And do you recall how nuch
annual |y you've been paid by Abbott in relation
to that GPIR work?

A | do not recall.

Q When you first began working on

GPIR, how many hours per year did you spend
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refer to that as GPIR?
A That's correct.
Q Ckay. And when did you begin that
wor k on GPI R?
A | couldn't tell you with accuracy.
It's been nore than three years.
Q kay.
A. Probably | ess than 20 -- |ess than
10.
Q Ckay. Yeah, and you can -- naybe we
can -- let's see here. Feel free to refer to
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week, occasionally twce a nonth, to flesh out
things. So it's hard to tell you exactly.

Q Are you saying that in the first
coupl e of years, you were neeting nore
regularly with Abbott than you did in |ater
year s?

A. In this capacity as a consultant on
the GPIR, 3 ucose Patterns |Insight Report, yes.

Q Ckay. Do you think you spent, in
the first year on GPIR, nore than 100 hours
consulting for Abbott?

A. No.

Q Ckay. Do you think you spent nore
than 50 hours in that first year?

A Wll, let's see. |If we net once a
week, that would be 52; but we didn't neet once

a week. So | would say, perhaps, |ess than 50.

Q Ckay. More than 25 hours?
A Per haps, yeah
Q Ckay. And have you continued to

meet nore than 24 or 25 hours a year with

EUGENE E. WRIGHT JR., M.D. July 25, 2024
DEXCOM vs ABBOTT DIABETES CARE INC 27
consulting for Abbott?
A | would -- | would have to guess at
that. Because in the first initial set of
meet i ngs, we woul d neet occasionally once a
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Abbott in relation to the GPIR work?

A There have been subsequent projects
that we've worked on after that, yes.

Q And aside fromany of this
litigation or patent work, have you -- have you
wor ked nore than 50 hours in any year for
Abbot t ?

A. Aside fromthis work? |'mnot sure
| understand the question.

Q Ch, yeah. So | just want to make
sure you understand that my questions are not
directed to your patent consulting work --

A Ri ght .

Q -- for this dispute with DexCom

So ny question is: Has there been
any year in which you've consulted for Abbott
nmore than 100 hours?

A. | can't recall exactly. The
consulting work, as |'ve nentioned, and then
the advising and -- advising work, as an
advisor, | don't know. | can't tell you
specifically how many hours totally.

Q Did you work -- or strike that.

Have you worked w th Abbott

enpl oyees as part of any of your GPIR or other
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wor k?

A. Ch, yes, yes. And | think |
mentioned that in the declaration.

Q Yeah. Have you net -- strike that.

Did you ever work with \Wesl ey
Scott Harper, the naned inventor on the '056
pat ent ?

A. | have not.

Q Ckay. Have you ever net M. Harper?

A | don't recall.

Q Do you have any Abbott stock from
your work for Abbott?

A That granted nme stock?

Q Yeah, granted you --

A. Ch, no. No, | do not.

Q Ckay. And have you ever been an
enpl oyee for Abbott?

A. | have not.

Q Ckay. So com ng back to your
declaration, is it your opinion that M. G oss
Is a PCsI TA?

A | think I disagreed. | think I

di sagreed with his definition.
Q Yeah. This mght be -- if

invite you to paragraph 133 of your

coul d
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view of a PCSITA, do you agree that M. G oss
Is a PCOSI TA?

A So make sure | understand the
guestion, because | |ooked at his definition of
a POSI TA.

Q MM hnrm

A. And | disagreed wwth it for the
reasons that | indicated.

Q Yeah.
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decl arati on.
A Ckay. Thank you.
Q Yep.
A | was | ooking at the wong spot.
Yes.
Q Ch, so -- I'msorry. | just want to
make sure. So is it your opinion that
M. Goss is a POsI TA?
A. G ven his definition, | would say
no.
Q Ckay. Oh, under his definition?
A | thought that was what you were
aski ng ne.
Q Yeah, yeah -- no, that's -- no, no,
no.
My question to you is: Under your
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A So by disagreeing wwth that, his
definition, I would agree that he is not --
doesn't neet that criteria.

Q Ckay. Well, even under his
definition of a POSITA, because it -- yeah. |
want to just nmake sure we have a clear record.

You disagree with his definition of
a POSI TA, correct?

A. | do.

Q kay. And it's your opinion that a
POSI TA, under his definition, would need to be
a part of an interdisciplinary team correct?

A That is accurate, yes.

Q Yeah. And is it your opinion that
M. Goss is not a POSI TA because, in your
opi nion, he is not a clinician?

A No. My opinion was that he was not
a part of a multidisciplinary team That woul d
be a requirenent to be a PCSI TA.

Q kay. And if -- do you agree that
M. Goss would be at least a POSITA if he had
wor ked on a team or provided -- worked on a
teamwth a clinician?

A He would then fulfill what | woul d
consi der to be a PCSI TA
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understood that rather than may be a part of a
interdisciplinary team that that would be a
requi rement to be.

Q Requi renent, yeah.

And if M. Gross were infornmed by a
clinician, would he be a POSI TA under your sort
of recharacterized definition of a POSI TA?

A. Say that again. |'mnot sure |
under st ood t hat .
Q "Il restate it, yeah.

If M. Gross were working on a team
with a clinician, under your recharacterized
definition of a POSITA, would M. Goss be a
PCSI TA?

MR, CARROQZZA: (bjection. Form
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Q Ckay.
A By his definition here.
Q Mn hmm  But al so under your
definition too?
A. Well, | didn't define it separately.
Q Yeah.
A | just -- but by his definition. |
want to be clear.
Q Yeah.
A | |1 ooked at his definition and
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THE WTNESS: He woul d, because, as

M. Goss has inplicated, there are

clinical consequences.
BY MR MASON.

Q Yeah. And just to nmake sure
understand, if M. Goss had been infornmed of
the clinical consequences of CGM treatnent,
woul d you consider himto be a POSI TA?

MR. CARRQZZA: (bjection to form

THE WTNESS: M. Goss, in his

decl aration, has opined on the clinical

consequences w thout clinical background or

part of his definition, so that was ny

di sagreenent .

BY MR MASON

Q And -- yeah, fair enough.

My question is: If he had been
provided with clinical background in rendering
hi s opi nions, would he then neet the definition
of a PCSI TA?

MR. CARRQZZA: (bjection to form

THE WTNESS: He would certainly

t hen have the clinical input that would be

necessary to be a POSI TA and opi ne on

clinical consequences.
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did a POSI TA understand the inportance of data
reliability?
MR. CARROQZZA: (bjection to form
THE WTNESS: | would think so, yes.
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BY MR MASON

Q And in 2009, were you alone a POSI TA
under your definition of that tern? O were
you a PCSI TA based on your working with other
fol ks as part of a teanf

A As a part of a team

Q And did a PCSI TA understand, in your
opi nion, the inportance of data reliability?

MR. CARRQZZA: (bjection to form
THE WTNESS: Wat do you nean by

data reliability?
BY MR MASON.

Q Do you have an understandi ng of the
term"data reliability"?

A. | do, but I want to nake sure |
under st and your under st andi ng.

Q Yeah. Wiat is -- what is your
understanding of data reliability?

A The ability to reproduce data
accurately.

Q Ckay. So with that understanding,
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t he context of CGM communication errors could
| ead to m ssing data?
MR. CARROQZZA: (bjection to form

THE WTNESS: Pl ease say that again.

BY MR MASON
Q Yes. Yeah.

So did a POSI TA understand that
comruni cation errors between a glucose nonitor
and a patient device could lead to m ssing
dat a?

MR. CARROQZZA: (bjection to form

THE WTNESS: Could |ead to?

BY MR MASON

Q MM hmm
A. Yes.
Q And did a PGSI TA understand that

calibration errors in a CGM system coul d | ead
to i naccurate data?
MR. CARRQZZA: (bjection to form
THE W TNESS: Yes.
BY MR MASON
Q And did a PCSI TA understand that it

was i nportant to provide accurate glucose data
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BY MR MASON:
Q And did a PCSI TA understand that in
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to a user?
MR, CARROQZZA: (bjection to form
THE WTNESS: Wiich tinme franme are

you tal ki ng about? 1In 20097
BY MR MASON.

Q I n 2009, yeah.

A. No.

Q And just to be clear, when -- do you
understand that when | discuss a POSITA, it's
defined as the tine frame 2009?

A Ri ght .

Q Ckay. So with that in mnd then,
did a POSI TA understand that it was i nportant
to provide accurate glucose data to a PWD?

MR. CARRQZZA: Sane objection.
THE W TNESS. Yes.
BY MR MASON

Q Ckay. And did a POSI TA understand
that it was inportant to not provide inaccurate
data to a PWD?

MR. CARRQZZA: (bjection to form
THE WTNESS: So in 2009, the issue
of accuracy and inaccuracy is an inportant

di stinction. Because as we tal k about

conti nuous glucose nonitors, they were not
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as accurate as they are today.
BY MR MASON
Q And so in 2009, is it correct, then,
that a POSI TA would want to avoid providing
I naccurate data to a PWD?
MR, CARRQZZA: (bjection to form
THE WTNESS: Cenerally, yes. But
In 2009, nost of the CGws and the data that
they produced -- in fact, all of themcould
not be used to nmake a treatnent deci sion;
therefore, the issue of accuracy and
I naccuracy becones a bit fuzzy.
BY MR MASON
Q In 2009, would you want to avoid
providing PWs with any CGM data?
MR, CARRQZZA: (bjection to form
THE W TNESS: No.
BY MR MASON.
Q I n what context would you want --
strike that.
Wul d you -- strike that.
Wul d a POSI TA know that CGM data in
2009 could help patients make deci sions
relating to di abetes nanagenent ?
MR. CARRQZZA: (bjection to form
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THE W TNESS: |f we use the broad
term of managenent, perhaps. However,
insulin treatment or medi cation treatnent

coul d not be nade based on CGVM data in

20009.
BY MR MASON:
Q And in 2009, would a PGSl TA know

that CGM data then could be used to nake
managenent deci sions other than insulin
treat nent ?

MR. CARRQZZA: (bjection to form
| nconpl et e hypot heti cal .

THE WTNESS: No. There are certain
medi cations that are not insulin for which
treat ment deci sions should not be made in
2009 based on CGM dat a.

BY MR MASON

Q And in 2009, would you want to
provide CGM data to patients for nmaking
deci sions on when to performa fingerstick?

A. I n 2009, any CGM data that was
called into question by the patient was
recommended -- actually, required to do a
fingerstick before nmaking a treatnent decision.

Q Ckay. Did PWbs use CGM data to
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determ ne whether or not to performa
fingerstick in 2009?

A That wasn't the sole reason that
they'd use fingersticks, but yes.

Q And in 2009, were there any ot her
di abet es managenent actions that a patient
m ght take based on CGM data?

MR, CARROZZA: (bjection to form
THE W TNESS: There probably were

ot her things that they could do with

lifestyle.
BY MR MASON:

Q Did you, in 2009, work with any PWDs
who were using a CGM device?

A | don't recall. | don't think so.

Q And prior to 2009, did you work with
any PWDs who were using a CGM devi ce?

A. There may have been one or two that
| worked with an endocri nol ogi st who was
prescribing if they had Type 1 di abetes; but |
did not, essentially, because ny focus was
Type 2 di abetes. And in 2009, they were not
approved for patients with Type 2 diabetes. It
was primarily a Type 1 di abetes devi ce.

Q And when you say "they," are you
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primarily a Type 1 diabetes treatnent; is that

correct?
A. That's correct.
Q Ckay. Did a POSITA know that it was

i nportant to avoid providing uncali brated
gl ucose data to users?
MR, CARRQZZA: (bjection to form
THE WTNESS: Uncalibrated -- oh,
fromthe CaGw
BY MR MASON

Q Correct.
A That was certainly in the user's
manual s, that they should be -- they needed to

be cal i brated.

Q Yeah. And just to nake sure | was
cl ear, because ny question wasn't perfect, but
did a POSITA know it -- that it was inportant

to avoid providing uncalibrated CGM data to
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referring to CGM devi ces?
A " msorry?
Q You're referring to CGM devi ces?
A. Yes.
Q | just want to nmake sure the record
Is clear.
So in 2009, CGM devices were
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the need for PWbs to treat thenselves or have a
famly nenber do so? Strike that. |'1l1
rephrase ny question.
Do you opine in paragraph 42 that

nearly all of the interventions used to treat
di abetes are nmanaged by the PWD or their |oved
ones?

A Yes.

Q Ckay. And what tine period was this
in? O strike that.

Are your opinions in paragraph 42

EUGENE E. WRIGHT JR., M.D. July 25, 2024
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users?
A. Yes.
Q In 2009, did a POSI TA know that it
was i nportant to provide as nmuch accurate
gl ucose data as possible to PWs?
MR, CARRQZZA: (bjection to form
THE W TNESS: From a CGw?
BY MR MASON.
Q Correct.
A Yes. Yes.
Q Could I have you turn to
par agraph 42 of your decl aration?
A Ckay.
Q And i n paragraph 42, do you di scuss
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applicable to from 2009 until the present?

A Yes.

Q Ckay. And if you could turn then,
Dr. Wight, to paragraph 48. And in
par agraph 48 of your declaration, do you
di scuss bl ood gl ucose nonitoring using
di sposabl e strips?

A. | do, yes.

Q Okay. And are those opinions here
I n paragraph 48 applicable to -- strike that.

Are those opinions here in

par agraph 48 applicable from 2009 up until the

present ?

A Yes.

Q And then in paragraphs 51 to 54, do
you provi de certain opinions on CGw

A Yes, | do.

Q Ckay. And those opinions in

paragraphs 51 to 54, do those reflect the state

of di abetes treatnent from 2009 until the

present ?
MR, CARROQZZA: (bjection. Form
THE WTNESS: This was witten nore
cont enporaneously and, really, | think
reflects nore in the recent -- the past
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opi nions in that paragraph reflecting the state
of di abetes managenent in 20097

A. Yes, they do.

Q Ckay. And then in paragraph 52, do
t hose opinions reflect the state of diabetes
managenent in 20097

A Yes, they do.

Q And then in paragraph 53, do your
opinions reflect the state of diabetes

managenent in 20097

EUGENE E. WRIGHT JR., M.D. July 25, 2024
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five to seven years as CGWs have becone
nore accurate.
BY MR MASON
Q So if we ook at, for exanple,
par agraph 51, are your opinions in that
paragraph -- do those reflect --
A. Yeah.
Q -- the state of CGWw in 2009? And
|"mjust trying to get a --
A Yes.
Q |"'mjust trying to get a sense of
tinme here.
A. Yes.
Q So I'lIl repeat nmy question
Looki ng at paragraph 51, are your
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opi ni ons i n paragraph 78?

A | believe | refer to these as the
first generation CGM devi ces.

Q Wul d that be 2006 and earlier?

A. Certainly earlier. One m ght
consi der 2009 CGM devices to be first
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A Yes, they do.

Q And then in paragraph 54 of your
decl aration, do your opinions there reflect the
state of diabetes managenent in 2009?

A. Yes.

Q And could | have you turn to
par agraph 78 of your declaration, please,

Dr. Wight?

A. What par agraph?

Q 78. Wien | talk slow, sonetines |
al so start to whisper.

Yeah, so ny -- please let ne know
when you' re at paragraph 78.

A. | ' m at paragraph 78.

Q Ckay. And in paragraph 78, do you
di scuss the accuracy of CGM as conpared with
SMBG?

A. Yes, | do.

Q And for what tine period are these
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generation as well.

Q Ckay. Do your paragraph -- strike
t hat .

Do your opinions in paragraph 78
relate to both Type 1 and Type 2 di abetes?
MR, CARRQZZA: (bjection to form

Those aren't his opinions.

You are referring to paragraph 78.

It's a quotation of an article.

BY MR MASON:

Q Dr. Wight, do you state at the
begi nni ng of paragraph 78: Poor accuracy was
initially a barrier to adopting CAGw?

A Yes.

Q Yeah. |s that your opinion?

A. Yes.

Q Ckay. And do your opinions in
paragraph 78 relate to both Type 1 and Type 2
di abet es?

A. Yes, they do.

Q And by a barrier to adopting CGWs,
do you nean that they prevented PWDs from using
CGwvs entirely?

A You know, | think of barrier in this
context as being an obstacle. It wouldn't
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prevent necessarily entirely, but it could
certainly influence the decision.

Q And when you say influence the
deci sion, do you nean influence the decision
whet her or not to prescribe a CGM or not?

A Well, for a person wth diabetes,
they woul dn't be prescribing. That would be
the heal thcare practitioner who woul d
prescri be.

Q So what -- what did you nean by
certainly influence the decision?

A It could influence the decision on
the part of the patient with di abetes or --
and/ or the healthcare professional.

Q And by deci sion, are you talking
about the decision to use a CGM or a deci sion
to rely on CGM dat a?

A. It could be both.

Q Is it true that patients -- strike
t hat .

Is it true that PWDs were using CGAW
prior to 20097
A. Yes.

Q And is it true that PWs were using

CGws to assist in diabetes nmanagenent prior to
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| n paragraph 81, do you quote from

an article that describes confirmatory
fingersticks, near the m ddle of that quote?

A. Yes.

Q Do you understand what is neant by
confirmatory fingersticks?

A Yes.

Q Ckay. And what is neant by
confirmatory fingersticks?

A Wll, this is in reference to when

you get a value fromyour CGVM that it needs to
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20097
MR, CARROQZZA: (bjection to form
THE W TNESS. Yes.
BY MR MASON.
Q And woul d a PGCSI TA know t hat PWDs
were using CGvs to assist in diabetes
managenent prior to 20097
MR, CARROZZA: (bjection to form
THE W TNESS:. Yes.
BY MR MASON:
Q Can | have you turn to paragraph 817
A Mm hnm
Q | n paragraph 81, do you discuss --
strike that.

2 ESQUIRE

800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com

09: 59
09: 59
09: 59
09: 59
09: 59
09: 59
09: 59
09: 59
09: 59
09: 59
09: 59
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00
10: 00



© 00 N o o B~ W DN PP

N DD D N NDMNDN P P P PP PP PR R
a b W N B O © 0 N OO0 O M WO N B O

EUGENE E. WRIGHT JR., M.D. July 25, 2024

DEXCOM vs ABBOTT DIABETES CARE INC 48
be confirnmed with a fingersti ck.
Q And what mght lead a PAD to take a
confirmatory fingerstick in 20097
A Typically, if the synptons they were
experiencing did not match the val ues, the data
they were seeing on their CGM
Q And in 2009, would you expect PWDs
to performa confirmatory fingerstick based on
CGM r eadi ngs?
MR, CARROZZA: (bjection to form
THE WTNESS: |'msorry. Wuld you
ask that again?
BY MR MASON
Q Yeah.

In 2009, would you expect PWDs to
performconfigutory -- confirmtory
fingersticks after seeing a trend, for exanple,
on a CGM dat a?

MR. CARROQZZA: (bjection to form

THE WTNESS: 1In 2009, | believe the

instruction was that if you have a reading
that doesn't match your synptons, you need
to confirm The further instructions were
bef ore maki ng i nsulin-dosing decisions, you
had to confirm | don't believe that they
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when deci di ng whether to performa fingerstick?
MR, CARRQZZA: (bjection to form
THE WTNESS: The instruction that

they were given was if your synptons do not

mat ch the readi ng, you should performa

confirmatory fingerstick. |If you're about

to nake an insulin-dosing decision, you
have to nmake use -- confirma fingerstick
to nake that dosing deci sion.

BY MR MASON:

Q And what -- in 2009, what m ght |ead
a patient to want to performa dosing decision
based on CGM data?

A. Well, in Type 1ls, they typically
dose before a neal or may dose if they
determ ne that they are -- or not dose if they
have synptons of hypogl ycem a.

Q Wul d you expect PWDs in 2009 to
make deci sions on whether to performa
fingerstick based on trends reflected in CGM

dat a?
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nmentioned a trend.
BY MR MASON:
Q Ckay. In your opinion, in 2009,
would PWADs rely on glucose trends froma CGM

2 ESQUIRE

800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com

10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 02
10: 03
10: 03
10: 03
10: 03
10: 03
10: 03
10: 03
10: 03
10: 03
10: 03
10: 03
10: 04
10: 04



© 00 N o o B~ W DN PP

N DD D N NDMNDN P P P PP PP PR R
a b W N B O © 0 N OO0 O M WO N B O

the CGM data was readi ng a bl ood glucose of 80
but you were having synptons of hypogl ycem a,
you woul d be required to do a fingerstick.

Q Ckay. How about if the -- strike
that. Maybe 1'Il offer a different question.

|f the CGMV data were trending
rapi dly downward, would that notivate a PW in
2009 to performa fingerstick?
A. Per haps, yeah
Q And i f -- okay.
Could I have you turn to
paragraph -- are you on paragraph 81? Look at
that. You're there already.

A Uh- huh

Q I n paragraph 81, you also note that
CGvs were only approved for adjunctive use in
20097

A That is accurate.

Q And does that nean that the FDA did
not approve CGWs to be used as the sole basis
for insulin-dosing decisions?

A That's accurate,

Q s it accurate that the FDA did
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A Not necessarily.
Maybe | can give you an exanple. If
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approve CGvs to be used for insulin-dosing
decisions so long as it was in conjunction with

SMBG neasur enent s?

A. |'"'mnot sure that it said it |ike
t hat . |'d have to look at it.
Q s it your recollection that the FDA

did approve CGWws to be used for insulin-dosing
deci sions so long as they were used in
conjunction wth SMBG neasurenents?
MR, CARROZZA: (bjection to form
THE WTNESS: | don't recall that.
| woul d have to | ook.
BY MR MASON

Q Look, yeah.

A. You know, our instructions to the
patients were to use fingersticks for insulin
dosi ng.

Q But you'd have to | ook at the FDA
| anguage before offering an opinion to say

specifically what was all owed?

A. Well, you asked ne if | recall that
was what the FDA said. 1'd have to --
Q No, that's fair.

MR, CARRQZZA: We've been going for

alittle over an hour, if you're thinking
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about a break.
MR MASON: Yeah. Yeah, no. |I'm
just seeing if | have any nore questions.
Yeah, | think we can take a break
ri ght now.
(Recess had.)
BY MR MASON

Q Are you ready to resune your
deposition, Dr. Wight?

A. | am ready.

Q Al right. And while we were on
break, did you discuss the substance of your
testimony with M. Carrozza?

A | did not.

Q Ckay. Do you recall earlier talking
about CGM only being approved for Type 1
di abetes in 2009?

A. In 2009, Type 1 diabetes -- patients
with Type 1 di abetes were nost commonly using
CcGv

Q Ckay. And was -- strike that.
Were CGWs -- strike that.
And why was it nost -- strike that.

Wiy were CGVs nbst commonly used to

treat Type 1 diabetes in 20097
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A. So in 2009, Type 1 diabetes were all
treated with insulin. CGM devices in 2009 were

used for patients with insulin-requiring
di abetes, and Type 1 patients all required
i nsul in.

Q And is that in contrast to Type 2
PWDs ?

A. |"msorry. | don't understand the
questi on.

Q Yeah, that was a poor question

So why were CGvs not as commonly
used to treat Type 2 diabetes in 20097
A That's a good questi on.
| nasnuch as there were -- not all

patients with Type 2 di abetes required

insulin --

Q Ckay.

A. -- in 2009. WMany patients with
Type 2 diabetes only -- if they were taking

insulin, were only taking basal insulin. And

it was not felt that they required CGMto help

manage their di abetes.

Q And when you say basal insulin, do

you nmean just take it at one or two specific

times in the day?
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Was there any particul ar reason that
|l ed you to begin working with CGM devices in
that 2015/ 2016 tinme period?

A There were a nunber of reasons.
One, the patients wwth Type 2 diabetes did take
insulin. Patients with Type 2 diabetes did
t ake ot her nedications that could cause themto
be hypogl ycemc. And many patients with Type 2
di abet es who may have been taking insulin were
not always aware that they were hypogl ycemc

because it could occur overnight.
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A Basal insulin is typically taken
once a day.
Q And when did you start working with
patients on use of CGM devi ces?
A. When did | start working with
patients?
Q MM hmm
A. | don't recall the exact date.
Bet ween 2015, 2016.
Q And was that in relation to your
wor k on GPI R?
A The work on the GPIR cane subsequent
to that.
Q (kay. And have you -- strike that.
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after that work, you began working on GPIR with
Abbot t ?

A Yes.

Q Ckay. And what led to the GPIR
wor k?

A Well, the d ucose Patterns |nsight
Report was a report -- is a report to help

clinicians who are not famliar with the
standard report of glucose -- it's called the
AGP, or anbul atory glucose profile -- to help
give thema way to quickly review the report
and make safe, effective treatnent decisions.
Q Did you work with Dr. Howard
Wl pert, WO L-P-E-R-T, in relation to this
GPl R wor k?

A Yes, we did.

Q Ckay. Wio is Dr. Wl pert?

A Dr. Wil pert is an endocrinologist in
Bost on.

Q Have you worked with himregularly?

A | wouldn't say regularly, but we

have wor ked t oget her.
Q | s he know edgeabl e about CGAW?
A Yes, he is.
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Q Ckay. And then you said shortly
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Q | s he knowl edgeabl e about the use of
CGM data for di abetes managenent ?
A. Yes, he is.
Q Are you famliar with the Juvenile
Di abet es Research Foundati on?
A | amfamliar with it.
Q And can we refer to that as JDRF?
A Yes, we can.
Q Al'l right. Thank you.
What is JDRF?
A. You've just said it's the Juvenile
Di abet es Research Foundati on.
Q Was JDRF responsible for key
research on CGM technol ogy?
A It's one of the organizations, yes.
Q Ckay. \What are sone ot her
organi zations that are sort of at the center of
t he CGM t echnol ogy devel opnent ?
MR. CARROQZZA: (bjection to form
THE WTNESS: Well, the Type 1
Di abet es Exchange does do some work with
CGV nore in deploynent of CGVM how to use
it.
BY MR MASON:
Q Have you heard of the
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Sensor - Augnent ed Punp Therapy for AlC

Reduction, al so known as STAR studi es?

A. I'mfamliar wth sensor-augnmented
punp. |'mnot famliar with the specific
st udy.

Q Ckay. Are you famliar wth the
I ndian Institute of Science at Bangal ore?

A. The -- which one?

Q Sorry. | was -- yeah, I'll state

t hat agai n.
Are you famliar with the Indian
Institute of Science (Bangal ore)?
A. |"'mnot famliar with that nane.
may know the researchers there, but | don't

recogni ze the nanme of the institute.

Q Ckay. Are you famliar wth the
Uni versity of Padova, P-A-D O V-A?

A. Not specifically.

Q Do you know whet her the University

of Padova was engaged in CGM research before

20097

A | do not know.
Q Ckay. Could | have you turn to
par agraph 84 of your declaration. |Is

paragraph 84 the first paragraph in a section
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that's been headered "Historical Reports"?

A Yes, it is.

Q Ckay. And did you choose that term
hi storical reports, as a section header because
it had a well-understood neaning in the art in
20097

A. Yes.

Q Okay. What was the wel |l -understood
meaning in the art of historical reports in
20097

A. Well, as in the CareLink system you
downl oaded data and you produced a historical
report that was sort of a retrospective view of
assim | ated, organized, analyzed dat a.

Q Yeah. And I mght -- mght have --
| asked ny question uncarefully.

But so ny question is: |Is the term
hi storical reports in 2009, was that a
wel | -understood termof art in the field of
di abetes care?

A | woul d think so.

Q kay. So historical reports --
strike that.

s it your testinony today, then,

that the termhistorical reports would have had
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a precise definition to any di abetes nmanagenent
clinician in 20097
MR. CARROQZZA: (bjection to form
Asked and answer ed.
THE WTNESS: |'mnot sure what you
nmean by a precise definition. People who
were in the field understood histori cal
reports to nmean reports that reflect
hi story.
BY MR MASON:

Q And by reports, do you just nean
presentati on of CGM dat a?

A. No.

Q Was historical reports a termthat

you used in your publications in 2009?

A VWi ch publication are you referring
to?

Q Ch, I"'mjust asking if you had
publications -- |'mjust asking generally,
yeah.

So maybe a better question would
be -- ny question is: D dyou use the term

hi storical reports in any publications prior to
20097
MR. CARRQZZA: (bjection to form
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THE W TNESS: Prior to 2009?
BY MR MASON:

Q Yeah.
A | really can't recall all of the
words that | used. | have an understandi ng of

what historical report neans and neant to ne.

Q Yeah. And do you specifically
recall using the termhistorical reports in
20097

A. | can't recall specifically in a
publication. [If you show ne a publication, I
can tell you if | used it; but I've got a
nunber of publications.

Q Aside fromthe exhibits describing
t he Paradi gm system are you aware of any usage
of the termhistorical reports?

MR, CARROQZZA: (bjection to form
THE WTNESS: For ny decl arati on,
revi ewed, obviously, the Paradi gmand the

CareLink reports; and that's where ny

reference to historical reports cones from
BY MR MASON.

Q Ckay. And are you aware of any
usage of that termhistorical reports outside

Exhi bit 1011 in this proceedi ng?
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A. | can't tell you that truthfully
that | can recall if |'ve ever seen that --
those terns used in other publications.

Q Can you recall ever specifically
using that termhistorical reports in -- in
conmuni cations with other clinicians prior to
20207

MR. CARRQZZA: (bj ecti on.

THE WTNESS: Prior to 20207?

MR, CARROZZA: (bjection to form
THE WTNESS: Certainly.

BY MR MASON.

Q Ckay. Wen do you recall
specifically using that term historical
reports?

A Well, for instance, the -- 2016,

when we did the study with the blinded CGV or
the PRO, at the end of the wear period, you get
a historical report.

Q kay. And Abbott referred to its
data as being presented in a "historical
report"?

MR. CARRQZZA: (bjection to form
THE WTNESS: | don't recall. Can

you ask that question again?
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BY MR MASON

Q Yeah. | just -- I'mtrying to
understand. My questions here are just getting
at the specific term--

A. Hi storical report.

Q -- historical report as opposed to
sonething el se that you m ght understand is
enconpassed by historical report.

So nmy questionis -- I'll cone back
toit: In 2016, is it your testinony that you
can recall specifically using that term
hi storical report?

A. | don't recall specifically using
the term but | would have used that in the
context of a PRO where you get a report that
reflects the history there in a historical
report.

Q Ckay. And so a historical report,
in your mnd, was a presentation of historical
dat a?

A You know - -

MR, CARRQZZA: (bjection. Asked and

answer ed that exact question.

THE WTNESS: | woul d suggest that

the presentation of the data in a report,
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t he data has been then organi zed,

sumari zed, and anal yzed to devel op the

information that cones out of the report.
BY MR MASON.

Q In 2009, was it inportant for PWDs
to understand how their daily choices were
I npacting blood glucose | evel s?

A. Yes.

Q kay. And in 2009, was it known
that it was hel pful to understand the inpact
of , say, a neal on blood glucose |evels?

MR. CARROQZZA: (bjection to form
THE W TNESS. Yes.
BY MR MASON:

Q And in 2009, was it known that it
was hel pful to understand the inpact of
exerci se on bl ood gl ucose | evel s?

A. Yes.

Q And in 2009, was it known that it
was hel pful to understand bl ood sugar | evels
overni ght for a PWD?

A Yes.

Q Wul d you ever instruct patients to
use BGM -- strike that.

Wul d you ever instruct patients to
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perform fingersticks throughout the night?

A We have done that before, yes.

Q Ckay. |In 2009, did you instruct
patients to use BGM t hroughout the night?

A | did not in 2009. One exception.
If -- and | wouldn't instruct the patient. |
woul d instruct the famly nenber. |If the
patient becane seized or had sone problem
during the night and they had taken insulin
previously, they would be instructed to take a
bl ood sugar after they called for energency.

Q Ckay. That nmkes sense, yeah

And just to be -- just to nmake sure

| understand, that explanation you were
providing is just that anytine there was an
event --

A An event.

Q -- an energency event, you woul d
recomend taking a BGM neasurenent, regardl ess

of the time of day --

A Correct.

Q -- or night?

A. O night, correct.

Q Do you know i f Abbott had a CGM

device in 2009?
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anything even relevant to this proceedi ng.

THE WTNESS: | don't recall.
BY MR MASON:

Q Do you recall offering testinony on
the capabilities of DexCom and Medtronic
devices in the 2009 to 2016 tine frane?

MR. CARROQZZA: (bjection to form
THE W TNESS: Where are you

referring to in ny declaration?
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A The Abbott Navi gator.
Q Are you famliar with that device?
A. Overview of the device, it was used
primarily in the UK It was used a bit in the
U. S.
Q Did the Abbott Navi gator display
trend graphs on its receiver device?
A. | couldn't tell you specifically
right here or recall.
Q And did the Abbott Navi gator
backfill data fromthe sensor to a receiver
devi ce?
MR. CARROQZZA: (bjection to form
Asked and answered. Beyond the scope of
his declaration. Again, the scope of
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BY MR MASON:

Q | f you | ook at paragraph 95, sir.

A 95.

Q And if we | ook at paragraph 95, is
that a section that you have headered "Data
Gaps" ?

A Yes, | did.

Q And that section ends with

paragraph 110, correct?
A Yes, it does.
Q And in these paragraphs, do you
di scuss your opinions that DexCom s earlier
systens did not provide data gaps?
MR, CARRQZZA: (bj ecti on.
BY MR MASON
Q Strike that. Maybe |I'lIl ask a
di fferent question.
| s there any reason that you did not
di scuss the Abbott devices in these

par agraphs 95 t hrough 1107

A. Permt nme to read them agai n.
Q Yes.
MR. CARROQZZA: |'mgoing to object

to the formof the question.

THE WTNESS: Ckay. Now, your
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di scuss any Abbott device in paragraphs 95 to

1107?

A. | was just giving exanpl es.

Q Ckay. Can | have you turn to
paragraph 126, Dr. Wight?

A Ckay.

Q And i n paragraph 126, do you opine
on the types of problens facing those skilled
in the art?

A Yes.

Q Okay. And this is in the context of
a POSITA, correct? |If we |look at the section

header prior to paragraph 122, it's the --

under the section "Person of Ordinary Skill in
the Art"?

A. Right. Yes, it is.

Q Now, turning -- and | ooking at

paragraph 126, is it your testinony that one
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guestion again was?
BY MR MASON
Q Yeah.
In those paragraphs 95 to 110, do
you di scuss any Abbott devices?
A | do not.
Q |s there a reason you did not
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known problemto POSI TAs was "adverse
conditions that interrupt the operation of CGW
and result in data gaps appearing on the CGMV
display in place of glucose val ues"?

A. Yes.

Q And is it your opinion that this is
one of the problens that a POSI TA would want to
sol ve?

MR. CARRQZZA: (bjection to form
THE WTNESS: | don't -- | think in
this context, this is certainly sonething

t hat woul d need to be consi dered.

BY MR MASON

Q kay. Could I have you turn to
par agraph 151 of your declaration?

A Ckay.

Q And then in paragraph 151, you

provide a graph fromthe Paradi gm Exhibit 10117

A. Yes.

Q Ckay. And does that graph conpare
CGM gl ucose data with gl ucose neasurenents
usi ng ot her technol ogi es?

A | believe this graph from Chapter 7
IS a representative exanple of continuous

sensor tracing versus reference bl ood gl ucose
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to nention for the record that second one

Is colored, but we printed it

bl ack- and-whi te.

MR. MASON:  Oh.
MR, CARROQZZA: He's | ooking at

bl ack- and-whi t e.

MR MASON. Ckay. Fair enough.
BY MR MASON

Q Is it fair to say that what's in
paragraph 154 is a reproduction of that sane
graph that's shown in paragraph 1517

A Yes.

Q Am | correct that in that graph
shown i n paragraph 151, that the solid line is
t he CGM dat a?

A Yes, it is.
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r eadi ngs.
Q And you reproduced that sane graph
wi th annotations in paragraph 152 of your
decl arati on?
A. Yes.
Q And you reproduced that sane graph
I n paragraph 154 of your declaration with
annot ati ons added?
MR. CARROQZZA: Counsel, | just want
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hollow circles in that graph in paragraph 151
are SBGM dat a?

A SMBG?

Q s that -- sorry -- did | say --
yeabh.

A So the closed circles or the dots

represents reference bl ood gl ucose readings.
The solid lines represents the sensor gl ucose
val ues.
(Reporter clarification.)
THE W TNESS: Sensor, the sensor
gl ucose val ues.
BY MR MASON:
Q And what do the |arger holl ow
circles in that graph in 151 represent?
And it mght help you to just | ook
at page 96 of Exhibit 1011.

A Ckay. Page 907

Q Ch, no, I"'msorry, not on your --
thisis -- | think here, you're pulling this
from Exhi bit 1011.

A Ckay.

Q So it may help you | ook at --

A It woul d.
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Q And am | correct that the |arge
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Q -- yeah, page 96 of that.
A Page 90, you said?
Q 96. | think that's what you cite,

to this page 96.
A The open circles on the graph

represent neter calibration readings from--

Q And what do you understand neter
calibration readings to nean?

A Fi ngerstick SMBG calibrations.

Q And there in the graph that's

reproduced i n paragraph 151 of your
decl aration, do the closed circles represent
the reference bl ood glucose readi ngs?

A. The cl osed circles represent
reference bl ood gl ucose readi ngs.

Q Ckay. What is used -- strike that.

What was used to create those

reference bl ood gl ucose readi ngs?

A Typically, they use what's called a
YSI, Yellow Springs Instrunent, blood test to
reproduce that. But they would note that in
t heir manual .

Q Sois it fair that your best
expectation is that those reference val ues

woul d be taken using what you said was YSI?
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A Yel | ow Springs Instrunment, YSI
That's the type of device that neasures bl ood
gl ucose.

Q And that's Yellow, the col or,

Springs | nstrunent?

A (I ndi cating).

Q Ckay, YSI. \What is YSI?

A. It's an anal yzer that is used for
ref erence.

Q And when you say reference, is it
an -- strike that.

s YSI an anal yzer that is used for

reference bl ood gl ucose | evel s?

A Yes.

Q Ckay. |Is a YSI device sonething
that PWDs use at hone?

A They woul d not.

Q Ckay. Wiere is a YSI device used?

A Typically in a | aboratory.

Q So just so that |I make sure
understand what -- everything that's in

paragraph 151's graph, in paragraph 151, that

graph you reproduced, the solid |ine represents

gl ucose neasurenents taken using a CGM is that

correct?
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A Usi ng a CGM sensor, Yyes.
Q And the open circles represent
gl ucose neasurenents taken using a
fingerstick --
A. Yes.
Q -- Is that correct?
Ckay. And is it correct that the
smal |l dots --
A. Sol i d.
Q Yes, thank you

represent bl ood gl ucose readi ngs taken using a

YSI ?

s it accurate that the solid dots

A. YSI reference --
Q Ckay.
A -- anal yzer.

MR MASON:. Can you mark this as
Exhibit 10 -- do you m nd a doubl e-si ded
copy of the exhibit?

THE REPORTER. It's up to you,
counsel. | don't mnd either way.

MR MASON:. Al right. Can | have
you mark this, Jennifer, as Exhibit 10507

(Deposition Exhibit 1050 was nar ked

for identification.)
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BY MR MASON

Q Pl ease | et nme know when you have a
chance to review Exhibit 1050, Dr. Wi ght.

A | briefly reviewed it. |Is there
sone specific area you wish ne to --

Q No. Do you recogni ze Exhibit 10507?

A Yes, | do.

Q Yeah, you do.

And what is Exhibit 10507

A. It's a published paper fromthe
suppl enent of the Journal of Famly Practice
from Decenber of 2015.

Q Ckay. And are you one of two
aut hors on this paper?

A Yes, | am

Q Ckay. And do you recall witing
this paper?

A | do.

Q And do you recall publishing this
paper in 20157

A Yes.

Q kay. O rather, do you recall this
paper bei ng published?

A. Bei ng published. | didn't publish
it, that's correct.
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it conpletely, but it certainly appears to be.
Q | can just give you a couple nore
mnutes to look at it if you want to, just to
make sure that you don't see any issues with
it.
MR, CARROQZZA: (bjection. Form
What issues are you referring to?
BY MR MASON.

Q Just let nme know when you're
fini shed.
A. Ckay. | think I'"mconfident that

this is ny paper.
Q Thank you. Let's see...
MR MASON:. Can | have you nmark this
as Exhibit 10517
(Deposition Exhibit 1051 was mar ked

for identification.)

BY MR MASON:

Q Do you have in front of you
Exhi bit 10517

A Yes, | do.
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Q Ckay. And is this Exhibit 1050 an
accurate copy of that article as it was
publ i shed in 2015?
A It appeared to be. | haven't read
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Q kay. And I'll represent to you
that this is a -- an excerpted graph show ng,
with solid squares, fingerstick readings taken
by a PWD. Do you understand?

MR. CARROQZZA: Hold on, Andy, before
we go further. An excerpt of what? What
are we | ooking at here? And where is this
in his report? What is this in response
to? Howis this even relevant to his
opi ni ons?

MR. MASON: Well, he's opined on the

rel evance of fingersticks to glucose

managenent .
BY MR MASON:

Q So, Dr. Wight, do you see
Exhi bit 10517

A | see it.

Q Ckay. And are you able to

understand the graph presented on Exhibit 1051
and, in particular, the indications of
fingerstick glucose neasurenents indicated by
the solid squares?
MR. CARROQZZA: Hold on before you
answer .

(bj ection to form [|I'mgoing to
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what he's looking at. You're asking himto

appreciate what it is. So l'mgoing to

object to the fact that you haven't
expl ai ned where this is an excerpt f

nunber one.

rom

Nunmber two, this is outside the

scope of his declaration because this

figure is not in M. Goss's declaration,

nor is it in any other reference or

paper

in this proceeding. This is outside the

scope of his direct exam nation -- direct

testinony. Excuse ne.
MR MASON. Ckay. Are you

instructing the witness not to answer?

MR. CARROQZZA: No. | just stated ny
obj ecti ons, because you haven't expl ai ned
what this is from

BY MR MASON:
Q So, Dr. Wight, in your declaration,

have you offered opinions on the val ue of

fingersticks glucose neasurenents as conpared

to CGM gl ucose neasurenents?

A | offered an opinion that for
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nmake a few objections here.
First of all, you haven't expl ai ned
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fingersticks were required for treatnent

deci si ons.
Q Ckay.
A May | ask where this is fronf
Q [''m - -
A | have not seen this before.
Q Yeah, yeah. No, | understand. |

under st and you have not seen this before.

And | will represent to you that
what's shown here is a graph for a single day
depicting, in solid squares, four different
fingerstick neasurenents taken by a -- by a

patient. Do you understand?

A | think | do.
Q Ckay.
(Reporter clarification.)
MR. CARROQZZA: | was just going to

say sanme objections.
BY MR MASON:

Q And do you see on the left hand --
or sorry -- in the Y axis of the graph, it
I ndi cates glucose levels in mlligrans per

deciliter?
A. | see these words, yes.

Q Yeah. |Is that an annotation or is
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that a neasurenent that you understand?

A It is.

Q Ckay. And do you see the tine of
day represented there on the "X" axis?

A Yes, | do.

Q Ckay. And do you understand that
representation indicating tines throughout the
day?

A | do.

Q Okay. And what -- do you see that
first solid square on the | eft-hand side?
A Yes.
Q And what does that solid square tell
you about glucose levels at that tine?
MR. CARROQZZA: (bjection to form
| nconpl ete hypothetical. Inconplete
description of what we're | ooking at.
Qutside the scope of his direct testinony.
Qut si de the scope of this proceeding.
THE WTNESS: | would need to see
the rest of this so that | know what this
Is in context of. It's just a picture with
four blocks on it and a scale, but | don't

have any context for this.
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BY MR MASON
Q Ckay. And do you understand that
those four blocks are -- are fingerstick
readings, as | represent to you today?
MR. CARROQZZA: (bjection to form
BY MR MASON.
Q Each of those -- strike that.
Each of those -- | represent to you
today that each of those four blocks is a
fingerstick reading. Do you understand that?
A. Yes.

MR. CARRQZZA: (bjecti on.

(Reporter clarification.)

MR, CARROQZZA: Your representations
are neaningless. It doesn't nmake this any
rel evant.

BY MR MASON
Q Have you revi ewed graphical data in
simlar format?

MR, CARROZZA: (bjection to form
Vague.

THE WTNESS: In simlar format to?

BY MR MASON
Q To Exhibit 1051.
MR. CARRQZZA: (bjection to form
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THE W TNESS: Wen you say graphi cal
data, please help ne --
BY MR MASON.
Q Yeah. |'msorry. | --
A | want to give you an accurate --
(Reporter clarification.)
THE WTNESS: So | asked what does

he nmean by graphical data. This is a plot.

BY MR MASON:

Q And if | represent to you that the
red square just prior to 9:00 a.m -- strike
t hat .

If | represent to you that the solid
square just prior to 9:00 a.m is a fingerstick
gl ucose readi ng, do you understand that?

MR, CARROQZZA: (bjection to form

THE W TNESS:. Yes.

BY MR MASON

Q And are you able to tell, at |east
roughly, what a person's glucose | evel would be
based on that solid square?

MR. CARRQZZA: (bjection to form

THE WTNESS: Wen you say roughly,

pl ease be nore specific.
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Vague.
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BY MR MASON
Q Ch, yeah, yeah.

Are you able to determ ne a person's
gl ucose |l evel based on if -- if that solid
square represents a fingerstick reading taken
at that tine, are you able to determ ne what
the patient's glucose level is at that tinme?

A | am not.
Q You' re not, okay.

Wul d you understand that first
square to represent a blood glucose | evel of
just under 100 mlligranms per deciliter --

MR, CARROQZZA: (Dbjection.

Specul ati on.
BY MR MASON
Q -- at just prior to 9:00 a.m?

MR. CARROQZZA: (bjection. Calls for

specul ation. Asked and answer ed.

THE W TNESS: Just under 1007
BY MR MASON.

Q MM hnrm

A That's a lot of territory.

Q How woul d you characterize that? |
guess -- well, my question to youis: Is it

your testinony today, then, that you're unable
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get a nunber, not a range. So a fingerstick
woul d not give you just under 100. It would
give you a nunber |ike 95, 90, 92.

| cannot see that on this
representation, which is why | asked for the
broader context so that | could understand what
was being represented here.

Q Yeah. And, you know, wi th that
understanding -- and thank you for that -- with
t hat understandi ng, would you be able to make
treat nent reconmendati ons based on just an
estimte of glucose --

MR, CARRQZZA: (Dbjection.
BY MR MASON

Q -- levels --

MR. CARRQZZA: (bj ecti on.

Specul ati on.

BY MR MASON:

Q -- onthis --
(Reporter clarification.)
BY MR MASON:
Q And with that understandi ng, would
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to anal yze gl ucose | evels based on the
presentation here in Exhibit 10517
A. So typically with a fingerstick, we
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you be able to nmake treatnent recommendati ons
based on what's shown here in this graph?

MR, CARRQZZA: (bjection. Calls for
specul ati on.

MR MASON. Please limt your
objections to formonly, Mke. If | ask,
you can tell nme. But it's formonly at the
PTAB, so let's stop the tal king objections.
Form scope, that's fine. Anything else,
that's beyond the rul es.

MR, CARRQZZA: Andy, you know what's
happeni ng here. You knowthis is -- you
know what's happeni ng.

THE WTNESS: | would not nake a

treat nent decision wthout know ng

precise --
BY MR MASON
Q Val ue?
A -- val ue.
Q kay. And you can set that aside

now. You can set aside 1051.

Turni ng back to your report, you' ve
di scussed in -- and I'mnot actually going to
ask about any specific paragraph right now.

But in your report, do you discuss
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t he DexCom system And then, am| correct that
after that, you discuss FDA approval of the
Medt roni ¢ Par adi gm REAL-Ti ne syst enf

A. kay. I've read it.

Q Do you know when the Paradi gm
REAL-Ti ne system was originally approved by the
FDA?

A. | don't.
Q kay. Do you know the tines of any
suppl enental FDA -- strike that.

Do you know whet her the FDA issued
any suppl enental approvals for the Paradi gm
REAL- Ti ne systen?

A. | do not specifically recall that,
no.

Q Your decl aration di scusses FDA
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t he Paradi gm REAL-Ti ne system and its FDA
approval ?
A. Can you tell nme where?
Q | believe in paragraph -- well,
strike that.
| f you | ook in paragraph 82, |
bel i eve you discuss --
A 827
Q Yeah. | believe you first discuss

2 ESQUIRE

800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com

11
11
11
11
11
11
11
11
11
11:
11
11:
11
11:
11
11
11
11
11
11:
11
11:
11
11:
11

10
10
10
10
10
11
12
12
12
12
12
12
12
12
12
12
12
12
13
13
13
13
13
13
13



© 00 N o o B~ W DN PP

N DD D N NDMNDN P P P PP PP PR R
a b W N B O © 0 N OO0 O M WO N B O

EUGENE E. WRIGHT JR., M.D.
DEXCOM vs ABBOTT DIABETES CARE INC

July 25, 2024

86

approval of the Paradi gm REAL-Ti ne system for
adj unctive use. Do you know if the FDA
approved the Paradi gm REAL-Ti ne system for any

ot her use?

A. It's ny understanding that the
Medtronic still has an adjunctive claim It's
not -- doesn't have a nonadjunctive claim

Q Do you know i f the Paradi gm

REAL- Ti ne system was approved to nake therapy
adj ust nent s?
A. That woul d be nonadjunctive. And to

nmy know edge, it does not have nonadjunctive

approval .
MR. MASON. We've been going for
about an hour. | think we can take a
br eak.
(Recess had.)
MR. MASON: W can go back on the
record.
BY MR MASON:
Q Are you ready to resune your

deposition, Dr. Wight?
A. | am ready.
Q Al right. And when we were on

break, did you discuss the substance of your

2 ESQUIRE

800.211.DEPO (3376)

DEROSITION SOLUTIONS EsquireSolutions.com

11
11
11
11
11
11
11
11
11
11:
11
11:
11
11:
11
11
11

11
11:
11
11:
11
11:
11

13
13
13
13
13
13
14
14
14
14
14
14
14
14
14
14
14

28
28
28
28
28
28
28



© 00 N o o B~ W DN PP

N DD D N NDMNDN P P P PP PP PR R
a b W N B O © 0 N OO0 O M WO N B O

EUGENE E. WRIGHT JR., M.D.
DEXCOM vs ABBOTT DIABETES CARE INC

July 25, 2024

87

testinony wth anyone?
A | did not.
Q Al right. Thank you.

Do you recall earlier discussing how

hypogl ycem a, | think you said, can occur
overni ght ?

A Yes.

Q Ckay. Was it conmon for
hypogl ycem a to occur overnight in diabetes
patients?

A. I n di abetes patients in general or
specific diabetes patients?

Q Ch, yeah. So -- strike that.
That's a fair question.

Is it common -- is hypoglycema a

conmon concern for PWDs?

A Yes.

Q And i s hypogl ycem a overni ght a
comon concern for PWDs?

A. In patients who are taking

nmedi cations that can cause hypoglycema, it is.

Q Wuld it have been inportant --
strike that.
Wuld it be inportant for a PAD to

know i f hypogl ycem a had occurred overni ght?
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A. Yes, it woul d.

Q And was that the case in 2009 as
wel | ?

A Yes.

Q Ckay. What are sone causes of

noct ur nal hypogl ycem a?

A The nost common cause woul d be
soneone who is taking insulin and the insulin
Is acting at a tinme when there is insufficient
substrate and it would -- bl ood sugar woul d
drop overnight. It can also occur with other
nmedi cations that people take for diabetes.

Q kay. So is it -- strike that.

Do | understand correctly, then,
that if -- strike that. | think | understood
what you were sayi ng.

But yeah, ny question is: Wth the
know edge that nocturnal hypoglycem a had
occurred, would a patient be able to adjust
t hose nedi cati ons?

A The patient would be instructed to
confer with their healthcare professional to
make adj ust nents.

Q Were there any ot her causes ot her

than nmedi cation that mght need to -- lead to
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and mss the neal, that could lead to
hypogl ycem a over ni ght.

Q And woul d knowi ng about noct ur nal
hypogl ycem a all ow patients to make deci sions
about whet her and when to ingest al cohol?

A In consultation with a healthcare
prof essional to | ook at the circunstances in
which this occurred would lead to a better
deci si on about what to do.

MR MASON: Dr. Wight, | have no

further questions.
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noct urnal hypogl ycem a?
(Reporter clarification.)
BY MR MASON
Q Lead to nocturnal hypoglycem a?
A. Yes. There's other causes.
Q Ckay. Well, what are sone of those
ot her causes?
A. Al cohol i ngesti on.
Q Does al cohol cause a | owering of
bl ood gl ucose | evel s?
A. It can. It can lead to hypoglycem a
over ni ght .
Q Ckay.
A. M ssed neals. |[If you take insulin
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MR. CARROQZZA: Ckay. Can we have a
short break?
(Lunch recess had.)
EXAM NATI ON
BY MR CARROZZA:

Q Dr. Wight, do you recall M. Mson
aski ng you questions about an Exhibit 10507?

A. | do.

Q And is Exhibit 1050 an article that
you are one of the authors on?

A It is.

Q The title is "Anbul atory G ucose
Profiling." |Is that often abbreviated as AGP?

A It is.

Q Do you have an under st andi ng of what
an AGP is?

A Yes, | do.

Q VWhat is an AGP?

A AGP is the anbul atory gl ucose
profile, and it is a report that is generated
froma large stream of glucose data that is
coll ected over tinme and organi zed, anal yzed,
and displayed in report format.

Q And what sort of data would be
provided in an AGP report?
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A. Typically, we have the -- what's

called the "nodal day," which is nultiple days
of data displayed as if it were in one day. W
have nunber of statistics; such as the glucose
managenent indicator, glycemc variability, the
mean average glucose are just sone of them

And we al so display what are the target ranges,
the highs and the lows, for that particular
period of tinme and that data stream

Q You nentioned glycemc variability.
What does that relate to?

A A ycemc variability is the concept
that bl ood glucose is not static. And it
typically rises and falls both interday and
I ntraday, so inside of one day and then over
mul ti pl e days.

W try to conceptualize that for
patients as that, as your bl ood sugar rises and
falls during the course of a day, you really
want to | ook at that over time to see if there
IS a pattern or a trend that is occurring that
you then can recogni ze as sonet hing that woul d
requi re nmaki ng an adj ust nent.

Q So you used the term"trend" just

now to refer to the AGP report. \Wlat's your
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under standi ng of the word trend in that
cont ext ?

A Well, a trend is that -- on any
gi ven day, a patient with diabetes is not the
same. So we really look for these changes over
time, over nmultiple days, as we make
recomendati ons for treatnent or nmanagenent.

So, for instance, on any given day,

If | eat two cookies, | may have a spike in the
bl ood sugar; and the next day, | don't eat any,
| may not. That will show up as part of ny
variability. But looking at it over tinme, it
may even out.

Q So when you were answering
M. Mason's questions that used the word trend,
was that your understanding of the word trend
I n your answers?

MR. MASON: (Objection. Form
Scope.

THE WTNESS: | used the word trend
with glycemc patterns as | ooking at trends
of data over tine.

BY MR CARROZZA:
Q kay. Switching gears a little bit.

Do you recall --
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If a PWD were using a CGMin the
2009 tinme frane and they have data m ssing such
that there is now a data gap on their CGM
di splay, in what ways woul d that m ssing
i nformati on be useful to the PW for diabetes
managenment - -
MR. MASON. (bjection --
BY MR CARROZZA:
Q -- if any at all?
MR MASON. -- form (bjectionto
form Scope.
THE WTNESS: In 2009, all treatnent
deci sions were based on a fingerstick. So
m ssing data froma CGV woul d be useful to
nme as a healthcare professional, as | said,
with an AGP report so that | could |look to
see if there were periods or points in tine
where there potentially was a problem
(Reporter clarification.)
THE WTNESS: Potentially was a
problem Sorry.
BY MR CARROZZA:
Q Ckay. And let's switch gears
slightly.
Do you recall M. Mason asking you
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questions about a graph that is shown on
page 96 of Exhibit 10117

A 1011 or -- yeah, I'msorry. Wong
one. Page 96, yes.

Q And do you recall M. Mason asking
you questions about the open circles that are
di spl ayed or indicated on the graph on page 967

A. The open circles represent
sel f-nonitored bl ood gl ucose readi ngs that were
used for calibration.

Q And do you see the ones open circle
that -- far to the left, but very near the top
of the graph? It sort of looks like it
corresponds to Day 1 at approximately, maybe,
1600 hours.

MR MASON: (ojection to form
THE WTNESS: | do see that.
BY MR CARROZZA:

Q Do you have any thoughts on why that
one open circle is so far off of the graph
versus all of the other open circles?

MR. MASON: (Objection. Form

THE WTNESS: dinically, when we
see this pattern, it typically represents
some sort of a -- |I'll use the word user
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error, that the patient didn't performthe 12: 35
fingerstick accurately. And there are a 12: 35
nunber of reasons why that m ght happen. 12: 35

BY MR CARROZZA: 12: 35
Q For exanple, like what? 12: 35

A The al cohol doesn't dry on the 12: 35
finger. They stuck -- they didn't wash their 12: 35
hands t horoughly before they perforned the 12: 35
test, which is why we instruct themto do that, 12: 35
to wash their hands thoroughly, use -- allow 12: 35
the alcohol to dry before you do the 12: 35
fingersti ck. 12: 35
Q And so the data point that's shown 12: 35

at about 1600 on page 96 of Exhibit 1011, the 12: 35
open circle, in your opinion, does that appear 12: 35
to be an inaccurate test result? 12:35
MR. MASON: (Objection. Form 12: 35

THE WTNESS: To ne, it appears to 12: 35

be -- if | look at the tinme that it 12: 35
occurred, it would be an after-1lunch; and 12:35

per haps the person didn't wash their hand 12: 35

or sonething. | don't know. But it does 12: 35

not appear to be accurate when | | ook at 12: 35

the YSI. 12: 35

MR. CARROZZA: W have no further 12: 36
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guesti ons.
MR. MASON: | just have one question
on recross.
EXAM NATI ON
BY MR MASON.

Q Dr. Wight, were fingerstick user
errors, as you describe them a known issue in
20097

A Oh, vyes.

Q And woul d those fingerstick user
errors in 2009 |lead to inaccurate glucose
nmeasur enment s?

A On the fingerstick? Yes.

MR. MASON:. That's all | have.
MR. CARRCQZZA: | have one question
on re-redirect.
EXAM NATI ON
BY MR CARROZZA:

Q I n 2009, besides CAGws and
fingerstick neasurenents, were PWDs able to use
any other tools to neasure their glucose
| evel s?

MR. MASON: (Objection. Form

Scope.

THE WTNESS: [ n 2009, other than
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CGM and fingerstick? Wll, if they cane to
the office, we would do a venous bl ood
sanpl e; but no.

MR, CARRQZZA: Ckay. | have no
further questions.

MR MASON: |'mdone. W can go off
t he record.

(O f the record.)

THE REPORTER.  Does anybody want a
rough?

MR. CARROQZZA: 1'll take a rough.

MR. MASON. Sure, yeah. But
ot herwi se, standard delivery is fine.

(Deposition concluded at 12:37 p.m)
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Ambulatory Glucose Profiling

Eugene Wright, Jr., MD; and Sandhya Manivannan, MD

INTRODUCTION

This article introduces ambulatory glucose profiling, an
evolving approach to monitoring blood glucose. The concept
of ambulatory monitoring of glucose data is analogous to
ambulatory monitoring of heart rate and rhythm using Holter
monitoring or ambulatory monitoring of blood pressure to
determine when and what changes to prescribed therapy are
necessary. A benefit of ambulatory glucose profiling is that
it aggregates large amounts of glucose monitoring data so
that variations in blood glucose can be easily identified. The
scope of this article is limited and does not include discus-
sion of how integrating ambulatory glucose profiling can be
integrated into clinical practice.

Current measures of blood glucose

Diabetes management is essentially a balancing act between
maintenance of good glycemic control to reduce the risk of
complications, particularly end organ damage and avoidance
of severe hypoglycemia.! In most patients with diabetes mel-
litus, however, glycemic control remains suboptimal despite
pharmacological advances and technological advances in
insulin delivery devices and glucose monitoring.** A major
factor in poor glycemic control is lack of adherence to pre-
scribed therapeutic agents, most especially insulin, due in
part to fear of hypoglycemia ?*¢
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To further complicate matters, there is growing evidence
that glycemic variability—fluctuations in the blood glucose
level—may contribute to the development and progression
of micro- and macrovascular disease in individuals with dia-
betes, including an association with increased carotid intima
media thickening.” In the Diabetes Control and Comiplica-
tions Trial, risk of retinopathy progression was significantly
greater among conventionally treated vs intensively treated
patients, despite comparable glycated hemoglobin Alc
(HbA1c) —a finding potentially due to the greater freqliency
and magnitude of glycemic excursions in conventionally
treated patients.? It is thought that glycemic variability causes
an overproduction of potentially harmful reactive oxygen
species and increased oxidative stress resulting in wors-
ened endothelial function and damaged mitochondria and
genomic DNA.'"" Evidence also indicates that glycemic vari-
ability is a strong predictor of hypoglycemia, correlates with
poor glycemic control, and is predictive of patient satisfac-
tion with an intensive insulin regimen.?'*** These observa-
tions make a compelling argument for glycemic variability as
an important measure of glycemic control, and its minimiza-
tion as an important treatment goal.

HbAlc is considered the gold standard indicator of
glycemic control in diabetes management due to its dem-
onstrated correlation with the incidence of micro- and
macrovascular complications. However, HbAlc reflects
mean blood glucose over 8 to 12 weeks, and cannot charac-
terize diurnal glucose patterns which are essential for safe
and effective adjustment of glucose-lowering therapy and
the avoidance of glucose variability—most notably, extremes
ofhypo- and hyperglycemia.'*'* For decades, self-monitoring
of blood glucose (SMBG) has been the standard measure of
glycemic control to guide day-to-day adjustment of therapy.
Limitations of SMBG include underreporting (omission
of undesirable values), over-reporting (addition of values
within target), imprecise reporting, lack of overnight glucose
readings, and its episodic nature, all of which result in missed
significant hypo- and hyperglycemic events.!

The advent of continuous glucose monitoring (CGM)
allows for the collection of continuous glucose data via a sen-
sor (<5 mm in diameter) placed beneath the skin on the abdo-
men or arm that takes a reading at set intervals (eg, every 1to 5
minutes) and can be used for 3 to 7 days at a time.'* CGM can
provide real-time feedback on current glucose levels as well as






retrospective data that provides a more accurate view of glu-
cose patterns over a given time period compared with SMBG."
A number of studies, including 2 meta-analyses, have dem-
onstrated the efficacy of CGM in improving glycemic control
(including reduced HbAlc) and reducing hypoglycemia.'”*

Despite its benefits, CGM is currently used in diabetes
management in only a small percentage of patients with type
1 diabetes (3% among young patients with T1D [<25 years
old], and 14% among 26 to 49 year old patients with T1D)
and a negligible number with type 2 diabetes.® While unde-
rutilization may be partially attributed to limited reimburse-
ment and patients’ perceptions regarding the complexity and
inconvenience of GGM, barriers to clinicians’ incorporating
CGM into their practice are another key factor.’® Chief among
these is the daunting time investment required to become
proficient at managing and interpreting the CGM data.'t
There are currently 3 commercial CGM device manufactur-
ers, each requiring its own proprietary software to download
and analyze CGM data and create reports, with a myriad
of reporting options and no standardization among them
regarding report output.'t

Ambulatory glucose profiling

Given the demonstrated benefits of CGM, there is a need for
standardization of blood glucose data analysis and presenta-
tion in a straightforward and intuitive manner in order to con-
vert the data derived from CGM into actionable information.>"
This process can be accomplished with the ambulatory glucose
profile (AGP). The AGP is produced by a data-analysis software
program that aggregates CGM data from several days or weeks
to statistically and visually characterize glycemic exposure, vari-
ability, stability, and time in target range (TIR), thus enabling
clinicians and patients to discern patterns of glycemic variation
and unrecognized hypoglycemia and make pharmacologic and
lifestyle adjustments accordingly (FIGURE 1).**'

The AGP operates on the principle that in the manage-
ment of diabetes, more glucose data is better than less when it
is presented in a format that can be easily and readily action-
able as it provides a more accurate picture about what and
where therapy should be adjusted. The AGP program, devel-
oped by Mazze et al, in collaboration with the International
Diabetes Center in Minneapolis, Minnesota, is a non-propri-
etary open-source program licensed to device manufactur-
ers for inclusion in their software packages that can read data
from any CGM device, regardless of the manufacturer, as well
as SMBG monitor downloads."* It is recommended that 14
days of CGM data be collected for an accurate, comprehen-
sive analysis of key glucose metrics by AGP.2

The AGP provides unique insights into several areas
regarding diabetes pathophysiology and management that

are not available with HbAlc: (1) the glucose perturbations
that underlie the diagnosis of diabetes; (2} the underlying
dysglycemia as a basis for selection and/or initiation of tar-
geted therapy; and (3) whether current therapy is efficacious
and, if not, what therapeutic or behavioral approach would
likely provide better control. Consequently, AGP provides a
better basis than HbAlc for decision-making regarding the
dosage and timing of therapies in individual patients. AGP
has been used in clinical trials in conjunction with CGM to
characterize the impact of medications on the diurnal glu-
cose profile.** In clinical practice in the United States, AGP

-is being used in some centers to assist in glycemic control.

An important component of AGP is the standardiza-
tion of clinical terms and key metrics that was developed
with input from an expert panel of US diabetes specialists.>™
These terms and metrics include:?

1. Default blood glucose target range: 70-180 mg/dL

2. TIR (expressed as percentage of readings in range and
hours per day in range)

3. Glucose exposure (expressed as mean glucose of all
readings, and estimated HbAlc based on average glu-
cose and area under the median curve)

4, Glycemic variability (expressed as standard devia-
tion {SD], coefficient of variation, and interquartile
range [IQR])

5. Hypoglycemia: <70 mg/dL, <60 mg/dL, and
<50 mg/dL corresponding to low, very low, or danger-
ously low glucose levels, respectively

6. Hyperglycemia: >180 mg/dL, >250 mg/dL, and
>400 mg/dL corresponding to high, very high, or dan-
gerously high glucose levels, respectively

7. Estimated HbAlc is based on the mean glucose for
the period under investigation.*

*Since the formula for the estimated HbAlc uses all of the captured glucose values,
whien subjects have a significant number of glucose values in the hypoglycemic range,
the estimated HbAlc will be lower than the measured laboratory HbAIc value.

The default page of the software program is the “dash-
board,” which presents the most relevant graphical and statis-
tical information to facilitate rapid assessment of the patient’s
glycemic condition so that the provider can make timely clini-
cal decisions. The patient can view the dashboard simulta-
neously with the provider, when possible, so that the patient
can provide relevant insights and feedback.? The dashboard is
composed of 3 parts: (1) statistical summary, (2) visual display,
and (3) daily views. The statistical summary includes glucose
exposure (average glucose and estimated HbAlc based on col-
lected data), glucose variability (total SD and IQR of collected
data), glucose ranges (percentages of values in target range;
low, very low, and dangerously low; and high, very high, and
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Figure 1a and 1b. The ambulatory glucose profile (AGP) operates
on the principle that in the management of diabetes, more glucose
data is better than less when it is presented in a format that can
be easily and readily actionable. The AGP aggregates glucose
data over multiple days to help the patient and providers discern
patterns of glycemic variation and unrecognized hypoglycemia.
The AGP can take data from several sources to include SMBG
monitor downloads to CGM glucose data.

Figure 1a: Daily AGP reports over a 6-day period.

Figure 1b: AGP report that aggregates 14 days of daily AGP
reports over a 24-hour period displayed by time to show the
spread of glucose values within each time interval. The dark blue
line is the median curve (50th percentile) and shows the median
glucose value for each time point. The darker blue shaded area
represents the interquartile range (IQR). The light blue shaded area
represents the outlier values (lowest and highest 10%).

Images courtesy of Dr. Roger Mazze.

S46

dangerously high ranges), and data sufficiency (average num-
ber of tests per day upon which the data were generated).2 An
expanded statistical view can be accessed with one click that
provides more detailed data regarding these variables.

The visual display section of the AGP dashboard presents
a modal day (standard or average day) that is derived by col-
lapsing and plotting according to time (without regard to date)
all data collected over multiple days as if they occurred over
24 hours. This is displayed as smoothed curves representing
the median (50th), 25th to 75th frequency percentile, and 10th
to 90th frequency percentile (FIGURE 1B). The median curve
is a representation of glucose stability, while the 25th to 75th
percentile curve defines the IQR, representing glucose vari-
ability, and the 10th to 90th percentile curve tracks glucose
excursions." One can easily see the times of day when glucose
is most consistently high or low, when the greatest variability
occurs, and the magnitude of that variability. For example, the
10th to 90th percentile curve crossing 70 mg/dL or lower at a
given time of day indicates a moderate risk of hypoglycemia
at that time since 10% of values fall in that range, while the
25th to 75th percentile curve crossing that threshold indicates
a greater risk since 25% of values fall into the hypoglycemia
range at that time.”

The daily view section of the AGP dashboard consists
of a calendar of thumbnail AGPs (target range and median
line) of the 24-hour pattern for each day included in the
overall profile. This simplifies comparison of patterns on
specific days (eg, weekday vs weekend) and facilitates
conversations with patients to discern circumstances that
might be contributing to glucose variability or excursions.?

Obviously, information about the patient’s treatment regi-
men, adherence, and food intake must be considered in con-
junction with the AGP. Currently, the clinician can add such
information on the AGP modal day graphic at a clinic visit.?

The AGP provides insight into glycemic variability and
hypo- and hyperglycemic excursions that are not possible
based solely on HbAlc. In FIGURES 2A and 2B, two subjects have
similar HbAlc values (7.4% and 7.8%), but very different daily
glycemic patterns. In fact, the patient with the HbAlc of 7.4%
haspoorerglycemic controlin terms of markedly greater blood
glucose variability throughout the day, instances of hypogly-
cemia midday, with several glucose excursions well above
250 mg/dL. The patient with the HbA1c of 7.8% has much less
glycemic variability, fewer hyperglycemic excursions above
250 mg/dL, and no instances of hypoglycemia.

CONCLUSION

Glycemic variability is increasingly recognized as an impor-
tant measure of glycemic control, and its minimization an
important treatment goal. CGM provides a comprehensive
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Figure 2a and b. Two patients with similar HbA1c values, but very different
daily glycemic patterns.

Figure 2a: Patient with a slightly lower HbA1c has poorer glycemic control
in terms of markedly greater blood glucose variability throughout the day,
instances of hypoglycemia midday, and several glucose excursions

well above 250 mg/dL throughout the day.

Figure 2b: The patient has a slightly higher HbA1c, but much less glyce-
mic variability, fewer hyperglycemic excursions above 250 mg/dL, and no
instances of hypoglycemia.

Images courtesy of Dr. Roger Mazze.

view of a patient’s glucose levels. However, the amount of data
generated can become unmanageable, and there is no stan-

dardization among the 3 CGM manufacturers regarding soft- o
ware or report output. Ambulatory glucose profile (AGP) is a ”
data-analysis software program that facilitates the aggregation '
of CGM data into actionable information by statistically and 5
visually characterizing glycemic exposure, variability, stabil-
ity, and time in target range. This allows easier discernment of -
glycemic patterns to inform decisions regarding pharmaco-
logic and lifestyle management. ®
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 1              (Witness sworn.)

 2             EUGENE E. WRIGHT JR., M.D.,

 3   called as a witness, having been first duly

 4   sworn, was examined and testified as follows:

 5                     EXAMINATION

 6   BY MR. MASON:

 7        Q.    Good morning, Dr. Wright.

 8              Can you please state your name for

 9   the record.

10        A.    Yes.  My name is Eugene Edward

11   Wright, Jr.

12        Q.    And what is your current occupation?

13        A.    I'm currently a consulting

14   associate, Department of Medicine at Duke

15   University Medical Center.  And I serve as the

16   medical director for performance improvement at

17   the South Piedmont Area Health Education Center

18   in Charlotte, North Carolina.

19        Q.    Great.

20              And how long have you been employed

21   at Duke?

22        A.    I'm currently not employed at Duke.

23   I was employed at Duke between 1995 and 2000.

24        Q.    Oh, okay.  Have you been deposed

25   before?
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 1        A.    Yes, I have.

 2        Q.    Okay.  Roughly, how many times, if

 3   you can remember?

 4        A.    Well, the one I remember most is the

 5   one recently, January of 2023.

 6        Q.    Okay.  And have you been deposed

 7   more than five times?

 8        A.    I don't think so.

 9        Q.    You don't think so, okay.

10              And do you feel comfortable with the

11   deposition process?  That's a loaded question.

12              Do you feel that you understand the

13   deposition process?

14        A.    I believe I do.

15        Q.    Okay.  And, you know, I think maybe

16   as counsel has told you, I'll be asking

17   questions.  He might have some objections; but

18   if he objects, you still have to answer the

19   question.  Do you understand that?

20        A.    I understand.

21        Q.    Yeah.

22              And then do you agree to testify

23   truthfully today?

24        A.    I do.

25        Q.    You do, okay.

0007

 1              And is there anything that would

 2   prevent you from testifying truthfully today,

 3   like medications or anything else?

 4        A.    No.

 5        Q.    Okay.  Do you agree to testify

 6   accurately today?

 7        A.    Accurately, yes.

 8        Q.    Okay.  Is there anything that would

 9   prevent you from providing accurate testimony

10   today?

11        A.    No.

12        Q.    Okay, great.

13              And do you understand that the rules

14   of the United States Patent and

15   Trademark Office forbid you to talk to counsel

16   on breaks about the substance of your testimony

17   here today?

18        A.    I understand.

19        Q.    Okay.  And do you agree to follow

20   those rules?

21        A.    I do.

22        Q.    Excellent.

23              I see that you have a binder right

24   in front of you there.  What is in that binder?

25        A.    (Indicating).

0008

 1        Q.    Oh, yeah.  I'm sorry.

 2              MR. CARROZZA:  Could you read it?

 3   BY MR. MASON:

 4        Q.    This is tough.  Yeah, yeah, no.  So

 5   you're holding it up.

 6              But just for the reporter, yeah, if

 7   you can just tell me what's inside that binder.

 8        A.    This is a copy of my declaration.

 9        Q.    Okay.  And is that Exhibit 2013?

10        A.    That is accurate.

11        Q.    Okay, great.

12              And then do you also have a copy of

13   your CV, Exhibit 2014, in that binder?

14        A.    Yes, I do.

15        Q.    Okay, excellent.  Thank you.

16              And then to your left here, do you

17   have a stack of binders that includes all of

18   the exhibits that you considered in preparing

19   your declaration?

20              MR. CARROZZA:  And just to clarify,

21        counsel, they're not all exhibits.  Some

22        are documents like papers from the parties.

23              MR. MASON:  Okay, excellent.

24              (Reporter clarification.)

25              MR. CARROZZA:  Papers from the

0009

 1        parties.

 2              MR. MASON:  And I'll ask him about

 3        those.

 4              THE WITNESS:  Yes, I believe they

 5        are.

 6   BY MR. MASON:

 7        Q.    Yeah, okay.  Can I see that real

 8   quick?  Thank you, sir.

 9              And do these binders also include a

10   copy of DexCom's Petition for Inter Partes

11   Review of U.S. PN 11,298,056?

12        A.    U.S. PN 11,298,056, yes.

13        Q.    Thank you.

14              And do they also contain a copy of

15   Abbott's Patent Owner's Preliminary Response

16   (POPR)?

17        A.    Yes, they do.

18        Q.    Excellent.

19              And does Tab 3, do they also include

20   a copy of DexCom's Reply to Abbott's POPR?

21        A.    Yes.

22        Q.    Excellent.

23              And then do they also include, as

24   Tab No. 4, Abbott's Surreply ISO in Support of

25   POPR?
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 1        A.    Yes.

 2        Q.    And then finally, as Tab No. 5, do

 3   they also include Decision Granting Institution

 4   of Inter Partes Review?

 5        A.    Yes.

 6        Q.    Okay, great.

 7              And you see there that that

 8   institution decision you were just looking at,

 9   that lists on its face Patent No. 11,298,056;

10   is that correct?

11        A.    11,298,056 B2.

12        Q.    Oh, yeah, yeah.  The B2 is something

13   that they add on to that.  I asked you to be

14   accurate.

15              So can we agree to refer to that

16   Patent No. 11,298,056 B2 as the '056 patent

17   today?

18        A.    Yes.

19        Q.    And you understand that's been

20   submitted as Exhibit 1001 in this proceeding?

21        A.    Yes.

22              MR. MASON:  Tell me if you need me

23        to slow down.

24              THE REPORTER:  Yes, you do.  Thank

25        you.
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 1              MR. MASON:  I'm sorry.

 2   BY MR. MASON:

 3        Q.    And you can tell me, too,

 4   Dr. Wright, if you need me to slow down.

 5        A.    Excuse me.  One question.  You

 6   said -- what is the -- Exhibit 1001 is under

 7   Tab 6.

 8        Q.    Oh, yeah, it's under Tab 6.  But is

 9   that the '056 patent --

10        A.    Yes --

11        Q.    -- that we discussed?

12        A.    -- the '056 B2.

13        Q.    Oh, yeah.  And then in its lower

14   right-hand corner, it's got the exhibit

15   marker --

16        A.    Gotcha.

17        Q.    -- 1001.  All right.

18              And if I could have you just look at

19   your declaration, which is Exhibit 2013,

20   correct?

21        A.    I'm sorry.  The question?

22        Q.    Oh, yeah.  My question is -- yeah --

23   looking at Exhibit 2013, is that your signature

24   on the last page of the declaration -- prior to

25   the appendix?
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 1        A.    Yes, that is.

 2        Q.    All right, great.

 3              And did you read your declaration

 4   carefully before signing it?

 5        A.    Oh, yes, I did.

 6        Q.    You did, great.

 7              And did you review it again in

 8   preparing for this deposition?

 9        A.    Yes, I have.

10        Q.    You have, okay.

11              Did you notice any errors in your

12   declaration?

13        A.    I did not.

14        Q.    Okay.  And then how long did you

15   spend drafting your declaration?

16        A.    That's a good question.  The

17   drafting of the declaration was an iterative

18   process, and I worked with counsel.  So we

19   prepared drafts.  We looked at it.  I reviewed,

20   revised.  So it's over several sessions.  So...

21        Q.    Okay.  Would you estimate you spent

22   more than ten hours working on the declaration?

23        A.    Oh, yes.  Yes.

24        Q.    More than 20 hours?

25        A.    Probably close to that.
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 1        Q.    Okay.  And then in preparing for

 2   today's deposition, what did you do?

 3        A.    I've reviewed my declaration, as

 4   I've noted, and reviewed some of the exhibits

 5   that were referred to in them.

 6        Q.    Did you meet with anybody in

 7   preparation for your deposition?

 8        A.    I met with counsel.

 9        Q.    And by counsel, are you referring to

10   Mr. Carrozza?

11        A.    Mr. Carrozza, yes.

12        Q.    Okay.  Did you meet with any other

13   counsel?

14        A.    One of the meetings was with

15   Mr. McAndrews.

16        Q.    Okay.  Is that Peter McAndrews?

17        A.    Peter McAndrews, yes.

18        Q.    Okay.  And did you meet with

19   Leland Hansen in preparation for your

20   deposition?

21        A.    I have met Mr. Hansen, yes.

22        Q.    Okay.  Did you meet or speak with

23   anybody at Abbott in preparation for your

24   deposition?

25        A.    I have not.
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 1        Q.    Okay.  And did you -- strike that.

 2              Have you met or spoken with anybody

 3   at Abbott in preparing your opinions in this

 4   matter?

 5        A.    In preparing my opinions?  No.

 6        Q.    Okay.  Have you met with anybody at

 7   Abbott, aside from counsel, in relation to this

 8   IPR?

 9        A.    No.

10        Q.    Anybody else that you met with in

11   preparation for your deposition?

12        A.    I can't think of anyone else.

13        Q.    Okay.  Did you meet with

14   Dr. Aaron Striegel?

15        A.    I have met Dr. Aaron Striegel.

16        Q.    Okay.  And when did you meet

17   Dr. Striegel?

18        A.    Maybe two days ago.

19        Q.    Okay.  And how long did you meet

20   with Dr. Striegel two days ago?

21        A.    It was a short time, over lunch.

22        Q.    Okay.  And did you discuss your

23   opinions in this matter with Dr. Striegel?

24        A.    In my -- no.

25        Q.    Okay.  Did you discuss his opinions
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 1   in this matter?

 2        A.    I have reviewed his declaration.

 3        Q.    Okay.  And in meeting with him and

 4   in person two days ago, did you discuss the

 5   substance of his testimony in this IPR?

 6        A.    I don't recall.  I don't recall

 7   discussing the substance of my declaration or

 8   the IPR with him.

 9        Q.    Okay.  And aside from that lunch

10   meeting with Dr. Striegel, have you had any

11   phone conversations with Dr. Striegel?

12        A.    Oh, no.

13        Q.    Okay.  Have you met him via Zoom or

14   any other in-person meetings?

15        A.    I saw him briefly yesterday at

16   breakfast.

17        Q.    Oh, okay.  And in your meetings with

18   Dr. Striegel, did you learn anything that

19   informed your testimony today?

20        A.    Oh, no.

21        Q.    Okay.  In meeting with Dr. Striegel,

22   did you learn anything that informs your

23   opinions or affects your opinions in this

24   matter?

25        A.    No.
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 1        Q.    Okay.  Are you aware that

 2   Dr. Striegel was deposed yesterday?

 3        A.    I am.

 4        Q.    Okay.  Have you been provided with a

 5   transcript of that deposition?

 6        A.    I have not.

 7        Q.    Okay.  Have you spoken with

 8   Dr. Striegel since his deposition yesterday?

 9        A.    I said good-bye to him as he was

10   leaving.

11        Q.    Okay.  Fare thee well.

12              Yeah, did you -- strike that.

13              Did you speak with Dr. Striegel

14   about any substance related to this matter

15   after his deposition?

16        A.    I have not.

17        Q.    Okay.  In your declaration, do you

18   use the term PWD as a shorthand for persons

19   with diabetes?

20        A.    That is accurate, yes.

21        Q.    Okay.  And can we agree to use that

22   acronym throughout today as well?

23        A.    Absolutely.

24        Q.    All right, great.

25              And in your declaration, do you also
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 1   use the term CGM to refer to continuous glucose

 2   monitoring?

 3        A.    Continuous glucose monitor or

 4   continuous glucose monitoring.

 5        Q.    Fair enough, yeah.  And can we agree

 6   to use that acronym CGM today?

 7        A.    Right.

 8        Q.    Okay.

 9        A.    I make the distinction because a

10   continuous glucose monitor is a device.

11   Continuous glucose monitoring is a process.

12        Q.    Okay.  And what does CGM typically

13   refer to in the field?

14        A.    The device.

15        Q.    The device, okay.

16        A.    Continuous glucose monitor.

17        Q.    Okay.  And do you use the term SMBG

18   to refer to self-monitored blood glucose

19   measurements?

20        A.    SMBG, yes, that's self-monitored

21   blood glucose.

22        Q.    Mm-hmm.  And is that also sometimes

23   referred to as a "fingerstick measurement"?

24        A.    Yes.

25        Q.    Okay.  In your declaration, you
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 1   discuss the treatment of diabetes.  Based on

 2   your experience, what does diabetes treatment

 3   include or encompass?

 4        A.    That's a broad question.  Can you be

 5   a bit more specific?

 6        Q.    Yeah.  Do you consider diabetes

 7   treatment to include dosing insulin?

 8        A.    Yes.  That is one form of diabetes

 9   treatment.

10        Q.    Okay.  And do you consider diabetes

11   treatment to include deciding whether or not to

12   perform one or more SMBG measurements?

13        A.    That would be a part of diabetes

14   management.

15        Q.    Okay.

16        A.    I think of treatment as providing a

17   medication.

18        Q.    Okay.  And then how would you -- you

19   mentioned the term "diabetes management"; is

20   that correct?

21        A.    Yes.

22        Q.    Yeah.  And what would you consider

23   diabetes management to be?

24        A.    Think of diabetes management as the

25   process of assimilating the information and
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 1   making decisions about how and what -- when to

 2   treat.

 3        Q.    Okay.  And I think, as you said,

 4   diabetes management then includes determining

 5   when to take a fingerstick measurement; is that

 6   correct?

 7        A.    That would be one, yes.

 8        Q.    And what else would diabetes

 9   management include?

10              MR. CARROZZA:  Object to the form.

11              THE WITNESS:  It would include

12        activity, lifestyle, sense of well-being.

13   BY MR. MASON:

14        Q.    Okay.  And is diabetes management

15   largely performed by the patient, or PWD?

16        A.    Diabetes management is typically a

17   team process.  The patient is at the center.

18        Q.    And what do you mean by the patient

19   is at the center?

20        A.    The patient is the person for whom

21   the diabetes management is directed.

22        Q.    Okay.  And does the patient or the

23   PWD, as you refer to them, play an active role

24   in management of their -- his or her diabetes?

25        A.    That would be accurate, yes.
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 1        Q.    And you discuss in your declaration

 2   the concept of a person of ordinary skill in

 3   the art?

 4        A.    Yes.

 5        Q.    Okay.  And do you understand that

 6   that term can be shorthanded as POSITA?

 7        A.    Yes, I do.

 8        Q.    And can we agree to use that

 9   terminology today, POSITA?

10        A.    Yes, that would be fine.

11        Q.    Okay.  In paragraph 122 of your

12   declaration, do you quote the definition of a

13   POSITA, at least in part, as provided by a

14   Mr. Brian Gross?

15        A.    Yes, I do.

16        Q.    And in paragraph 123, do you state

17   disagreement with his opinion, insofar as, in

18   your mind, a POSITA must be part of an

19   interdisciplinary team?

20        A.    Yes, I do.

21        Q.    Other than that disagreement, do you

22   have any other disagreement with Mr. Gross's

23   definition of a POSITA?

24        A.    I do not.

25        Q.    Okay.  Do you believe that you were
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 1   at least a POSITA in 2009?

 2        A.    Yes.

 3        Q.    Okay.  And why is that -- or strike

 4   that.

 5              What -- in your mind, what qualified

 6   you as a POSITA in 2009?

 7        A.    Well, according to Mr. Gross's

 8   definition, I was a part of -- in my amendment

 9   to this deposition, I was a part of an

10   interdisciplinary team working on these types

11   of -- with these -- team composed of these

12   components.

13        Q.    Okay.  And what was the

14   interdisciplinary team that you were a part of

15   in 2009?

16        A.    In 2009, we were working on what was

17   the unmet need for patients with Type 2

18   diabetes.  And so the team included engineers,

19   clinicians.

20        Q.    Anybody else?

21        A.    That's a long time ago.

22        Q.    I know, yeah.  And what was -- what

23   were the -- strike that.

24              What medical device were you working

25   on with these engineers and other clinicians in
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 1   2009?

 2        A.    In 2009, that would have been the

 3   Abbott devices.

 4        Q.    And in 2009, you were working then

 5   with engineers and other clinicians on Abbott

 6   CGM devices; is that correct?

 7        A.    That is accurate, yes.

 8        Q.    Okay.  And when did you begin work

 9   on -- strike that.

10              When did you begin working with

11   Abbott CGM devices?

12        A.    It was around that 2009 time frame;

13   2008, 2009.

14        Q.    And was your work in that time frame

15   focused on Type 2 diabetes?

16        A.    Yes, as is my work now.

17        Q.    Okay.  And then -- strike that.

18              In 2009, was your work limited to

19   Type 2 diabetes?

20        A.    My work in which capacity?

21        Q.    Oh, it -- yeah, strike that.

22              So in 2009, was your -- was your

23   work on CGM devices and with CGM devices

24   limited to Type 2 diabetes?

25        A.    You know, I don't think we limited
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 1   to Type 2.  The focus work for me, my interest,

 2   was Type 2.

 3        Q.    Okay.  In 2009, were you working on

 4   Type 1 -- strike that.

 5              In 2009, were you working on issues

 6   related to Type 1 diabetes?

 7        A.    Issues related to diabetes affect

 8   patients both with Type 1 and Type 2 diabetes.

 9        Q.    Okay.  Given that your focus was on

10   Type 2 diabetes, were you seeing any Type 1

11   diabetics at the time?

12        A.    Very few.

13        Q.    And in 2000 -- strike that.

14              Beginning in 2008 when you began

15   working with Abbott, did you receive funding

16   from Abbott?

17        A.    My work in 2008 or early 2009 with

18   Abbott was related to advising and consulting.

19        Q.    And were you paid an hourly rate by

20   Abbott then at that -- during that time period?

21        A.    For my advising and consulting work,

22   yes.

23        Q.    Okay.  And did that advising and

24   consulting work for Abbott continue beyond

25   2008, 2009?
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 1        A.    As long I had been advising and

 2   consulting them, yes.

 3        Q.    Okay.  So is it fair to say that

 4   that advising and consulting for Abbott has

 5   continued from 2008, 2009 up until the present?

 6        A.    That is accurate.  That would be

 7   accurate.

 8        Q.    Okay.  And understanding that

 9   passage of time can limit our memories, but do

10   you -- do you recall roughly how much annually

11   you would make in consulting fees from Abbott?

12        A.    I could not tell you that with any

13   certainty.

14        Q.    Okay.  And in 2009, do you know if

15   you made -- even were paid more than $10,000 by

16   Abbott?

17        A.    That's a tough number.  That's been

18   14 years ago, so I couldn't tell you with great

19   certainty.  And I want to be accurate, so...

20        Q.    Okay.  And do you remember what your

21   hourly rate for Abbott would have been in 2008

22   or 2009?

23        A.    I don't.  That would have been what

24   the fair market value was, as determined.

25        Q.    Yep, okay.
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 1              Do you recall roughly how many hours

 2   you would spend each year working for Abbott,

 3   say -- let's just start with 2009.  Do you

 4   recall how many hours you might have worked on

 5   Abbott projects?

 6        A.    Probably less than 20.

 7        Q.    Less than 20 for the entire year?

 8        A.    Yeah.  It would...

 9        Q.    And were there any years that you

10   worked more than 20 hours in consultation for

11   Abbott?

12        A.    Were there any years?

13        Q.    Mm-hmm.

14        A.    Since 2009?

15        Q.    Yes, 2009.

16        A.    Yes.

17        Q.    Okay.  Was there a point at which

18   your consulting work for Abbott increased

19   markedly?

20        A.    Yes.  One of the consulting things

21   we talked about were the Glucose Patterns

22   Insight Report.

23        Q.    You said Glucose Patterns --

24        A.    Insight Report.

25        Q.    -- Insight Report?  Oh, you also
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 1   refer to that as GPIR?

 2        A.    That's correct.

 3        Q.    Okay.  And when did you begin that

 4   work on GPIR?

 5        A.    I couldn't tell you with accuracy.

 6   It's been more than three years.

 7        Q.    Okay.

 8        A.    Probably less than 20 -- less than

 9   10.

10        Q.    Okay.  Yeah, and you can -- maybe we

11   can -- let's see here.  Feel free to refer to

12   your CV if you want, which is that second tab

13   in that binder you've got there --

14        A.    Mm-hmm.

15        Q.    -- if that's helpful.

16              But do you recall -- and have you

17   been paid a consulting fee by Abbott while

18   working on GPIR?

19        A.    Yes, I was.

20        Q.    Okay.  And do you recall how much

21   annually you've been paid by Abbott in relation

22   to that GPIR work?

23        A.    I do not recall.

24        Q.    When you first began working on

25   GPIR, how many hours per year did you spend
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 1   consulting for Abbott?

 2        A.    I would -- I would have to guess at

 3   that.  Because in the first initial set of

 4   meetings, we would meet occasionally once a

 5   week, occasionally twice a month, to flesh out

 6   things.  So it's hard to tell you exactly.

 7        Q.    Are you saying that in the first

 8   couple of years, you were meeting more

 9   regularly with Abbott than you did in later

10   years?

11        A.    In this capacity as a consultant on

12   the GPIR, Glucose Patterns Insight Report, yes.

13        Q.    Okay.  Do you think you spent, in

14   the first year on GPIR, more than 100 hours

15   consulting for Abbott?

16        A.    No.

17        Q.    Okay.  Do you think you spent more

18   than 50 hours in that first year?

19        A.    Well, let's see.  If we met once a

20   week, that would be 52; but we didn't meet once

21   a week.  So I would say, perhaps, less than 50.

22        Q.    Okay.  More than 25 hours?

23        A.    Perhaps, yeah.

24        Q.    Okay.  And have you continued to

25   meet more than 24 or 25 hours a year with
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 1   Abbott in relation to the GPIR work?

 2        A.    There have been subsequent projects

 3   that we've worked on after that, yes.

 4        Q.    And aside from any of this

 5   litigation or patent work, have you -- have you

 6   worked more than 50 hours in any year for

 7   Abbott?

 8        A.    Aside from this work?  I'm not sure

 9   I understand the question.

10        Q.    Oh, yeah.  So I just want to make

11   sure you understand that my questions are not

12   directed to your patent consulting work --

13        A.    Right.

14        Q.    -- for this dispute with DexCom.

15              So my question is:  Has there been

16   any year in which you've consulted for Abbott

17   more than 100 hours?

18        A.    I can't recall exactly.  The

19   consulting work, as I've mentioned, and then

20   the advising and -- advising work, as an

21   advisor, I don't know.  I can't tell you

22   specifically how many hours totally.

23        Q.    Did you work -- or strike that.

24              Have you worked with Abbott

25   employees as part of any of your GPIR or other
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 1   work?

 2        A.    Oh, yes, yes.  And I think I

 3   mentioned that in the declaration.

 4        Q.    Yeah.  Have you met -- strike that.

 5              Did you ever work with Wesley

 6   Scott Harper, the named inventor on the '056

 7   patent?

 8        A.    I have not.

 9        Q.    Okay.  Have you ever met Mr. Harper?

10        A.    I don't recall.

11        Q.    Do you have any Abbott stock from

12   your work for Abbott?

13        A.    That granted me stock?

14        Q.    Yeah, granted you --

15        A.    Oh, no.  No, I do not.

16        Q.    Okay.  And have you ever been an

17   employee for Abbott?

18        A.    I have not.

19        Q.    Okay.  So coming back to your

20   declaration, is it your opinion that Mr. Gross

21   is a POSITA?

22        A.    I think I disagreed.  I think I

23   disagreed with his definition.

24        Q.    Yeah.  This might be -- if I could

25   invite you to paragraph 133 of your
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 1   declaration.

 2        A.    Okay.  Thank you.

 3        Q.    Yep.

 4        A.    I was looking at the wrong spot.

 5              Yes.

 6        Q.    Oh, so -- I'm sorry.  I just want to

 7   make sure.  So is it your opinion that

 8   Mr. Gross is a POSITA?

 9        A.    Given his definition, I would say

10   no.

11        Q.    Okay.  Oh, under his definition?

12        A.    I thought that was what you were

13   asking me.

14        Q.    Yeah, yeah -- no, that's -- no, no,

15   no.

16              My question to you is:  Under your

17   view of a POSITA, do you agree that Mr. Gross

18   is a POSITA?

19        A.    So make sure I understand the

20   question, because I looked at his definition of

21   a POSITA.

22        Q.    Mm-hmm.

23        A.    And I disagreed with it for the

24   reasons that I indicated.

25        Q.    Yeah.
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 1        A.    So by disagreeing with that, his

 2   definition, I would agree that he is not --

 3   doesn't meet that criteria.

 4        Q.    Okay.  Well, even under his

 5   definition of a POSITA, because it -- yeah.  I

 6   want to just make sure we have a clear record.

 7              You disagree with his definition of

 8   a POSITA, correct?

 9        A.    I do.

10        Q.    Okay.  And it's your opinion that a

11   POSITA, under his definition, would need to be

12   a part of an interdisciplinary team, correct?

13        A.    That is accurate, yes.

14        Q.    Yeah.  And is it your opinion that

15   Mr. Gross is not a POSITA because, in your

16   opinion, he is not a clinician?

17        A.    No.  My opinion was that he was not

18   a part of a multidisciplinary team.  That would

19   be a requirement to be a POSITA.

20        Q.    Okay.  And if -- do you agree that

21   Mr. Gross would be at least a POSITA if he had

22   worked on a team or provided -- worked on a

23   team with a clinician?

24        A.    He would then fulfill what I would

25   consider to be a POSITA.

0032

 1        Q.    Okay.

 2        A.    By his definition here.

 3        Q.    Mm-hmm.  But also under your

 4   definition too?

 5        A.    Well, I didn't define it separately.

 6        Q.    Yeah.

 7        A.    I just -- but by his definition.  I

 8   want to be clear.

 9        Q.    Yeah.

10        A.    I looked at his definition and

11   understood that rather than may be a part of a

12   interdisciplinary team, that that would be a

13   requirement to be.

14        Q.    Requirement, yeah.

15              And if Mr. Gross were informed by a

16   clinician, would he be a POSITA under your sort

17   of recharacterized definition of a POSITA?

18        A.    Say that again.  I'm not sure I

19   understood that.

20        Q.    I'll restate it, yeah.

21              If Mr. Gross were working on a team

22   with a clinician, under your recharacterized

23   definition of a POSITA, would Mr. Gross be a

24   POSITA?

25              MR. CARROZZA:  Objection.  Form.
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 1              THE WITNESS:  He would, because, as

 2        Mr. Gross has implicated, there are

 3        clinical consequences.

 4   BY MR. MASON:

 5        Q.    Yeah.  And just to make sure I

 6   understand, if Mr. Gross had been informed of

 7   the clinical consequences of CGM treatment,

 8   would you consider him to be a POSITA?

 9              MR. CARROZZA:  Objection to form.

10              THE WITNESS:  Mr. Gross, in his

11        declaration, has opined on the clinical

12        consequences without clinical background or

13        part of his definition, so that was my

14        disagreement.

15   BY MR. MASON:

16        Q.    And -- yeah, fair enough.

17              My question is:  If he had been

18   provided with clinical background in rendering

19   his opinions, would he then meet the definition

20   of a POSITA?

21              MR. CARROZZA:  Objection to form.

22              THE WITNESS:  He would certainly

23        then have the clinical input that would be

24        necessary to be a POSITA and opine on

25        clinical consequences.
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 1   BY MR. MASON:

 2        Q.    And in 2009, were you alone a POSITA

 3   under your definition of that term?  Or were

 4   you a POSITA based on your working with other

 5   folks as part of a team?

 6        A.    As a part of a team.

 7        Q.    And did a POSITA understand, in your

 8   opinion, the importance of data reliability?

 9              MR. CARROZZA:  Objection to form.

10              THE WITNESS:  What do you mean by

11        data reliability?

12   BY MR. MASON:

13        Q.    Do you have an understanding of the

14   term "data reliability"?

15        A.    I do, but I want to make sure I

16   understand your understanding.

17        Q.    Yeah.  What is -- what is your

18   understanding of data reliability?

19        A.    The ability to reproduce data

20   accurately.

21        Q.    Okay.  So with that understanding,

22   did a POSITA understand the importance of data

23   reliability?

24              MR. CARROZZA:  Objection to form.

25              THE WITNESS:  I would think so, yes.
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 1   BY MR. MASON:

 2        Q.    And did a POSITA understand that in

 3   the context of CGM, communication errors could

 4   lead to missing data?

 5              MR. CARROZZA:  Objection to form.

 6              THE WITNESS:  Please say that again.

 7   BY MR. MASON:

 8        Q.    Yes.  Yeah.

 9              So did a POSITA understand that

10   communication errors between a glucose monitor

11   and a patient device could lead to missing

12   data?

13              MR. CARROZZA:  Objection to form.

14              THE WITNESS:  Could lead to?

15   BY MR. MASON:

16        Q.    Mm-hmm.

17        A.    Yes.

18        Q.    And did a POSITA understand that

19   calibration errors in a CGM system could lead

20   to inaccurate data?

21              MR. CARROZZA:  Objection to form.

22              THE WITNESS:  Yes.

23   BY MR. MASON:

24        Q.    And did a POSITA understand that it

25   was important to provide accurate glucose data
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 1   to a user?

 2              MR. CARROZZA:  Objection to form.

 3              THE WITNESS:  Which time frame are

 4        you talking about?  In 2009?

 5   BY MR. MASON:

 6        Q.    In 2009, yeah.

 7        A.    No.

 8        Q.    And just to be clear, when -- do you

 9   understand that when I discuss a POSITA, it's

10   defined as the time frame 2009?

11        A.    Right.

12        Q.    Okay.  So with that in mind then,

13   did a POSITA understand that it was important

14   to provide accurate glucose data to a PWD?

15              MR. CARROZZA:  Same objection.

16              THE WITNESS:  Yes.

17   BY MR. MASON:

18        Q.    Okay.  And did a POSITA understand

19   that it was important to not provide inaccurate

20   data to a PWD?

21              MR. CARROZZA:  Objection to form.

22              THE WITNESS:  So in 2009, the issue

23        of accuracy and inaccuracy is an important

24        distinction.  Because as we talk about

25        continuous glucose monitors, they were not
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 1        as accurate as they are today.

 2   BY MR. MASON:

 3        Q.    And so in 2009, is it correct, then,

 4   that a POSITA would want to avoid providing

 5   inaccurate data to a PWD?

 6              MR. CARROZZA:  Objection to form.

 7              THE WITNESS:  Generally, yes.  But

 8        in 2009, most of the CGMs and the data that

 9        they produced -- in fact, all of them could

10        not be used to make a treatment decision;

11        therefore, the issue of accuracy and

12        inaccuracy becomes a bit fuzzy.

13   BY MR. MASON:

14        Q.    In 2009, would you want to avoid

15   providing PWDs with any CGM data?

16              MR. CARROZZA:  Objection to form.

17              THE WITNESS:  No.

18   BY MR. MASON:

19        Q.    In what context would you want --

20   strike that.

21              Would you -- strike that.

22              Would a POSITA know that CGM data in

23   2009 could help patients make decisions

24   relating to diabetes management?

25              MR. CARROZZA:  Objection to form.
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 1              THE WITNESS:  If we use the broad

 2        term of management, perhaps.  However,

 3        insulin treatment or medication treatment

 4        could not be made based on CGM data in

 5        2009.

 6   BY MR. MASON:

 7        Q.    And in 2009, would a POSITA know

 8   that CGM data then could be used to make

 9   management decisions other than insulin

10   treatment?

11              MR. CARROZZA:  Objection to form.

12        Incomplete hypothetical.

13              THE WITNESS:  No.  There are certain

14        medications that are not insulin for which

15        treatment decisions should not be made in

16        2009 based on CGM data.

17   BY MR. MASON:

18        Q.    And in 2009, would you want to

19   provide CGM data to patients for making

20   decisions on when to perform a fingerstick?

21        A.    In 2009, any CGM data that was

22   called into question by the patient was

23   recommended -- actually, required to do a

24   fingerstick before making a treatment decision.

25        Q.    Okay.  Did PWDs use CGM data to
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 1   determine whether or not to perform a

 2   fingerstick in 2009?

 3        A.    That wasn't the sole reason that

 4   they'd use fingersticks, but yes.

 5        Q.    And in 2009, were there any other

 6   diabetes management actions that a patient

 7   might take based on CGM data?

 8              MR. CARROZZA:  Objection to form.

 9              THE WITNESS:  There probably were

10        other things that they could do with

11        lifestyle.

12   BY MR. MASON:

13        Q.    Did you, in 2009, work with any PWDs

14   who were using a CGM device?

15        A.    I don't recall.  I don't think so.

16        Q.    And prior to 2009, did you work with

17   any PWDs who were using a CGM device?

18        A.    There may have been one or two that

19   I worked with an endocrinologist who was

20   prescribing if they had Type 1 diabetes; but I

21   did not, essentially, because my focus was

22   Type 2 diabetes.  And in 2009, they were not

23   approved for patients with Type 2 diabetes.  It

24   was primarily a Type 1 diabetes device.

25        Q.    And when you say "they," are you

0040

 1   referring to CGM devices?

 2        A.    I'm sorry?

 3        Q.    You're referring to CGM devices?

 4        A.    Yes.

 5        Q.    I just want to make sure the record

 6   is clear.

 7              So in 2009, CGM devices were

 8   primarily a Type 1 diabetes treatment; is that

 9   correct?

10        A.    That's correct.

11        Q.    Okay.  Did a POSITA know that it was

12   important to avoid providing uncalibrated

13   glucose data to users?

14              MR. CARROZZA:  Objection to form.

15              THE WITNESS:  Uncalibrated -- oh,

16        from the CGM?

17   BY MR. MASON:

18        Q.    Correct.

19        A.    That was certainly in the user's

20   manuals, that they should be -- they needed to

21   be calibrated.

22        Q.    Yeah.  And just to make sure I was

23   clear, because my question wasn't perfect, but

24   did a POSITA know it -- that it was important

25   to avoid providing uncalibrated CGM data to
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 1   users?

 2        A.    Yes.

 3        Q.    In 2009, did a POSITA know that it

 4   was important to provide as much accurate

 5   glucose data as possible to PWDs?

 6              MR. CARROZZA:  Objection to form.

 7              THE WITNESS:  From a CGM?

 8   BY MR. MASON:

 9        Q.    Correct.

10        A.    Yes.  Yes.

11        Q.    Could I have you turn to

12   paragraph 42 of your declaration?

13        A.    Okay.

14        Q.    And in paragraph 42, do you discuss

15   the need for PWDs to treat themselves or have a

16   family member do so?  Strike that.  I'll

17   rephrase my question.

18              Do you opine in paragraph 42 that

19   nearly all of the interventions used to treat

20   diabetes are managed by the PWD or their loved

21   ones?

22        A.    Yes.

23        Q.    Okay.  And what time period was this

24   in?  Or strike that.

25              Are your opinions in paragraph 42
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 1   applicable to from 2009 until the present?

 2        A.    Yes.

 3        Q.    Okay.  And if you could turn then,

 4   Dr. Wright, to paragraph 48.  And in

 5   paragraph 48 of your declaration, do you

 6   discuss blood glucose monitoring using

 7   disposable strips?

 8        A.    I do, yes.

 9        Q.    Okay.  And are those opinions here

10   in paragraph 48 applicable to -- strike that.

11              Are those opinions here in

12   paragraph 48 applicable from 2009 up until the

13   present?

14        A.    Yes.

15        Q.    And then in paragraphs 51 to 54, do

16   you provide certain opinions on CGM?

17        A.    Yes, I do.

18        Q.    Okay.  And those opinions in

19   paragraphs 51 to 54, do those reflect the state

20   of diabetes treatment from 2009 until the

21   present?

22              MR. CARROZZA:  Objection.  Form.

23              THE WITNESS:  This was written more

24        contemporaneously and, really, I think

25        reflects more in the recent -- the past
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 1        five to seven years as CGMs have become

 2        more accurate.

 3   BY MR. MASON:

 4        Q.    So if we look at, for example,

 5   paragraph 51, are your opinions in that

 6   paragraph -- do those reflect --

 7        A.    Yeah.

 8        Q.    -- the state of CGMs in 2009?  And

 9   I'm just trying to get a --

10        A.    Yes.

11        Q.    I'm just trying to get a sense of

12   time here.

13        A.    Yes.

14        Q.    So I'll repeat my question.

15              Looking at paragraph 51, are your

16   opinions in that paragraph reflecting the state

17   of diabetes management in 2009?

18        A.    Yes, they do.

19        Q.    Okay.  And then in paragraph 52, do

20   those opinions reflect the state of diabetes

21   management in 2009?

22        A.    Yes, they do.

23        Q.    And then in paragraph 53, do your

24   opinions reflect the state of diabetes

25   management in 2009?
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 1        A.    Yes, they do.

 2        Q.    And then in paragraph 54 of your

 3   declaration, do your opinions there reflect the

 4   state of diabetes management in 2009?

 5        A.    Yes.

 6        Q.    And could I have you turn to

 7   paragraph 78 of your declaration, please,

 8   Dr. Wright?

 9        A.    What paragraph?

10        Q.    78.  When I talk slow, sometimes I

11   also start to whisper.

12              Yeah, so my -- please let me know

13   when you're at paragraph 78.

14        A.    I'm at paragraph 78.

15        Q.    Okay.  And in paragraph 78, do you

16   discuss the accuracy of CGM as compared with

17   SMBG?

18        A.    Yes, I do.

19        Q.    And for what time period are these

20   opinions in paragraph 78?

21        A.    I believe I refer to these as the

22   first generation CGM devices.

23        Q.    Would that be 2006 and earlier?

24        A.    Certainly earlier.  One might

25   consider 2009 CGM devices to be first
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 1   generation as well.

 2        Q.    Okay.  Do your paragraph -- strike

 3   that.

 4              Do your opinions in paragraph 78

 5   relate to both Type 1 and Type 2 diabetes?

 6              MR. CARROZZA:  Objection to form.

 7        Those aren't his opinions.

 8              You are referring to paragraph 78.

 9        It's a quotation of an article.

10   BY MR. MASON:

11        Q.    Dr. Wright, do you state at the

12   beginning of paragraph 78:  Poor accuracy was

13   initially a barrier to adopting CGMs?

14        A.    Yes.

15        Q.    Yeah.  Is that your opinion?

16        A.    Yes.

17        Q.    Okay.  And do your opinions in

18   paragraph 78 relate to both Type 1 and Type 2

19   diabetes?

20        A.    Yes, they do.

21        Q.    And by a barrier to adopting CGMs,

22   do you mean that they prevented PWDs from using

23   CGMs entirely?

24        A.    You know, I think of barrier in this

25   context as being an obstacle.  It wouldn't
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 1   prevent necessarily entirely, but it could

 2   certainly influence the decision.

 3        Q.    And when you say influence the

 4   decision, do you mean influence the decision

 5   whether or not to prescribe a CGM or not?

 6        A.    Well, for a person with diabetes,

 7   they wouldn't be prescribing.  That would be

 8   the healthcare practitioner who would

 9   prescribe.

10        Q.    So what -- what did you mean by

11   certainly influence the decision?

12        A.    It could influence the decision on

13   the part of the patient with diabetes or --

14   and/or the healthcare professional.

15        Q.    And by decision, are you talking

16   about the decision to use a CGM or a decision

17   to rely on CGM data?

18        A.    It could be both.

19        Q.    Is it true that patients -- strike

20   that.

21              Is it true that PWDs were using CGMs

22   prior to 2009?

23        A.    Yes.

24        Q.    And is it true that PWDs were using

25   CGMs to assist in diabetes management prior to
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 1   2009?

 2              MR. CARROZZA:  Objection to form.

 3              THE WITNESS:  Yes.

 4   BY MR. MASON:

 5        Q.    And would a POSITA know that PWDs

 6   were using CGMs to assist in diabetes

 7   management prior to 2009?

 8              MR. CARROZZA:  Objection to form.

 9              THE WITNESS:  Yes.

10   BY MR. MASON:

11        Q.    Can I have you turn to paragraph 81?

12        A.    Mm-hmm.

13        Q.    In paragraph 81, do you discuss --

14   strike that.

15              In paragraph 81, do you quote from

16   an article that describes confirmatory

17   fingersticks, near the middle of that quote?

18        A.    Yes.

19        Q.    Do you understand what is meant by

20   confirmatory fingersticks?

21        A.    Yes.

22        Q.    Okay.  And what is meant by

23   confirmatory fingersticks?

24        A.    Well, this is in reference to when

25   you get a value from your CGM, that it needs to
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 1   be confirmed with a fingerstick.

 2        Q.    And what might lead a PWD to take a

 3   confirmatory fingerstick in 2009?

 4        A.    Typically, if the symptoms they were

 5   experiencing did not match the values, the data

 6   they were seeing on their CGM.

 7        Q.    And in 2009, would you expect PWDs

 8   to perform a confirmatory fingerstick based on

 9   CGM readings?

10              MR. CARROZZA:  Objection to form.

11              THE WITNESS:  I'm sorry.  Would you

12        ask that again?

13   BY MR. MASON:

14        Q.    Yeah.

15              In 2009, would you expect PWDs to

16   perform configutory -- confirmatory

17   fingersticks after seeing a trend, for example,

18   on a CGM data?

19              MR. CARROZZA:  Objection to form.

20              THE WITNESS:  In 2009, I believe the

21        instruction was that if you have a reading

22        that doesn't match your symptoms, you need

23        to confirm.  The further instructions were

24        before making insulin-dosing decisions, you

25        had to confirm.  I don't believe that they
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 1        mentioned a trend.

 2   BY MR. MASON:

 3        Q.    Okay.  In your opinion, in 2009,

 4   would PWDs rely on glucose trends from a CGM

 5   when deciding whether to perform a fingerstick?

 6              MR. CARROZZA:  Objection to form.

 7              THE WITNESS:  The instruction that

 8        they were given was if your symptoms do not

 9        match the reading, you should perform a

10        confirmatory fingerstick.  If you're about

11        to make an insulin-dosing decision, you

12        have to make use -- confirm a fingerstick

13        to make that dosing decision.

14   BY MR. MASON:

15        Q.    And what -- in 2009, what might lead

16   a patient to want to perform a dosing decision

17   based on CGM data?

18        A.    Well, in Type 1s, they typically

19   dose before a meal or may dose if they

20   determine that they are -- or not dose if they

21   have symptoms of hypoglycemia.

22        Q.    Would you expect PWDs in 2009 to

23   make decisions on whether to perform a

24   fingerstick based on trends reflected in CGM

25   data?
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 1        A.    Not necessarily.

 2              Maybe I can give you an example.  If

 3   the CGM data was reading a blood glucose of 80

 4   but you were having symptoms of hypoglycemia,

 5   you would be required to do a fingerstick.

 6        Q.    Okay.  How about if the -- strike

 7   that.  Maybe I'll offer a different question.

 8              If the CGM data were trending

 9   rapidly downward, would that motivate a PWD in

10   2009 to perform a fingerstick?

11        A.    Perhaps, yeah.

12        Q.    And if -- okay.

13              Could I have you turn to

14   paragraph -- are you on paragraph 81?  Look at

15   that.  You're there already.

16        A.    Uh-huh.

17        Q.    In paragraph 81, you also note that

18   CGMs were only approved for adjunctive use in

19   2009?

20        A.    That is accurate.

21        Q.    And does that mean that the FDA did

22   not approve CGMs to be used as the sole basis

23   for insulin-dosing decisions?

24        A.    That's accurate.

25        Q.    Is it accurate that the FDA did
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 1   approve CGMs to be used for insulin-dosing

 2   decisions so long as it was in conjunction with

 3   SMBG measurements?

 4        A.    I'm not sure that it said it like

 5   that.  I'd have to look at it.

 6        Q.    Is it your recollection that the FDA

 7   did approve CGMs to be used for insulin-dosing

 8   decisions so long as they were used in

 9   conjunction with SMBG measurements?

10              MR. CARROZZA:  Objection to form.

11              THE WITNESS:  I don't recall that.

12        I would have to look.

13   BY MR. MASON:

14        Q.    Look, yeah.

15        A.    You know, our instructions to the

16   patients were to use fingersticks for insulin

17   dosing.

18        Q.    But you'd have to look at the FDA

19   language before offering an opinion to say

20   specifically what was allowed?

21        A.    Well, you asked me if I recall that

22   was what the FDA said.  I'd have to --

23        Q.    No, that's fair.

24              MR. CARROZZA:  We've been going for

25        a little over an hour, if you're thinking
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 1        about a break.

 2              MR. MASON:  Yeah.  Yeah, no.  I'm

 3        just seeing if I have any more questions.

 4              Yeah, I think we can take a break

 5        right now.

 6              (Recess had.)

 7   BY MR. MASON:

 8        Q.    Are you ready to resume your

 9   deposition, Dr. Wright?

10        A.    I am ready.

11        Q.    All right.  And while we were on

12   break, did you discuss the substance of your

13   testimony with Mr. Carrozza?

14        A.    I did not.

15        Q.    Okay.  Do you recall earlier talking

16   about CGM only being approved for Type 1

17   diabetes in 2009?

18        A.    In 2009, Type 1 diabetes -- patients

19   with Type 1 diabetes were most commonly using

20   CGM.

21        Q.    Okay.  And was -- strike that.

22              Were CGMs -- strike that.

23              And why was it most -- strike that.

24              Why were CGMs most commonly used to

25   treat Type 1 diabetes in 2009?
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 1        A.    So in 2009, Type 1 diabetes were all

 2   treated with insulin.  CGM devices in 2009 were

 3   used for patients with insulin-requiring

 4   diabetes, and Type 1 patients all required

 5   insulin.

 6        Q.    And is that in contrast to Type 2

 7   PWDs?

 8        A.    I'm sorry.  I don't understand the

 9   question.

10        Q.    Yeah, that was a poor question.

11              So why were CGMs not as commonly

12   used to treat Type 2 diabetes in 2009?

13        A.    That's a good question.

14              Inasmuch as there were -- not all

15   patients with Type 2 diabetes required

16   insulin --

17        Q.    Okay.

18        A.    -- in 2009.  Many patients with

19   Type 2 diabetes only -- if they were taking

20   insulin, were only taking basal insulin.  And

21   it was not felt that they required CGM to help

22   manage their diabetes.

23        Q.    And when you say basal insulin, do

24   you mean just take it at one or two specific

25   times in the day?
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 1        A.    Basal insulin is typically taken

 2   once a day.

 3        Q.    And when did you start working with

 4   patients on use of CGM devices?

 5        A.    When did I start working with

 6   patients?

 7        Q.    Mm-hmm.

 8        A.    I don't recall the exact date.

 9   Between 2015, 2016.

10        Q.    And was that in relation to your

11   work on GPIR?

12        A.    The work on the GPIR came subsequent

13   to that.

14        Q.    Okay.  And have you -- strike that.

15              Was there any particular reason that

16   led you to begin working with CGM devices in

17   that 2015/2016 time period?

18        A.    There were a number of reasons.

19   One, the patients with Type 2 diabetes did take

20   insulin.  Patients with Type 2 diabetes did

21   take other medications that could cause them to

22   be hypoglycemic.  And many patients with Type 2

23   diabetes who may have been taking insulin were

24   not always aware that they were hypoglycemic

25   because it could occur overnight.
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 1        Q.    Okay.  And then you said shortly

 2   after that work, you began working on GPIR with

 3   Abbott?

 4        A.    Yes.

 5        Q.    Okay.  And what led to the GPIR

 6   work?

 7        A.    Well, the Glucose Patterns Insight

 8   Report was a report -- is a report to help

 9   clinicians who are not familiar with the

10   standard report of glucose -- it's called the

11   AGP, or ambulatory glucose profile -- to help

12   give them a way to quickly review the report

13   and make safe, effective treatment decisions.

14        Q.    Did you work with Dr. Howard

15   Wolpert, W-O-L-P-E-R-T, in relation to this

16   GPIR work?

17        A.    Yes, we did.

18        Q.    Okay.  Who is Dr. Wolpert?

19        A.    Dr. Wolpert is an endocrinologist in

20   Boston.

21        Q.    Have you worked with him regularly?

22        A.    I wouldn't say regularly, but we

23   have worked together.

24        Q.    Is he knowledgeable about CGM?

25        A.    Yes, he is.
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 1        Q.    Is he knowledgeable about the use of

 2   CGM data for diabetes management?

 3        A.    Yes, he is.

 4        Q.    Are you familiar with the Juvenile

 5   Diabetes Research Foundation?

 6        A.    I am familiar with it.

 7        Q.    And can we refer to that as JDRF?

 8        A.    Yes, we can.

 9        Q.    All right.  Thank you.

10              What is JDRF?

11        A.    You've just said it's the Juvenile

12   Diabetes Research Foundation.

13        Q.    Was JDRF responsible for key

14   research on CGM technology?

15        A.    It's one of the organizations, yes.

16        Q.    Okay.  What are some other

17   organizations that are sort of at the center of

18   the CGM technology development?

19              MR. CARROZZA:  Objection to form.

20              THE WITNESS:  Well, the Type 1

21        Diabetes Exchange does do some work with

22        CGM, more in deployment of CGM, how to use

23        it.

24   BY MR. MASON:

25        Q.    Have you heard of the
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 1   Sensor-Augmented Pump Therapy for A1C

 2   Reduction, also known as STAR studies?

 3        A.    I'm familiar with sensor-augmented

 4   pump.  I'm not familiar with the specific

 5   study.

 6        Q.    Okay.  Are you familiar with the

 7   Indian Institute of Science at Bangalore?

 8        A.    The -- which one?

 9        Q.    Sorry.  I was -- yeah, I'll state

10   that again.

11              Are you familiar with the Indian

12   Institute of Science (Bangalore)?

13        A.    I'm not familiar with that name.  I

14   may know the researchers there, but I don't

15   recognize the name of the institute.

16        Q.    Okay.  Are you familiar with the

17   University of Padova, P-A-D-O-V-A?

18        A.    Not specifically.

19        Q.    Do you know whether the University

20   of Padova was engaged in CGM research before

21   2009?

22        A.    I do not know.

23        Q.    Okay.  Could I have you turn to

24   paragraph 84 of your declaration.  Is

25   paragraph 84 the first paragraph in a section
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 1   that's been headered "Historical Reports"?

 2        A.    Yes, it is.

 3        Q.    Okay.  And did you choose that term,

 4   historical reports, as a section header because

 5   it had a well-understood meaning in the art in

 6   2009?

 7        A.    Yes.

 8        Q.    Okay.  What was the well-understood

 9   meaning in the art of historical reports in

10   2009?

11        A.    Well, as in the CareLink system, you

12   downloaded data and you produced a historical

13   report that was sort of a retrospective view of

14   assimilated, organized, analyzed data.

15        Q.    Yeah.  And I might -- might have --

16   I asked my question uncarefully.

17              But so my question is:  Is the term

18   historical reports in 2009, was that a

19   well-understood term of art in the field of

20   diabetes care?

21        A.    I would think so.

22        Q.    Okay.  So historical reports --

23   strike that.

24              Is it your testimony today, then,

25   that the term historical reports would have had
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 1   a precise definition to any diabetes management

 2   clinician in 2009?

 3              MR. CARROZZA:  Objection to form.

 4        Asked and answered.

 5              THE WITNESS:  I'm not sure what you

 6        mean by a precise definition.  People who

 7        were in the field understood historical

 8        reports to mean reports that reflect

 9        history.

10   BY MR. MASON:

11        Q.    And by reports, do you just mean

12   presentation of CGM data?

13        A.    No.

14        Q.    Was historical reports a term that

15   you used in your publications in 2009?

16        A.    Which publication are you referring

17   to?

18        Q.    Oh, I'm just asking if you had

19   publications -- I'm just asking generally,

20   yeah.

21              So maybe a better question would

22   be -- my question is:  Did you use the term

23   historical reports in any publications prior to

24   2009?

25              MR. CARROZZA:  Objection to form.
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 1              THE WITNESS:  Prior to 2009?

 2   BY MR. MASON:

 3        Q.    Yeah.

 4        A.    I really can't recall all of the

 5   words that I used.  I have an understanding of

 6   what historical report means and meant to me.

 7        Q.    Yeah.  And do you specifically

 8   recall using the term historical reports in

 9   2009?

10        A.    I can't recall specifically in a

11   publication.  If you show me a publication, I

12   can tell you if I used it; but I've got a

13   number of publications.

14        Q.    Aside from the exhibits describing

15   the Paradigm system, are you aware of any usage

16   of the term historical reports?

17              MR. CARROZZA:  Objection to form.

18              THE WITNESS:  For my declaration, I

19        reviewed, obviously, the Paradigm and the

20        CareLink reports; and that's where my

21        reference to historical reports comes from.

22   BY MR. MASON:

23        Q.    Okay.  And are you aware of any

24   usage of that term historical reports outside

25   Exhibit 1011 in this proceeding?
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 1        A.    I can't tell you that truthfully

 2   that I can recall if I've ever seen that --

 3   those terms used in other publications.

 4        Q.    Can you recall ever specifically

 5   using that term historical reports in -- in

 6   communications with other clinicians prior to

 7   2020?

 8              MR. CARROZZA:  Objection.

 9              THE WITNESS:  Prior to 2020?

10              MR. CARROZZA:  Objection to form.

11              THE WITNESS:  Certainly.

12   BY MR. MASON:

13        Q.    Okay.  When do you recall

14   specifically using that term historical

15   reports?

16        A.    Well, for instance, the -- 2016,

17   when we did the study with the blinded CGM, or

18   the PRO, at the end of the wear period, you get

19   a historical report.

20        Q.    Okay.  And Abbott referred to its

21   data as being presented in a "historical

22   report"?

23              MR. CARROZZA:  Objection to form.

24              THE WITNESS:  I don't recall.  Can

25        you ask that question again?
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 1   BY MR. MASON:

 2        Q.    Yeah.  I just -- I'm trying to

 3   understand.  My questions here are just getting

 4   at the specific term --

 5        A.    Historical report.

 6        Q.    -- historical report as opposed to

 7   something else that you might understand is

 8   encompassed by historical report.

 9              So my question is -- I'll come back

10   to it:  In 2016, is it your testimony that you

11   can recall specifically using that term

12   historical report?

13        A.    I don't recall specifically using

14   the term, but I would have used that in the

15   context of a PRO, where you get a report that

16   reflects the history there in a historical

17   report.

18        Q.    Okay.  And so a historical report,

19   in your mind, was a presentation of historical

20   data?

21        A.    You know --

22              MR. CARROZZA:  Objection.  Asked and

23        answered that exact question.

24              THE WITNESS:  I would suggest that

25        the presentation of the data in a report,

0063

 1        the data has been then organized,

 2        summarized, and analyzed to develop the

 3        information that comes out of the report.

 4   BY MR. MASON:

 5        Q.    In 2009, was it important for PWDs

 6   to understand how their daily choices were

 7   impacting blood glucose levels?

 8        A.    Yes.

 9        Q.    Okay.  And in 2009, was it known

10   that it was helpful to understand the impact

11   of, say, a meal on blood glucose levels?

12              MR. CARROZZA:  Objection to form.

13              THE WITNESS:  Yes.

14   BY MR. MASON:

15        Q.    And in 2009, was it known that it

16   was helpful to understand the impact of

17   exercise on blood glucose levels?

18        A.    Yes.

19        Q.    And in 2009, was it known that it

20   was helpful to understand blood sugar levels

21   overnight for a PWD?

22        A.    Yes.

23        Q.    Would you ever instruct patients to

24   use BGM -- strike that.

25              Would you ever instruct patients to
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 1   perform fingersticks throughout the night?

 2        A.    We have done that before, yes.

 3        Q.    Okay.  In 2009, did you instruct

 4   patients to use BGM throughout the night?

 5        A.    I did not in 2009.  One exception.

 6   If -- and I wouldn't instruct the patient.  I

 7   would instruct the family member.  If the

 8   patient became seized or had some problem

 9   during the night and they had taken insulin

10   previously, they would be instructed to take a

11   blood sugar after they called for emergency.

12        Q.    Okay.  That makes sense, yeah.

13              And just to be -- just to make sure

14   I understand, that explanation you were

15   providing is just that anytime there was an

16   event --

17        A.    An event.

18        Q.    -- an emergency event, you would

19   recommend taking a BGM measurement, regardless

20   of the time of day --

21        A.    Correct.

22        Q.    -- or night?

23        A.    Or night, correct.

24        Q.    Do you know if Abbott had a CGM

25   device in 2009?
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 1        A.    The Abbott Navigator.

 2        Q.    Are you familiar with that device?

 3        A.    Overview of the device, it was used

 4   primarily in the UK.  It was used a bit in the

 5   U.S.

 6        Q.    Did the Abbott Navigator display

 7   trend graphs on its receiver device?

 8        A.    I couldn't tell you specifically

 9   right here or recall.

10        Q.    And did the Abbott Navigator

11   backfill data from the sensor to a receiver

12   device?

13              MR. CARROZZA:  Objection to form.

14        Asked and answered.  Beyond the scope of

15        his declaration.  Again, the scope of

16        anything even relevant to this proceeding.

17              THE WITNESS:  I don't recall.

18   BY MR. MASON:

19        Q.    Do you recall offering testimony on

20   the capabilities of DexCom and Medtronic

21   devices in the 2009 to 2016 time frame?

22              MR. CARROZZA:  Objection to form.

23              THE WITNESS:  Where are you

24        referring to in my declaration?

25
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 1   BY MR. MASON:

 2        Q.    If you look at paragraph 95, sir.

 3        A.    95.

 4        Q.    And if we look at paragraph 95, is

 5   that a section that you have headered "Data

 6   Gaps"?

 7        A.    Yes, I did.

 8        Q.    And that section ends with

 9   paragraph 110, correct?

10        A.    Yes, it does.

11        Q.    And in these paragraphs, do you

12   discuss your opinions that DexCom's earlier

13   systems did not provide data gaps?

14              MR. CARROZZA:  Objection.

15   BY MR. MASON:

16        Q.    Strike that.  Maybe I'll ask a

17   different question.

18              Is there any reason that you did not

19   discuss the Abbott devices in these

20   paragraphs 95 through 110?

21        A.    Permit me to read them again.

22        Q.    Yes.

23              MR. CARROZZA:  I'm going to object

24        to the form of the question.

25              THE WITNESS:  Okay.  Now, your
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 1        question again was?

 2   BY MR. MASON:

 3        Q.    Yeah.

 4              In those paragraphs 95 to 110, do

 5   you discuss any Abbott devices?

 6        A.    I do not.

 7        Q.    Is there a reason you did not

 8   discuss any Abbott device in paragraphs 95 to

 9   110?

10        A.    I was just giving examples.

11        Q.    Okay.  Can I have you turn to

12   paragraph 126, Dr. Wright?

13        A.    Okay.

14        Q.    And in paragraph 126, do you opine

15   on the types of problems facing those skilled

16   in the art?

17        A.    Yes.

18        Q.    Okay.  And this is in the context of

19   a POSITA, correct?  If we look at the section

20   header prior to paragraph 122, it's the --

21   under the section "Person of Ordinary Skill in

22   the Art"?

23        A.    Right.  Yes, it is.

24        Q.    Now, turning -- and looking at

25   paragraph 126, is it your testimony that one
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 1   known problem to POSITAs was "adverse

 2   conditions that interrupt the operation of CGMs

 3   and result in data gaps appearing on the CGM

 4   display in place of glucose values"?

 5        A.    Yes.

 6        Q.    And is it your opinion that this is

 7   one of the problems that a POSITA would want to

 8   solve?

 9              MR. CARROZZA:  Objection to form.

10              THE WITNESS:  I don't -- I think in

11        this context, this is certainly something

12        that would need to be considered.

13   BY MR. MASON:

14        Q.    Okay.  Could I have you turn to

15   paragraph 151 of your declaration?

16        A.    Okay.

17        Q.    And then in paragraph 151, you

18   provide a graph from the Paradigm Exhibit 1011?

19        A.    Yes.

20        Q.    Okay.  And does that graph compare

21   CGM glucose data with glucose measurements

22   using other technologies?

23        A.    I believe this graph from Chapter 7

24   is a representative example of continuous

25   sensor tracing versus reference blood glucose
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 1   readings.

 2        Q.    And you reproduced that same graph

 3   with annotations in paragraph 152 of your

 4   declaration?

 5        A.    Yes.

 6        Q.    And you reproduced that same graph

 7   in paragraph 154 of your declaration with

 8   annotations added?

 9              MR. CARROZZA:  Counsel, I just want

10        to mention for the record that second one

11        is colored, but we printed it

12        black-and-white.

13              MR. MASON:  Oh.

14              MR. CARROZZA:  He's looking at

15        black-and-white.

16              MR. MASON:  Okay.  Fair enough.

17   BY MR. MASON:

18        Q.    Is it fair to say that what's in

19   paragraph 154 is a reproduction of that same

20   graph that's shown in paragraph 151?

21        A.    Yes.

22        Q.    Am I correct that in that graph

23   shown in paragraph 151, that the solid line is

24   the CGM data?

25        A.    Yes, it is.
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 1        Q.    And am I correct that the large

 2   hollow circles in that graph in paragraph 151

 3   are SBGM data?

 4        A.    SMBG?

 5        Q.    Is that -- sorry -- did I say --

 6   yeah.

 7        A.    So the closed circles or the dots

 8   represents reference blood glucose readings.

 9   The solid lines represents the sensor glucose

10   values.

11              (Reporter clarification.)

12              THE WITNESS:  Sensor, the sensor

13        glucose values.

14   BY MR. MASON:

15        Q.    And what do the larger hollow

16   circles in that graph in 151 represent?

17              And it might help you to just look

18   at page 96 of Exhibit 1011.

19        A.    Okay.  Page 90?

20        Q.    Oh, no, I'm sorry, not on your --

21   this is -- I think here, you're pulling this

22   from Exhibit 1011.

23        A.    Okay.

24        Q.    So it may help you look at --

25        A.    It would.
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 1        Q.    -- yeah, page 96 of that.

 2        A.    Page 90, you said?

 3        Q.    96.  I think that's what you cite,

 4   to this page 96.

 5        A.    The open circles on the graph

 6   represent meter calibration readings from --

 7        Q.    And what do you understand meter

 8   calibration readings to mean?

 9        A.    Fingerstick SMBG calibrations.

10        Q.    And there in the graph that's

11   reproduced in paragraph 151 of your

12   declaration, do the closed circles represent

13   the reference blood glucose readings?

14        A.    The closed circles represent

15   reference blood glucose readings.

16        Q.    Okay.  What is used -- strike that.

17              What was used to create those

18   reference blood glucose readings?

19        A.    Typically, they use what's called a

20   YSI, Yellow Springs Instrument, blood test to

21   reproduce that.  But they would note that in

22   their manual.

23        Q.    So is it fair that your best

24   expectation is that those reference values

25   would be taken using what you said was YSI?
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 1        A.    Yellow Springs Instrument, YSI.

 2   That's the type of device that measures blood

 3   glucose.

 4        Q.    And that's Yellow, the color,

 5   Springs Instrument?

 6        A.    (Indicating).

 7        Q.    Okay, YSI.  What is YSI?

 8        A.    It's an analyzer that is used for

 9   reference.

10        Q.    And when you say reference, is it

11   an -- strike that.

12              Is YSI an analyzer that is used for

13   reference blood glucose levels?

14        A.    Yes.

15        Q.    Okay.  Is a YSI device something

16   that PWDs use at home?

17        A.    They would not.

18        Q.    Okay.  Where is a YSI device used?

19        A.    Typically in a laboratory.

20        Q.    So just so that I make sure I

21   understand what -- everything that's in

22   paragraph 151's graph, in paragraph 151, that

23   graph you reproduced, the solid line represents

24   glucose measurements taken using a CGM; is that

25   correct?
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 1        A.    Using a CGM sensor, yes.

 2        Q.    And the open circles represent

 3   glucose measurements taken using a

 4   fingerstick --

 5        A.    Yes.

 6        Q.    -- is that correct?

 7              Okay.  And is it correct that the

 8   small dots --

 9        A.    Solid.

10        Q.    Yes, thank you.

11              Is it accurate that the solid dots

12   represent blood glucose readings taken using a

13   YSI?

14        A.    YSI reference --

15        Q.    Okay.

16        A.    -- analyzer.

17              MR. MASON:  Can you mark this as

18        Exhibit 10 -- do you mind a double-sided

19        copy of the exhibit?

20              THE REPORTER:  It's up to you,

21        counsel.  I don't mind either way.

22              MR. MASON:  All right.  Can I have

23        you mark this, Jennifer, as Exhibit 1050?

24              (Deposition Exhibit 1050 was marked

25        for identification.)
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 1   BY MR. MASON:

 2        Q.    Please let me know when you have a

 3   chance to review Exhibit 1050, Dr. Wright.

 4        A.    I briefly reviewed it.  Is there

 5   some specific area you wish me to --

 6        Q.    No.  Do you recognize Exhibit 1050?

 7        A.    Yes, I do.

 8        Q.    Yeah, you do.

 9              And what is Exhibit 1050?

10        A.    It's a published paper from the

11   supplement of the Journal of Family Practice

12   from December of 2015.

13        Q.    Okay.  And are you one of two

14   authors on this paper?

15        A.    Yes, I am.

16        Q.    Okay.  And do you recall writing

17   this paper?

18        A.    I do.

19        Q.    And do you recall publishing this

20   paper in 2015?

21        A.    Yes.

22        Q.    Okay.  Or rather, do you recall this

23   paper being published?

24        A.    Being published.  I didn't publish

25   it, that's correct.
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 1        Q.    Okay.  And is this Exhibit 1050 an

 2   accurate copy of that article as it was

 3   published in 2015?

 4        A.    It appeared to be.  I haven't read

 5   it completely, but it certainly appears to be.

 6        Q.    I can just give you a couple more

 7   minutes to look at it if you want to, just to

 8   make sure that you don't see any issues with

 9   it.

10              MR. CARROZZA:  Objection.  Form.

11              What issues are you referring to?

12   BY MR. MASON:

13        Q.    Just let me know when you're

14   finished.

15        A.    Okay.  I think I'm confident that

16   this is my paper.

17        Q.    Thank you.  Let's see...

18              MR. MASON:  Can I have you mark this

19        as Exhibit 1051?

20              (Deposition Exhibit 1051 was marked

21        for identification.)

22   BY MR. MASON:

23        Q.    Do you have in front of you

24   Exhibit 1051?

25        A.    Yes, I do.
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 1        Q.    Okay.  And I'll represent to you

 2   that this is a -- an excerpted graph showing,

 3   with solid squares, fingerstick readings taken

 4   by a PWD.  Do you understand?

 5              MR. CARROZZA:  Hold on, Andy, before

 6        we go further.  An excerpt of what?  What

 7        are we looking at here?  And where is this

 8        in his report?  What is this in response

 9        to?  How is this even relevant to his

10        opinions?

11              MR. MASON:  Well, he's opined on the

12        relevance of fingersticks to glucose

13        management.

14   BY MR. MASON:

15        Q.    So, Dr. Wright, do you see

16   Exhibit 1051?

17        A.    I see it.

18        Q.    Okay.  And are you able to

19   understand the graph presented on Exhibit 1051

20   and, in particular, the indications of

21   fingerstick glucose measurements indicated by

22   the solid squares?

23              MR. CARROZZA:  Hold on before you

24        answer.

25              Objection to form.  I'm going to
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 1        make a few objections here.

 2              First of all, you haven't explained

 3        what he's looking at.  You're asking him to

 4        appreciate what it is.  So I'm going to

 5        object to the fact that you haven't

 6        explained where this is an excerpt from,

 7        number one.

 8              Number two, this is outside the

 9        scope of his declaration because this

10        figure is not in Mr. Gross's declaration,

11        nor is it in any other reference or paper

12        in this proceeding.  This is outside the

13        scope of his direct examination -- direct

14        testimony.  Excuse me.

15              MR. MASON:  Okay.  Are you

16        instructing the witness not to answer?

17              MR. CARROZZA:  No.  I just stated my

18        objections, because you haven't explained

19        what this is from.

20   BY MR. MASON:

21        Q.    So, Dr. Wright, in your declaration,

22   have you offered opinions on the value of

23   fingersticks glucose measurements as compared

24   to CGM glucose measurements?

25        A.    I offered an opinion that for --
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 1   fingersticks were required for treatment

 2   decisions.

 3        Q.    Okay.

 4        A.    May I ask where this is from?

 5        Q.    I'm --

 6        A.    I have not seen this before.

 7        Q.    Yeah, yeah.  No, I understand.  I

 8   understand you have not seen this before.

 9              And I will represent to you that

10   what's shown here is a graph for a single day

11   depicting, in solid squares, four different

12   fingerstick measurements taken by a -- by a

13   patient.  Do you understand?

14        A.    I think I do.

15        Q.    Okay.

16              (Reporter clarification.)

17              MR. CARROZZA:  I was just going to

18        say same objections.

19   BY MR. MASON:

20        Q.    And do you see on the left hand --

21   or sorry -- in the Y axis of the graph, it

22   indicates glucose levels in milligrams per

23   deciliter?

24        A.    I see these words, yes.

25        Q.    Yeah.  Is that an annotation or is
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 1   that a measurement that you understand?

 2        A.    It is.

 3        Q.    Okay.  And do you see the time of

 4   day represented there on the "X" axis?

 5        A.    Yes, I do.

 6        Q.    Okay.  And do you understand that

 7   representation indicating times throughout the

 8   day?

 9        A.    I do.

10        Q.    Okay.  And what -- do you see that

11   first solid square on the left-hand side?

12        A.    Yes.

13        Q.    And what does that solid square tell

14   you about glucose levels at that time?

15              MR. CARROZZA:  Objection to form.

16        Incomplete hypothetical.  Incomplete

17        description of what we're looking at.

18        Outside the scope of his direct testimony.

19        Outside the scope of this proceeding.

20              THE WITNESS:  I would need to see

21        the rest of this so that I know what this

22        is in context of.  It's just a picture with

23        four blocks on it and a scale, but I don't

24        have any context for this.

25
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 1   BY MR. MASON:

 2        Q.    Okay.  And do you understand that

 3   those four blocks are -- are fingerstick

 4   readings, as I represent to you today?

 5              MR. CARROZZA:  Objection to form.

 6   BY MR. MASON:

 7        Q.    Each of those -- strike that.

 8              Each of those -- I represent to you

 9   today that each of those four blocks is a

10   fingerstick reading.  Do you understand that?

11        A.    Yes.

12              MR. CARROZZA:  Objection.

13              (Reporter clarification.)

14              MR. CARROZZA:  Your representations

15        are meaningless.  It doesn't make this any

16        relevant.

17   BY MR. MASON:

18        Q.    Have you reviewed graphical data in

19   similar format?

20              MR. CARROZZA:  Objection to form.

21        Vague.

22              THE WITNESS:  In similar format to?

23   BY MR. MASON:

24        Q.    To Exhibit 1051.

25              MR. CARROZZA:  Objection to form.
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 1        Vague.

 2              THE WITNESS:  When you say graphical

 3        data, please help me --

 4   BY MR. MASON:

 5        Q.    Yeah.  I'm sorry.  I --

 6        A.    I want to give you an accurate --

 7              (Reporter clarification.)

 8              THE WITNESS:  So I asked what does

 9        he mean by graphical data.  This is a plot.

10   BY MR. MASON:

11        Q.    And if I represent to you that the

12   red square just prior to 9:00 a.m. -- strike

13   that.

14              If I represent to you that the solid

15   square just prior to 9:00 a.m. is a fingerstick

16   glucose reading, do you understand that?

17              MR. CARROZZA:  Objection to form.

18              THE WITNESS:  Yes.

19   BY MR. MASON:

20        Q.    And are you able to tell, at least

21   roughly, what a person's glucose level would be

22   based on that solid square?

23              MR. CARROZZA:  Objection to form.

24              THE WITNESS:  When you say roughly,

25        please be more specific.
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 1   BY MR. MASON:

 2        Q.    Oh, yeah, yeah.

 3              Are you able to determine a person's

 4   glucose level based on if -- if that solid

 5   square represents a fingerstick reading taken

 6   at that time, are you able to determine what

 7   the patient's glucose level is at that time?

 8        A.    I am not.

 9        Q.    You're not, okay.

10              Would you understand that first

11   square to represent a blood glucose level of

12   just under 100 milligrams per deciliter --

13              MR. CARROZZA:  Objection.

14        Speculation.

15   BY MR. MASON:

16        Q.    -- at just prior to 9:00 a.m.?

17              MR. CARROZZA:  Objection.  Calls for

18        speculation.  Asked and answered.

19              THE WITNESS:  Just under 100?

20   BY MR. MASON:

21        Q.    Mm-hmm.

22        A.    That's a lot of territory.

23        Q.    How would you characterize that?  I

24   guess -- well, my question to you is:  Is it

25   your testimony today, then, that you're unable
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 1   to analyze glucose levels based on the

 2   presentation here in Exhibit 1051?

 3        A.    So typically with a fingerstick, we

 4   get a number, not a range.  So a fingerstick

 5   would not give you just under 100.  It would

 6   give you a number like 95, 90, 92.

 7              I cannot see that on this

 8   representation, which is why I asked for the

 9   broader context so that I could understand what

10   was being represented here.

11        Q.    Yeah.  And, you know, with that

12   understanding -- and thank you for that -- with

13   that understanding, would you be able to make

14   treatment recommendations based on just an

15   estimate of glucose --

16              MR. CARROZZA:  Objection.

17   BY MR. MASON:

18        Q.    -- levels --

19              MR. CARROZZA:  Objection.

20        Speculation.

21   BY MR. MASON:

22        Q.    -- on this --

23              (Reporter clarification.)

24   BY MR. MASON:

25        Q.    And with that understanding, would
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 1   you be able to make treatment recommendations

 2   based on what's shown here in this graph?

 3              MR. CARROZZA:  Objection.  Calls for

 4        speculation.

 5              MR. MASON:  Please limit your

 6        objections to form only, Mike.  If I ask,

 7        you can tell me.  But it's form only at the

 8        PTAB, so let's stop the talking objections.

 9        Form, scope, that's fine.  Anything else,

10        that's beyond the rules.

11              MR. CARROZZA:  Andy, you know what's

12        happening here.  You know this is -- you

13        know what's happening.

14              THE WITNESS:  I would not make a

15        treatment decision without knowing

16        precise --

17   BY MR. MASON:

18        Q.    Value?

19        A.    -- value.

20        Q.    Okay.  And you can set that aside

21   now.  You can set aside 1051.

22              Turning back to your report, you've

23   discussed in -- and I'm not actually going to

24   ask about any specific paragraph right now.

25              But in your report, do you discuss
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 1   the Paradigm REAL-Time system and its FDA

 2   approval?

 3        A.    Can you tell me where?

 4        Q.    I believe in paragraph -- well,

 5   strike that.

 6              If you look in paragraph 82, I

 7   believe you discuss --

 8        A.    82?

 9        Q.    Yeah.  I believe you first discuss

10   the DexCom system.  And then, am I correct that

11   after that, you discuss FDA approval of the

12   Medtronic Paradigm REAL-Time system?

13        A.    Okay.  I've read it.

14        Q.    Do you know when the Paradigm

15   REAL-Time system was originally approved by the

16   FDA?

17        A.    I don't.

18        Q.    Okay.  Do you know the times of any

19   supplemental FDA -- strike that.

20              Do you know whether the FDA issued

21   any supplemental approvals for the Paradigm

22   REAL-Time system?

23        A.    I do not specifically recall that,

24   no.

25        Q.    Your declaration discusses FDA
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 1   approval of the Paradigm REAL-Time system for

 2   adjunctive use.  Do you know if the FDA

 3   approved the Paradigm REAL-Time system for any

 4   other use?

 5        A.    It's my understanding that the

 6   Medtronic still has an adjunctive claim.  It's

 7   not -- doesn't have a nonadjunctive claim.

 8        Q.    Do you know if the Paradigm

 9   REAL-Time system was approved to make therapy

10   adjustments?

11        A.    That would be nonadjunctive.  And to

12   my knowledge, it does not have nonadjunctive

13   approval.

14              MR. MASON:  We've been going for

15        about an hour.  I think we can take a

16        break.

17              (Recess had.)

18              MR. MASON:  We can go back on the

19        record.

20   BY MR. MASON:

21        Q.    Are you ready to resume your

22   deposition, Dr. Wright?

23        A.    I am ready.

24        Q.    All right.  And when we were on

25   break, did you discuss the substance of your
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 1   testimony with anyone?

 2        A.    I did not.

 3        Q.    All right.  Thank you.

 4              Do you recall earlier discussing how

 5   hypoglycemia, I think you said, can occur

 6   overnight?

 7        A.    Yes.

 8        Q.    Okay.  Was it common for

 9   hypoglycemia to occur overnight in diabetes

10   patients?

11        A.    In diabetes patients in general or

12   specific diabetes patients?

13        Q.    Oh, yeah.  So -- strike that.

14   That's a fair question.

15              Is it common -- is hypoglycemia a

16   common concern for PWDs?

17        A.    Yes.

18        Q.    And is hypoglycemia overnight a

19   common concern for PWDs?

20        A.    In patients who are taking

21   medications that can cause hypoglycemia, it is.

22        Q.    Would it have been important --

23   strike that.

24              Would it be important for a PWD to

25   know if hypoglycemia had occurred overnight?
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 1        A.    Yes, it would.

 2        Q.    And was that the case in 2009 as

 3   well?

 4        A.    Yes.

 5        Q.    Okay.  What are some causes of

 6   nocturnal hypoglycemia?

 7        A.    The most common cause would be

 8   someone who is taking insulin and the insulin

 9   is acting at a time when there is insufficient

10   substrate and it would -- blood sugar would

11   drop overnight.  It can also occur with other

12   medications that people take for diabetes.

13        Q.    Okay.  So is it -- strike that.

14              Do I understand correctly, then,

15   that if -- strike that.  I think I understood

16   what you were saying.

17              But yeah, my question is:  With the

18   knowledge that nocturnal hypoglycemia had

19   occurred, would a patient be able to adjust

20   those medications?

21        A.    The patient would be instructed to

22   confer with their healthcare professional to

23   make adjustments.

24        Q.    Were there any other causes other

25   than medication that might need to -- lead to
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 1   nocturnal hypoglycemia?

 2              (Reporter clarification.)

 3   BY MR. MASON:

 4        Q.    Lead to nocturnal hypoglycemia?

 5        A.    Yes.  There's other causes.

 6        Q.    Okay.  Well, what are some of those

 7   other causes?

 8        A.    Alcohol ingestion.

 9        Q.    Does alcohol cause a lowering of

10   blood glucose levels?

11        A.    It can.  It can lead to hypoglycemia

12   overnight.

13        Q.    Okay.

14        A.    Missed meals.  If you take insulin

15   and miss the meal, that could lead to

16   hypoglycemia overnight.

17        Q.    And would knowing about nocturnal

18   hypoglycemia allow patients to make decisions

19   about whether and when to ingest alcohol?

20        A.    In consultation with a healthcare

21   professional to look at the circumstances in

22   which this occurred would lead to a better

23   decision about what to do.

24              MR. MASON:  Dr. Wright, I have no

25        further questions.
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 1              MR. CARROZZA:  Okay.  Can we have a

 2        short break?

 3              (Lunch recess had.)

 4                     EXAMINATION

 5   BY MR. CARROZZA:

 6        Q.    Dr. Wright, do you recall Mr. Mason

 7   asking you questions about an Exhibit 1050?

 8        A.    I do.

 9        Q.    And is Exhibit 1050 an article that

10   you are one of the authors on?

11        A.    It is.

12        Q.    The title is "Ambulatory Glucose

13   Profiling."  Is that often abbreviated as AGP?

14        A.    It is.

15        Q.    Do you have an understanding of what

16   an AGP is?

17        A.    Yes, I do.

18        Q.    What is an AGP?

19        A.    AGP is the ambulatory glucose

20   profile, and it is a report that is generated

21   from a large stream of glucose data that is

22   collected over time and organized, analyzed,

23   and displayed in report format.

24        Q.    And what sort of data would be

25   provided in an AGP report?
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 1        A.    Typically, we have the -- what's

 2   called the "modal day," which is multiple days

 3   of data displayed as if it were in one day.  We

 4   have number of statistics; such as the glucose

 5   management indicator, glycemic variability, the

 6   mean average glucose are just some of them.

 7   And we also display what are the target ranges,

 8   the highs and the lows, for that particular

 9   period of time and that data stream.

10        Q.    You mentioned glycemic variability.

11   What does that relate to?

12        A.    Glycemic variability is the concept

13   that blood glucose is not static.  And it

14   typically rises and falls both interday and

15   intraday, so inside of one day and then over

16   multiple days.

17              We try to conceptualize that for

18   patients as that, as your blood sugar rises and

19   falls during the course of a day, you really

20   want to look at that over time to see if there

21   is a pattern or a trend that is occurring that

22   you then can recognize as something that would

23   require making an adjustment.

24        Q.    So you used the term "trend" just

25   now to refer to the AGP report.  What's your
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 1   understanding of the word trend in that

 2   context?

 3        A.    Well, a trend is that -- on any

 4   given day, a patient with diabetes is not the

 5   same.  So we really look for these changes over

 6   time, over multiple days, as we make

 7   recommendations for treatment or management.

 8              So, for instance, on any given day,

 9   if I eat two cookies, I may have a spike in the

10   blood sugar; and the next day, I don't eat any,

11   I may not.  That will show up as part of my

12   variability.  But looking at it over time, it

13   may even out.

14        Q.    So when you were answering

15   Mr. Mason's questions that used the word trend,

16   was that your understanding of the word trend

17   in your answers?

18              MR. MASON:  Objection.  Form.

19        Scope.

20              THE WITNESS:  I used the word trend

21        with glycemic patterns as looking at trends

22        of data over time.

23   BY MR. CARROZZA:

24        Q.    Okay.  Switching gears a little bit.

25              Do you recall --

0093

 1              If a PWD were using a CGM in the

 2   2009 time frame and they have data missing such

 3   that there is now a data gap on their CGM

 4   display, in what ways would that missing

 5   information be useful to the PWD for diabetes

 6   management --

 7              MR. MASON:  Objection --

 8   BY MR. CARROZZA:

 9        Q.    -- if any at all?

10              MR. MASON:  -- form.  Objection to

11        form.  Scope.

12              THE WITNESS:  In 2009, all treatment

13        decisions were based on a fingerstick.  So

14        missing data from a CGM would be useful to

15        me as a healthcare professional, as I said,

16        with an AGP report so that I could look to

17        see if there were periods or points in time

18        where there potentially was a problem.

19              (Reporter clarification.)

20              THE WITNESS:  Potentially was a

21        problem.  Sorry.

22   BY MR. CARROZZA:

23        Q.    Okay.  And let's switch gears

24   slightly.

25              Do you recall Mr. Mason asking you
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 1   questions about a graph that is shown on

 2   page 96 of Exhibit 1011?

 3        A.    1011 or -- yeah, I'm sorry.  Wrong

 4   one.  Page 96, yes.

 5        Q.    And do you recall Mr. Mason asking

 6   you questions about the open circles that are

 7   displayed or indicated on the graph on page 96?

 8        A.    The open circles represent

 9   self-monitored blood glucose readings that were

10   used for calibration.

11        Q.    And do you see the ones open circle

12   that -- far to the left, but very near the top

13   of the graph?  It sort of looks like it

14   corresponds to Day 1 at approximately, maybe,

15   1600 hours.

16              MR. MASON:  Objection to form.

17              THE WITNESS:  I do see that.

18   BY MR. CARROZZA:

19        Q.    Do you have any thoughts on why that

20   one open circle is so far off of the graph

21   versus all of the other open circles?

22              MR. MASON:  Objection.  Form.

23              THE WITNESS:  Clinically, when we

24        see this pattern, it typically represents

25        some sort of a -- I'll use the word user
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 1        error, that the patient didn't perform the

 2        fingerstick accurately.  And there are a

 3        number of reasons why that might happen.

 4   BY MR. CARROZZA:

 5        Q.    For example, like what?

 6        A.    The alcohol doesn't dry on the

 7   finger.  They stuck -- they didn't wash their

 8   hands thoroughly before they performed the

 9   test, which is why we instruct them to do that,

10   to wash their hands thoroughly, use -- allow

11   the alcohol to dry before you do the

12   fingerstick.

13        Q.    And so the data point that's shown

14   at about 1600 on page 96 of Exhibit 1011, the

15   open circle, in your opinion, does that appear

16   to be an inaccurate test result?

17              MR. MASON:  Objection.  Form.

18              THE WITNESS:  To me, it appears to

19        be -- if I look at the time that it

20        occurred, it would be an after-lunch; and

21        perhaps the person didn't wash their hand

22        or something.  I don't know.  But it does

23        not appear to be accurate when I look at

24        the YSI.

25              MR. CARROZZA:  We have no further
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 1        questions.

 2              MR. MASON:  I just have one question

 3        on recross.

 4                     EXAMINATION

 5   BY MR. MASON:

 6        Q.    Dr. Wright, were fingerstick user

 7   errors, as you describe them, a known issue in

 8   2009?

 9        A.    Oh, yes.

10        Q.    And would those fingerstick user

11   errors in 2009 lead to inaccurate glucose

12   measurements?

13        A.    On the fingerstick?  Yes.

14              MR. MASON:  That's all I have.

15              MR. CARROZZA:  I have one question

16        on re-redirect.

17                     EXAMINATION

18   BY MR. CARROZZA:

19        Q.    In 2009, besides CGMs and

20   fingerstick measurements, were PWDs able to use

21   any other tools to measure their glucose

22   levels?

23              MR. MASON:  Objection.  Form.

24        Scope.

25              THE WITNESS:  In 2009, other than
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 1   CGM and fingerstick?  Well, if they came to

 2   the office, we would do a venous blood

 3   sample; but no.

 4         MR. CARROZZA:  Okay.  I have no

 5   further questions.

 6         MR. MASON:  I'm done.  We can go off

 7   the record.

 8         (Off the record.)

 9         THE REPORTER:  Does anybody want a

10   rough?

11         MR. CARROZZA:  I'll take a rough.

12         MR. MASON:  Sure, yeah.  But

13   otherwise, standard delivery is fine.

14         (Deposition concluded at 12:37 p.m.)
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          1                 (Witness sworn.)



          2                EUGENE E. WRIGHT JR., M.D.,



          3      called as a witness, having been first duly



          4      sworn, was examined and testified as follows:



  09:02   5                        EXAMINATION



  09:02   6      BY MR. MASON:



  09:02   7           Q.    Good morning, Dr. Wright.



  09:02   8                 Can you please state your name for



  09:02   9      the record.



  09:02  10           A.    Yes.  My name is Eugene Edward



  09:03  11      Wright, Jr.



  09:03  12           Q.    And what is your current occupation?



  09:03  13           A.    I'm currently a consulting



  09:03  14      associate, Department of Medicine at Duke



  09:03  15      University Medical Center.  And I serve as the



  09:03  16      medical director for performance improvement at



  09:03  17      the South Piedmont Area Health Education Center



  09:03  18      in Charlotte, North Carolina.



  09:03  19           Q.    Great.



  09:03  20                 And how long have you been employed



  09:03  21      at Duke?



  09:03  22           A.    I'm currently not employed at Duke.



  09:03  23      I was employed at Duke between 1995 and 2000.



  09:03  24           Q.    Oh, okay.  Have you been deposed



  09:03  25      before?
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  09:03   1           A.    Yes, I have.



  09:03   2           Q.    Okay.  Roughly, how many times, if



  09:03   3      you can remember?



  09:03   4           A.    Well, the one I remember most is the



  09:03   5      one recently, January of 2023.



  09:03   6           Q.    Okay.  And have you been deposed



  09:03   7      more than five times?



  09:03   8           A.    I don't think so.



  09:03   9           Q.    You don't think so, okay.



  09:03  10                 And do you feel comfortable with the



  09:04  11      deposition process?  That's a loaded question.



  09:04  12                 Do you feel that you understand the



  09:04  13      deposition process?



  09:04  14           A.    I believe I do.



  09:04  15           Q.    Okay.  And, you know, I think maybe



  09:04  16      as counsel has told you, I'll be asking



  09:04  17      questions.  He might have some objections; but



  09:04  18      if he objects, you still have to answer the



  09:04  19      question.  Do you understand that?



  09:04  20           A.    I understand.



  09:04  21           Q.    Yeah.



  09:04  22                 And then do you agree to testify



  09:04  23      truthfully today?



  09:04  24           A.    I do.



  09:04  25           Q.    You do, okay.
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  09:04   1                 And is there anything that would



  09:04   2      prevent you from testifying truthfully today,



  09:04   3      like medications or anything else?



  09:04   4           A.    No.



  09:04   5           Q.    Okay.  Do you agree to testify



  09:04   6      accurately today?



  09:04   7           A.    Accurately, yes.



  09:04   8           Q.    Okay.  Is there anything that would



  09:04   9      prevent you from providing accurate testimony



  09:04  10      today?



  09:04  11           A.    No.



  09:04  12           Q.    Okay, great.



  09:04  13                 And do you understand that the rules



  09:04  14      of the United States Patent and



  09:04  15      Trademark Office forbid you to talk to counsel



  09:04  16      on breaks about the substance of your testimony



  09:05  17      here today?



  09:05  18           A.    I understand.



  09:05  19           Q.    Okay.  And do you agree to follow



  09:05  20      those rules?



  09:05  21           A.    I do.



  09:05  22           Q.    Excellent.



  09:05  23                 I see that you have a binder right



  09:05  24      in front of you there.  What is in that binder?



  09:05  25           A.    (Indicating).
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  09:05   1           Q.    Oh, yeah.  I'm sorry.



  09:05   2                 MR. CARROZZA:  Could you read it?



  09:05   3      BY MR. MASON:



  09:05   4           Q.    This is tough.  Yeah, yeah, no.  So



  09:05   5      you're holding it up.



  09:05   6                 But just for the reporter, yeah, if



  09:05   7      you can just tell me what's inside that binder.



  09:05   8           A.    This is a copy of my declaration.



  09:05   9           Q.    Okay.  And is that Exhibit 2013?



  09:05  10           A.    That is accurate.



  09:05  11           Q.    Okay, great.



  09:05  12                 And then do you also have a copy of



  09:05  13      your CV, Exhibit 2014, in that binder?



  09:05  14           A.    Yes, I do.



  09:05  15           Q.    Okay, excellent.  Thank you.



  09:05  16                 And then to your left here, do you



  09:05  17      have a stack of binders that includes all of



  09:05  18      the exhibits that you considered in preparing



  09:05  19      your declaration?



  09:05  20                 MR. CARROZZA:  And just to clarify,



  09:05  21           counsel, they're not all exhibits.  Some



  09:05  22           are documents like papers from the parties.



  09:06  23                 MR. MASON:  Okay, excellent.



  09:53  24                 (Reporter clarification.)



         25                 MR. CARROZZA:  Papers from the
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          1           parties.



  09:06   2                 MR. MASON:  And I'll ask him about



  09:06   3           those.



  09:06   4                 THE WITNESS:  Yes, I believe they



  09:06   5           are.



          6      BY MR. MASON:



  09:06   7           Q.    Yeah, okay.  Can I see that real



  09:06   8      quick?  Thank you, sir.



  09:06   9                 And do these binders also include a



  09:06  10      copy of DexCom's Petition for Inter Partes



  09:06  11      Review of U.S. PN 11,298,056?



  09:06  12           A.    U.S. PN 11,298,056, yes.



  09:06  13           Q.    Thank you.



  09:06  14                 And do they also contain a copy of



  09:06  15      Abbott's Patent Owner's Preliminary Response



  09:06  16      (POPR)?



  09:06  17           A.    Yes, they do.



  09:06  18           Q.    Excellent.



  09:06  19                 And does Tab 3, do they also include



  09:06  20      a copy of DexCom's Reply to Abbott's POPR?



  09:06  21           A.    Yes.



  09:07  22           Q.    Excellent.



  09:07  23                 And then do they also include, as



  09:07  24      Tab No. 4, Abbott's Surreply ISO in Support of



  09:07  25      POPR?
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  09:07   1           A.    Yes.



  09:07   2           Q.    And then finally, as Tab No. 5, do



  09:07   3      they also include Decision Granting Institution



  09:07   4      of Inter Partes Review?



  09:07   5           A.    Yes.



  09:07   6           Q.    Okay, great.



  09:07   7                 And you see there that that



  09:07   8      institution decision you were just looking at,



  09:07   9      that lists on its face Patent No. 11,298,056;



  09:07  10      is that correct?



  09:07  11           A.    11,298,056 B2.



  09:07  12           Q.    Oh, yeah, yeah.  The B2 is something



  09:07  13      that they add on to that.  I asked you to be



         14      accurate.



  09:07  15                 So can we agree to refer to that



  09:07  16      Patent No. 11,298,056 B2 as the '056 patent



  09:08  17      today?



  09:08  18           A.    Yes.



  09:08  19           Q.    And you understand that's been



  09:08  20      submitted as Exhibit 1001 in this proceeding?



  09:08  21           A.    Yes.



  09:08  22                 MR. MASON:  Tell me if you need me



  09:08  23           to slow down.



  09:08  24                 THE REPORTER:  Yes, you do.  Thank



  09:08  25           you.
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  09:08   1                 MR. MASON:  I'm sorry.



          2      BY MR. MASON:



  09:08   3           Q.    And you can tell me, too,



  09:08   4      Dr. Wright, if you need me to slow down.



  09:08   5           A.    Excuse me.  One question.  You



  09:08   6      said -- what is the -- Exhibit 1001 is under



  09:08   7      Tab 6.



  09:08   8           Q.    Oh, yeah, it's under Tab 6.  But is



  09:08   9      that the '056 patent --



  09:08  10           A.    Yes --



  09:08  11           Q.    -- that we discussed?



         12           A.    -- the '056 B2.



  09:08  13           Q.    Oh, yeah.  And then in its lower



  09:08  14      right-hand corner, it's got the exhibit



  09:08  15      marker --



         16           A.    Gotcha.



  09:08  17           Q.    -- 1001.  All right.



  09:08  18                 And if I could have you just look at



  09:08  19      your declaration, which is Exhibit 2013,



  09:09  20      correct?



  09:09  21           A.    I'm sorry.  The question?



  09:09  22           Q.    Oh, yeah.  My question is -- yeah --



  09:09  23      looking at Exhibit 2013, is that your signature



  09:09  24      on the last page of the declaration -- prior to



  09:09  25      the appendix?
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  09:09   1           A.    Yes, that is.



  09:09   2           Q.    All right, great.



  09:09   3                 And did you read your declaration



  09:09   4      carefully before signing it?



  09:09   5           A.    Oh, yes, I did.



  09:09   6           Q.    You did, great.



  09:09   7                 And did you review it again in



  09:09   8      preparing for this deposition?



  09:09   9           A.    Yes, I have.



  09:09  10           Q.    You have, okay.



  09:09  11                 Did you notice any errors in your



  09:09  12      declaration?



  09:09  13           A.    I did not.



  09:09  14           Q.    Okay.  And then how long did you



  09:09  15      spend drafting your declaration?



  09:09  16           A.    That's a good question.  The



  09:09  17      drafting of the declaration was an iterative



  09:10  18      process, and I worked with counsel.  So we



  09:10  19      prepared drafts.  We looked at it.  I reviewed,



  09:10  20      revised.  So it's over several sessions.  So...



  09:10  21           Q.    Okay.  Would you estimate you spent



  09:10  22      more than ten hours working on the declaration?



  09:10  23           A.    Oh, yes.  Yes.



  09:10  24           Q.    More than 20 hours?



  09:10  25           A.    Probably close to that.
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  09:10   1           Q.    Okay.  And then in preparing for



  09:10   2      today's deposition, what did you do?



  09:10   3           A.    I've reviewed my declaration, as



  09:10   4      I've noted, and reviewed some of the exhibits



  09:10   5      that were referred to in them.



  09:10   6           Q.    Did you meet with anybody in



  09:10   7      preparation for your deposition?



  09:10   8           A.    I met with counsel.



  09:10   9           Q.    And by counsel, are you referring to



  09:10  10      Mr. Carrozza?



  09:10  11           A.    Mr. Carrozza, yes.



  09:11  12           Q.    Okay.  Did you meet with any other



  09:11  13      counsel?



  09:11  14           A.    One of the meetings was with



  09:11  15      Mr. McAndrews.



  09:11  16           Q.    Okay.  Is that Peter McAndrews?



  09:11  17           A.    Peter McAndrews, yes.



  09:11  18           Q.    Okay.  And did you meet with



  09:11  19      Leland Hansen in preparation for your



  09:11  20      deposition?



  09:11  21           A.    I have met Mr. Hansen, yes.



  09:11  22           Q.    Okay.  Did you meet or speak with



  09:11  23      anybody at Abbott in preparation for your



  09:11  24      deposition?



  09:11  25           A.    I have not.
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  09:11   1           Q.    Okay.  And did you -- strike that.



  09:11   2                 Have you met or spoken with anybody



  09:11   3      at Abbott in preparing your opinions in this



  09:11   4      matter?



  09:11   5           A.    In preparing my opinions?  No.



  09:11   6           Q.    Okay.  Have you met with anybody at



  09:11   7      Abbott, aside from counsel, in relation to this



  09:11   8      IPR?



  09:11   9           A.    No.



  09:11  10           Q.    Anybody else that you met with in



  09:11  11      preparation for your deposition?



  09:12  12           A.    I can't think of anyone else.



  09:12  13           Q.    Okay.  Did you meet with



  09:12  14      Dr. Aaron Striegel?



  09:12  15           A.    I have met Dr. Aaron Striegel.



  09:12  16           Q.    Okay.  And when did you meet



  09:12  17      Dr. Striegel?



  09:12  18           A.    Maybe two days ago.



  09:12  19           Q.    Okay.  And how long did you meet



  09:12  20      with Dr. Striegel two days ago?



  09:12  21           A.    It was a short time, over lunch.



  09:12  22           Q.    Okay.  And did you discuss your



  09:12  23      opinions in this matter with Dr. Striegel?



  09:12  24           A.    In my -- no.



  09:12  25           Q.    Okay.  Did you discuss his opinions
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  09:12   1      in this matter?



  09:12   2           A.    I have reviewed his declaration.



  09:12   3           Q.    Okay.  And in meeting with him and



  09:12   4      in person two days ago, did you discuss the



  09:12   5      substance of his testimony in this IPR?



  09:12   6           A.    I don't recall.  I don't recall



  09:12   7      discussing the substance of my declaration or



  09:12   8      the IPR with him.



  09:12   9           Q.    Okay.  And aside from that lunch



  09:13  10      meeting with Dr. Striegel, have you had any



  09:13  11      phone conversations with Dr. Striegel?



  09:13  12           A.    Oh, no.



  09:13  13           Q.    Okay.  Have you met him via Zoom or



  09:13  14      any other in-person meetings?



  09:13  15           A.    I saw him briefly yesterday at



  09:13  16      breakfast.



  09:13  17           Q.    Oh, okay.  And in your meetings with



  09:13  18      Dr. Striegel, did you learn anything that



  09:13  19      informed your testimony today?



  09:13  20           A.    Oh, no.



  09:13  21           Q.    Okay.  In meeting with Dr. Striegel,



  09:13  22      did you learn anything that informs your



  09:13  23      opinions or affects your opinions in this



  09:13  24      matter?



  09:13  25           A.    No.
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  09:13   1           Q.    Okay.  Are you aware that



  09:13   2      Dr. Striegel was deposed yesterday?



  09:13   3           A.    I am.



  09:13   4           Q.    Okay.  Have you been provided with a



  09:13   5      transcript of that deposition?



  09:13   6           A.    I have not.



  09:13   7           Q.    Okay.  Have you spoken with



  09:13   8      Dr. Striegel since his deposition yesterday?



  09:14   9           A.    I said good-bye to him as he was



  09:14  10      leaving.



  09:14  11           Q.    Okay.  Fare thee well.



  09:14  12                 Yeah, did you -- strike that.



  09:14  13                 Did you speak with Dr. Striegel



  09:14  14      about any substance related to this matter



  09:14  15      after his deposition?



  09:14  16           A.    I have not.



  09:14  17           Q.    Okay.  In your declaration, do you



  09:14  18      use the term PWD as a shorthand for persons



  09:14  19      with diabetes?



  09:14  20           A.    That is accurate, yes.



  09:14  21           Q.    Okay.  And can we agree to use that



  09:14  22      acronym throughout today as well?



  09:14  23           A.    Absolutely.



  09:14  24           Q.    All right, great.



  09:14  25                 And in your declaration, do you also
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  09:14   1      use the term CGM to refer to continuous glucose



  09:14   2      monitoring?



  09:14   3           A.    Continuous glucose monitor or



  09:14   4      continuous glucose monitoring.



  09:14   5           Q.    Fair enough, yeah.  And can we agree



  09:14   6      to use that acronym CGM today?



  09:14   7           A.    Right.



          8           Q.    Okay.



  09:14   9           A.    I make the distinction because a



  09:14  10      continuous glucose monitor is a device.



  09:15  11      Continuous glucose monitoring is a process.



  09:15  12           Q.    Okay.  And what does CGM typically



  09:15  13      refer to in the field?



  09:15  14           A.    The device.



         15           Q.    The device, okay.



  09:15  16           A.    Continuous glucose monitor.



  09:15  17           Q.    Okay.  And do you use the term SMBG



  09:15  18      to refer to self-monitored blood glucose



  09:15  19      measurements?



  09:15  20           A.    SMBG, yes, that's self-monitored



  09:15  21      blood glucose.



  09:15  22           Q.    Mm-hmm.  And is that also sometimes



  09:15  23      referred to as a "fingerstick measurement"?



  09:15  24           A.    Yes.



  09:15  25           Q.    Okay.  In your declaration, you
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  09:15   1      discuss the treatment of diabetes.  Based on



  09:15   2      your experience, what does diabetes treatment



  09:16   3      include or encompass?



  09:16   4           A.    That's a broad question.  Can you be



  09:16   5      a bit more specific?



  09:16   6           Q.    Yeah.  Do you consider diabetes



  09:16   7      treatment to include dosing insulin?



  09:16   8           A.    Yes.  That is one form of diabetes



  09:16   9      treatment.



  09:16  10           Q.    Okay.  And do you consider diabetes



  09:16  11      treatment to include deciding whether or not to



  09:16  12      perform one or more SMBG measurements?



  09:16  13           A.    That would be a part of diabetes



  09:16  14      management.



  09:16  15           Q.    Okay.



  09:16  16           A.    I think of treatment as providing a



  09:16  17      medication.



  09:16  18           Q.    Okay.  And then how would you -- you



  09:16  19      mentioned the term "diabetes management"; is



  09:16  20      that correct?



  09:16  21           A.    Yes.



  09:16  22           Q.    Yeah.  And what would you consider



  09:16  23      diabetes management to be?



  09:16  24           A.    Think of diabetes management as the



  09:16  25      process of assimilating the information and
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  09:17   1      making decisions about how and what -- when to



  09:17   2      treat.



  09:17   3           Q.    Okay.  And I think, as you said,



  09:17   4      diabetes management then includes determining



  09:17   5      when to take a fingerstick measurement; is that



  09:17   6      correct?



  09:17   7           A.    That would be one, yes.



  09:17   8           Q.    And what else would diabetes



  09:17   9      management include?



  09:17  10                 MR. CARROZZA:  Object to the form.



  09:17  11                 THE WITNESS:  It would include



  09:17  12           activity, lifestyle, sense of well-being.



  09:17  13      BY MR. MASON:



  09:17  14           Q.    Okay.  And is diabetes management



  09:18  15      largely performed by the patient, or PWD?



  09:18  16           A.    Diabetes management is typically a



  09:18  17      team process.  The patient is at the center.



  09:18  18           Q.    And what do you mean by the patient



  09:18  19      is at the center?



  09:18  20           A.    The patient is the person for whom



  09:18  21      the diabetes management is directed.



  09:18  22           Q.    Okay.  And does the patient or the



  09:19  23      PWD, as you refer to them, play an active role



  09:19  24      in management of their -- his or her diabetes?



  09:19  25           A.    That would be accurate, yes.
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  09:19   1           Q.    And you discuss in your declaration



  09:19   2      the concept of a person of ordinary skill in



  09:19   3      the art?



  09:19   4           A.    Yes.



  09:19   5           Q.    Okay.  And do you understand that



  09:19   6      that term can be shorthanded as POSITA?



  09:19   7           A.    Yes, I do.



  09:19   8           Q.    And can we agree to use that



  09:20   9      terminology today, POSITA?



  09:20  10           A.    Yes, that would be fine.



  09:20  11           Q.    Okay.  In paragraph 122 of your



  09:20  12      declaration, do you quote the definition of a



  09:20  13      POSITA, at least in part, as provided by a



  09:20  14      Mr. Brian Gross?



  09:20  15           A.    Yes, I do.



  09:20  16           Q.    And in paragraph 123, do you state



  09:21  17      disagreement with his opinion, insofar as, in



  09:21  18      your mind, a POSITA must be part of an



  09:21  19      interdisciplinary team?



  09:21  20           A.    Yes, I do.



  09:21  21           Q.    Other than that disagreement, do you



  09:21  22      have any other disagreement with Mr. Gross's



  09:21  23      definition of a POSITA?



  09:21  24           A.    I do not.



  09:21  25           Q.    Okay.  Do you believe that you were
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  09:21   1      at least a POSITA in 2009?



  09:21   2           A.    Yes.



  09:21   3           Q.    Okay.  And why is that -- or strike



  09:21   4      that.



  09:21   5                 What -- in your mind, what qualified



  09:21   6      you as a POSITA in 2009?



  09:22   7           A.    Well, according to Mr. Gross's



  09:22   8      definition, I was a part of -- in my amendment



  09:22   9      to this deposition, I was a part of an



  09:22  10      interdisciplinary team working on these types



  09:22  11      of -- with these -- team composed of these



  09:22  12      components.



  09:22  13           Q.    Okay.  And what was the



  09:22  14      interdisciplinary team that you were a part of



  09:22  15      in 2009?



  09:22  16           A.    In 2009, we were working on what was



  09:22  17      the unmet need for patients with Type 2



  09:22  18      diabetes.  And so the team included engineers,



  09:22  19      clinicians.



  09:23  20           Q.    Anybody else?



  09:23  21           A.    That's a long time ago.



  09:23  22           Q.    I know, yeah.  And what was -- what



  09:23  23      were the -- strike that.



  09:23  24                 What medical device were you working



  09:23  25      on with these engineers and other clinicians in
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  09:23   1      2009?



  09:23   2           A.    In 2009, that would have been the



  09:23   3      Abbott devices.



  09:23   4           Q.    And in 2009, you were working then



  09:23   5      with engineers and other clinicians on Abbott



  09:23   6      CGM devices; is that correct?



  09:23   7           A.    That is accurate, yes.



  09:23   8           Q.    Okay.  And when did you begin work



  09:23   9      on -- strike that.



  09:23  10                 When did you begin working with



  09:23  11      Abbott CGM devices?



  09:23  12           A.    It was around that 2009 time frame;



  09:24  13      2008, 2009.



  09:24  14           Q.    And was your work in that time frame



  09:24  15      focused on Type 2 diabetes?



  09:24  16           A.    Yes, as is my work now.



  09:24  17           Q.    Okay.  And then -- strike that.



  09:24  18                 In 2009, was your work limited to



  09:24  19      Type 2 diabetes?



  09:24  20           A.    My work in which capacity?



  09:24  21           Q.    Oh, it -- yeah, strike that.



  09:24  22                 So in 2009, was your -- was your



  09:24  23      work on CGM devices and with CGM devices



  09:24  24      limited to Type 2 diabetes?



  09:24  25           A.    You know, I don't think we limited
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  09:24   1      to Type 2.  The focus work for me, my interest,



  09:24   2      was Type 2.



  09:25   3           Q.    Okay.  In 2009, were you working on



  09:25   4      Type 1 -- strike that.



  09:25   5                 In 2009, were you working on issues



  09:25   6      related to Type 1 diabetes?



  09:25   7           A.    Issues related to diabetes affect



  09:25   8      patients both with Type 1 and Type 2 diabetes.



  09:25   9           Q.    Okay.  Given that your focus was on



  09:25  10      Type 2 diabetes, were you seeing any Type 1



  09:25  11      diabetics at the time?



  09:25  12           A.    Very few.



  09:25  13           Q.    And in 2000 -- strike that.



  09:26  14                 Beginning in 2008 when you began



  09:26  15      working with Abbott, did you receive funding



  09:26  16      from Abbott?



  09:26  17           A.    My work in 2008 or early 2009 with



  09:26  18      Abbott was related to advising and consulting.



  09:26  19           Q.    And were you paid an hourly rate by



  09:26  20      Abbott then at that -- during that time period?



  09:26  21           A.    For my advising and consulting work,



  09:26  22      yes.



  09:26  23           Q.    Okay.  And did that advising and



  09:26  24      consulting work for Abbott continue beyond



  09:26  25      2008, 2009?
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  09:26   1           A.    As long I had been advising and



  09:26   2      consulting them, yes.



  09:26   3           Q.    Okay.  So is it fair to say that



  09:26   4      that advising and consulting for Abbott has



  09:26   5      continued from 2008, 2009 up until the present?



  09:27   6           A.    That is accurate.  That would be



  09:27   7      accurate.



  09:27   8           Q.    Okay.  And understanding that



  09:27   9      passage of time can limit our memories, but do



  09:27  10      you -- do you recall roughly how much annually



  09:27  11      you would make in consulting fees from Abbott?



  09:27  12           A.    I could not tell you that with any



  09:27  13      certainty.



  09:27  14           Q.    Okay.  And in 2009, do you know if



  09:27  15      you made -- even were paid more than $10,000 by



  09:27  16      Abbott?



  09:27  17           A.    That's a tough number.  That's been



  09:27  18      14 years ago, so I couldn't tell you with great



  09:27  19      certainty.  And I want to be accurate, so...



  09:27  20           Q.    Okay.  And do you remember what your



  09:27  21      hourly rate for Abbott would have been in 2008



  09:27  22      or 2009?



  09:27  23           A.    I don't.  That would have been what



  09:27  24      the fair market value was, as determined.



  09:27  25           Q.    Yep, okay.
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  09:27   1                 Do you recall roughly how many hours



  09:27   2      you would spend each year working for Abbott,



  09:27   3      say -- let's just start with 2009.  Do you



  09:27   4      recall how many hours you might have worked on



  09:27   5      Abbott projects?



  09:28   6           A.    Probably less than 20.



  09:28   7           Q.    Less than 20 for the entire year?



  09:28   8           A.    Yeah.  It would...



  09:28   9           Q.    And were there any years that you



  09:28  10      worked more than 20 hours in consultation for



  09:28  11      Abbott?



  09:28  12           A.    Were there any years?



  09:28  13           Q.    Mm-hmm.



  09:28  14           A.    Since 2009?



  09:28  15           Q.    Yes, 2009.



  09:28  16           A.    Yes.



  09:28  17           Q.    Okay.  Was there a point at which



  09:28  18      your consulting work for Abbott increased



  09:28  19      markedly?



  09:28  20           A.    Yes.  One of the consulting things



  09:28  21      we talked about were the Glucose Patterns



  09:28  22      Insight Report.



  09:28  23           Q.    You said Glucose Patterns --



  09:28  24           A.    Insight Report.



  09:28  25           Q.    -- Insight Report?  Oh, you also
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  09:28   1      refer to that as GPIR?



  09:28   2           A.    That's correct.



  09:28   3           Q.    Okay.  And when did you begin that



  09:28   4      work on GPIR?



  09:28   5           A.    I couldn't tell you with accuracy.



  09:28   6      It's been more than three years.



  09:28   7           Q.    Okay.



  09:29   8           A.    Probably less than 20 -- less than



  09:29   9      10.



  09:29  10           Q.    Okay.  Yeah, and you can -- maybe we



  09:29  11      can -- let's see here.  Feel free to refer to



  09:29  12      your CV if you want, which is that second tab



  09:29  13      in that binder you've got there --



  09:29  14           A.    Mm-hmm.



  09:29  15           Q.    -- if that's helpful.



  09:29  16                 But do you recall -- and have you



  09:29  17      been paid a consulting fee by Abbott while



  09:29  18      working on GPIR?



  09:29  19           A.    Yes, I was.



  09:29  20           Q.    Okay.  And do you recall how much



  09:29  21      annually you've been paid by Abbott in relation



  09:29  22      to that GPIR work?



  09:29  23           A.    I do not recall.



  09:29  24           Q.    When you first began working on



  09:29  25      GPIR, how many hours per year did you spend
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  09:29   1      consulting for Abbott?



  09:29   2           A.    I would -- I would have to guess at



  09:30   3      that.  Because in the first initial set of



  09:30   4      meetings, we would meet occasionally once a



  09:30   5      week, occasionally twice a month, to flesh out



  09:30   6      things.  So it's hard to tell you exactly.



  09:30   7           Q.    Are you saying that in the first



  09:30   8      couple of years, you were meeting more



  09:30   9      regularly with Abbott than you did in later



  09:30  10      years?



  09:30  11           A.    In this capacity as a consultant on



  09:30  12      the GPIR, Glucose Patterns Insight Report, yes.



  09:30  13           Q.    Okay.  Do you think you spent, in



  09:30  14      the first year on GPIR, more than 100 hours



  09:30  15      consulting for Abbott?



  09:30  16           A.    No.



  09:30  17           Q.    Okay.  Do you think you spent more



  09:30  18      than 50 hours in that first year?



  09:30  19           A.    Well, let's see.  If we met once a



  09:30  20      week, that would be 52; but we didn't meet once



  09:31  21      a week.  So I would say, perhaps, less than 50.



  09:31  22           Q.    Okay.  More than 25 hours?



  09:31  23           A.    Perhaps, yeah.



  09:31  24           Q.    Okay.  And have you continued to



  09:31  25      meet more than 24 or 25 hours a year with
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  09:31   1      Abbott in relation to the GPIR work?



  09:31   2           A.    There have been subsequent projects



  09:31   3      that we've worked on after that, yes.



  09:31   4           Q.    And aside from any of this



  09:31   5      litigation or patent work, have you -- have you



  09:31   6      worked more than 50 hours in any year for



  09:31   7      Abbott?



  09:31   8           A.    Aside from this work?  I'm not sure



  09:31   9      I understand the question.



  09:31  10           Q.    Oh, yeah.  So I just want to make



  09:31  11      sure you understand that my questions are not



  09:31  12      directed to your patent consulting work --



  09:31  13           A.    Right.



  09:31  14           Q.    -- for this dispute with DexCom.



  09:31  15                 So my question is:  Has there been



  09:31  16      any year in which you've consulted for Abbott



  09:31  17      more than 100 hours?



  09:32  18           A.    I can't recall exactly.  The



  09:32  19      consulting work, as I've mentioned, and then



  09:32  20      the advising and -- advising work, as an



  09:32  21      advisor, I don't know.  I can't tell you



  09:32  22      specifically how many hours totally.



  09:32  23           Q.    Did you work -- or strike that.



  09:32  24                 Have you worked with Abbott



  09:32  25      employees as part of any of your GPIR or other
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  09:32   1      work?



  09:32   2           A.    Oh, yes, yes.  And I think I



  09:32   3      mentioned that in the declaration.



  09:32   4           Q.    Yeah.  Have you met -- strike that.



  09:32   5                 Did you ever work with Wesley



  09:32   6      Scott Harper, the named inventor on the '056



  09:32   7      patent?



  09:32   8           A.    I have not.



  09:32   9           Q.    Okay.  Have you ever met Mr. Harper?



  09:32  10           A.    I don't recall.



  09:32  11           Q.    Do you have any Abbott stock from



  09:33  12      your work for Abbott?



  09:33  13           A.    That granted me stock?



  09:33  14           Q.    Yeah, granted you --



  09:33  15           A.    Oh, no.  No, I do not.



  09:33  16           Q.    Okay.  And have you ever been an



  09:33  17      employee for Abbott?



  09:33  18           A.    I have not.



  09:33  19           Q.    Okay.  So coming back to your



  09:33  20      declaration, is it your opinion that Mr. Gross



  09:33  21      is a POSITA?



  09:33  22           A.    I think I disagreed.  I think I



  09:34  23      disagreed with his definition.



  09:34  24           Q.    Yeah.  This might be -- if I could



  09:34  25      invite you to paragraph 133 of your
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  09:34   1      declaration.



  09:34   2           A.    Okay.  Thank you.



  09:34   3           Q.    Yep.



  09:34   4           A.    I was looking at the wrong spot.



  09:35   5                 Yes.



  09:35   6           Q.    Oh, so -- I'm sorry.  I just want to



  09:35   7      make sure.  So is it your opinion that



  09:35   8      Mr. Gross is a POSITA?



  09:35   9           A.    Given his definition, I would say



  09:35  10      no.



  09:35  11           Q.    Okay.  Oh, under his definition?



  09:35  12           A.    I thought that was what you were



  09:35  13      asking me.



  09:35  14           Q.    Yeah, yeah -- no, that's -- no, no,



  09:35  15      no.



  09:35  16                 My question to you is:  Under your



  09:35  17      view of a POSITA, do you agree that Mr. Gross



  09:35  18      is a POSITA?



  09:35  19           A.    So make sure I understand the



  09:35  20      question, because I looked at his definition of



  09:35  21      a POSITA.



  09:35  22           Q.    Mm-hmm.



  09:35  23           A.    And I disagreed with it for the



  09:35  24      reasons that I indicated.



  09:35  25           Q.    Yeah.
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  09:35   1           A.    So by disagreeing with that, his



  09:35   2      definition, I would agree that he is not --



  09:35   3      doesn't meet that criteria.



  09:35   4           Q.    Okay.  Well, even under his



  09:35   5      definition of a POSITA, because it -- yeah.  I



  09:35   6      want to just make sure we have a clear record.



  09:35   7                 You disagree with his definition of



  09:36   8      a POSITA, correct?



  09:36   9           A.    I do.



  09:36  10           Q.    Okay.  And it's your opinion that a



  09:36  11      POSITA, under his definition, would need to be



  09:36  12      a part of an interdisciplinary team, correct?



  09:36  13           A.    That is accurate, yes.



  09:36  14           Q.    Yeah.  And is it your opinion that



  09:36  15      Mr. Gross is not a POSITA because, in your



  09:36  16      opinion, he is not a clinician?



  09:36  17           A.    No.  My opinion was that he was not



  09:36  18      a part of a multidisciplinary team.  That would



  09:36  19      be a requirement to be a POSITA.



  09:36  20           Q.    Okay.  And if -- do you agree that



  09:36  21      Mr. Gross would be at least a POSITA if he had



  09:36  22      worked on a team or provided -- worked on a



  09:36  23      team with a clinician?



  09:36  24           A.    He would then fulfill what I would



  09:36  25      consider to be a POSITA.
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  09:36   1           Q.    Okay.



  09:36   2           A.    By his definition here.



  09:36   3           Q.    Mm-hmm.  But also under your



  09:37   4      definition too?



  09:37   5           A.    Well, I didn't define it separately.



  09:37   6           Q.    Yeah.



  09:37   7           A.    I just -- but by his definition.  I



  09:37   8      want to be clear.



          9           Q.    Yeah.



  09:37  10           A.    I looked at his definition and



  09:37  11      understood that rather than may be a part of a



  09:37  12      interdisciplinary team, that that would be a



  09:37  13      requirement to be.



  09:37  14           Q.    Requirement, yeah.



  09:37  15                 And if Mr. Gross were informed by a



  09:37  16      clinician, would he be a POSITA under your sort



  09:37  17      of recharacterized definition of a POSITA?



  09:37  18           A.    Say that again.  I'm not sure I



  09:37  19      understood that.



  09:37  20           Q.    I'll restate it, yeah.



  09:37  21                 If Mr. Gross were working on a team



  09:37  22      with a clinician, under your recharacterized



  09:37  23      definition of a POSITA, would Mr. Gross be a



  09:37  24      POSITA?



  09:37  25                 MR. CARROZZA:  Objection.  Form.
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  09:37   1                 THE WITNESS:  He would, because, as



  09:37   2           Mr. Gross has implicated, there are



  09:38   3           clinical consequences.



  09:38   4      BY MR. MASON:



  09:38   5           Q.    Yeah.  And just to make sure I



  09:38   6      understand, if Mr. Gross had been informed of



  09:38   7      the clinical consequences of CGM treatment,



  09:38   8      would you consider him to be a POSITA?



  09:38   9                 MR. CARROZZA:  Objection to form.



  09:38  10                 THE WITNESS:  Mr. Gross, in his



  09:38  11           declaration, has opined on the clinical



  09:38  12           consequences without clinical background or



  09:38  13           part of his definition, so that was my



  09:38  14           disagreement.



  09:38  15      BY MR. MASON:



  09:38  16           Q.    And -- yeah, fair enough.



  09:38  17                 My question is:  If he had been



  09:38  18      provided with clinical background in rendering



  09:39  19      his opinions, would he then meet the definition



  09:39  20      of a POSITA?



  09:39  21                 MR. CARROZZA:  Objection to form.



  09:39  22                 THE WITNESS:  He would certainly



  09:39  23           then have the clinical input that would be



  09:39  24           necessary to be a POSITA and opine on



  09:39  25           clinical consequences.
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  09:39   1      BY MR. MASON:



  09:39   2           Q.    And in 2009, were you alone a POSITA



  09:39   3      under your definition of that term?  Or were



  09:39   4      you a POSITA based on your working with other



  09:39   5      folks as part of a team?



  09:39   6           A.    As a part of a team.



  09:40   7           Q.    And did a POSITA understand, in your



  09:40   8      opinion, the importance of data reliability?



  09:40   9                 MR. CARROZZA:  Objection to form.



  09:40  10                 THE WITNESS:  What do you mean by



  09:40  11           data reliability?



  09:40  12      BY MR. MASON:



  09:40  13           Q.    Do you have an understanding of the



  09:40  14      term "data reliability"?



  09:40  15           A.    I do, but I want to make sure I



  09:40  16      understand your understanding.



  09:40  17           Q.    Yeah.  What is -- what is your



  09:40  18      understanding of data reliability?



  09:40  19           A.    The ability to reproduce data



  09:40  20      accurately.



  09:40  21           Q.    Okay.  So with that understanding,



  09:40  22      did a POSITA understand the importance of data



  09:40  23      reliability?



  09:40  24                 MR. CARROZZA:  Objection to form.



  09:40  25                 THE WITNESS:  I would think so, yes.
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  09:40   1      BY MR. MASON:



  09:40   2           Q.    And did a POSITA understand that in



  09:40   3      the context of CGM, communication errors could



  09:40   4      lead to missing data?



  09:40   5                 MR. CARROZZA:  Objection to form.



  09:40   6                 THE WITNESS:  Please say that again.



  09:41   7      BY MR. MASON:



  09:41   8           Q.    Yes.  Yeah.



  09:41   9                 So did a POSITA understand that



  09:41  10      communication errors between a glucose monitor



  09:41  11      and a patient device could lead to missing



  09:41  12      data?



  09:41  13                 MR. CARROZZA:  Objection to form.



  09:41  14                 THE WITNESS:  Could lead to?



  09:41  15      BY MR. MASON:



  09:41  16           Q.    Mm-hmm.



  09:41  17           A.    Yes.



  09:41  18           Q.    And did a POSITA understand that



  09:41  19      calibration errors in a CGM system could lead



  09:41  20      to inaccurate data?



  09:41  21                 MR. CARROZZA:  Objection to form.



  09:41  22                 THE WITNESS:  Yes.



  09:41  23      BY MR. MASON:



  09:41  24           Q.    And did a POSITA understand that it



  09:41  25      was important to provide accurate glucose data
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  09:41   1      to a user?



  09:41   2                 MR. CARROZZA:  Objection to form.



  09:41   3                 THE WITNESS:  Which time frame are



  09:41   4           you talking about?  In 2009?



  09:41   5      BY MR. MASON:



  09:41   6           Q.    In 2009, yeah.



  09:41   7           A.    No.



  09:41   8           Q.    And just to be clear, when -- do you



  09:41   9      understand that when I discuss a POSITA, it's



  09:41  10      defined as the time frame 2009?



  09:41  11           A.    Right.



  09:41  12           Q.    Okay.  So with that in mind then,



  09:41  13      did a POSITA understand that it was important



  09:42  14      to provide accurate glucose data to a PWD?



  09:42  15                 MR. CARROZZA:  Same objection.



  09:42  16                 THE WITNESS:  Yes.



  09:42  17      BY MR. MASON:



  09:42  18           Q.    Okay.  And did a POSITA understand



  09:42  19      that it was important to not provide inaccurate



  09:42  20      data to a PWD?



  09:42  21                 MR. CARROZZA:  Objection to form.



  09:42  22                 THE WITNESS:  So in 2009, the issue



  09:42  23           of accuracy and inaccuracy is an important



  09:42  24           distinction.  Because as we talk about



  09:42  25           continuous glucose monitors, they were not
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  09:42   1           as accurate as they are today.



  09:42   2      BY MR. MASON:



  09:42   3           Q.    And so in 2009, is it correct, then,



  09:42   4      that a POSITA would want to avoid providing



  09:42   5      inaccurate data to a PWD?



  09:42   6                 MR. CARROZZA:  Objection to form.



  09:42   7                 THE WITNESS:  Generally, yes.  But



  09:42   8           in 2009, most of the CGMs and the data that



  09:43   9           they produced -- in fact, all of them could



  09:43  10           not be used to make a treatment decision;



  09:43  11           therefore, the issue of accuracy and



  09:43  12           inaccuracy becomes a bit fuzzy.



  09:43  13      BY MR. MASON:



  09:43  14           Q.    In 2009, would you want to avoid



  09:43  15      providing PWDs with any CGM data?



  09:43  16                 MR. CARROZZA:  Objection to form.



  09:43  17                 THE WITNESS:  No.



  09:43  18      BY MR. MASON:



  09:43  19           Q.    In what context would you want --



  09:43  20      strike that.



  09:43  21                 Would you -- strike that.



  09:44  22                 Would a POSITA know that CGM data in



  09:44  23      2009 could help patients make decisions



  09:44  24      relating to diabetes management?



  09:44  25                 MR. CARROZZA:  Objection to form.
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  09:44   1                 THE WITNESS:  If we use the broad



  09:44   2           term of management, perhaps.  However,



  09:44   3           insulin treatment or medication treatment



  09:44   4           could not be made based on CGM data in



  09:44   5           2009.



  09:44   6      BY MR. MASON:



  09:44   7           Q.    And in 2009, would a POSITA know



  09:44   8      that CGM data then could be used to make



  09:44   9      management decisions other than insulin



  09:45  10      treatment?



  09:45  11                 MR. CARROZZA:  Objection to form.



  09:45  12           Incomplete hypothetical.



  09:45  13                 THE WITNESS:  No.  There are certain



  09:45  14           medications that are not insulin for which



  09:45  15           treatment decisions should not be made in



  09:45  16           2009 based on CGM data.



  09:45  17      BY MR. MASON:



  09:45  18           Q.    And in 2009, would you want to



  09:45  19      provide CGM data to patients for making



  09:45  20      decisions on when to perform a fingerstick?



  09:45  21           A.    In 2009, any CGM data that was



  09:46  22      called into question by the patient was



  09:46  23      recommended -- actually, required to do a



  09:46  24      fingerstick before making a treatment decision.



  09:46  25           Q.    Okay.  Did PWDs use CGM data to
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  09:46   1      determine whether or not to perform a



  09:46   2      fingerstick in 2009?



  09:46   3           A.    That wasn't the sole reason that



  09:46   4      they'd use fingersticks, but yes.



  09:46   5           Q.    And in 2009, were there any other



  09:46   6      diabetes management actions that a patient



  09:46   7      might take based on CGM data?



  09:46   8                 MR. CARROZZA:  Objection to form.



  09:47   9                 THE WITNESS:  There probably were



  09:47  10           other things that they could do with



  09:47  11           lifestyle.



  09:47  12      BY MR. MASON:



  09:47  13           Q.    Did you, in 2009, work with any PWDs



  09:47  14      who were using a CGM device?



  09:47  15           A.    I don't recall.  I don't think so.



  09:47  16           Q.    And prior to 2009, did you work with



  09:47  17      any PWDs who were using a CGM device?



  09:47  18           A.    There may have been one or two that



  09:47  19      I worked with an endocrinologist who was



  09:48  20      prescribing if they had Type 1 diabetes; but I



  09:48  21      did not, essentially, because my focus was



  09:48  22      Type 2 diabetes.  And in 2009, they were not



  09:48  23      approved for patients with Type 2 diabetes.  It



  09:48  24      was primarily a Type 1 diabetes device.



  09:48  25           Q.    And when you say "they," are you
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  09:48   1      referring to CGM devices?



  09:48   2           A.    I'm sorry?



  09:48   3           Q.    You're referring to CGM devices?



  09:48   4           A.    Yes.



  09:48   5           Q.    I just want to make sure the record



  09:48   6      is clear.



  09:48   7                 So in 2009, CGM devices were



  09:48   8      primarily a Type 1 diabetes treatment; is that



  09:48   9      correct?



  09:48  10           A.    That's correct.



  09:49  11           Q.    Okay.  Did a POSITA know that it was



  09:49  12      important to avoid providing uncalibrated



  09:49  13      glucose data to users?



  09:49  14                 MR. CARROZZA:  Objection to form.



  09:49  15                 THE WITNESS:  Uncalibrated -- oh,



  09:49  16           from the CGM?



  09:49  17      BY MR. MASON:



  09:49  18           Q.    Correct.



  09:49  19           A.    That was certainly in the user's



  09:49  20      manuals, that they should be -- they needed to



  09:49  21      be calibrated.



  09:49  22           Q.    Yeah.  And just to make sure I was



  09:49  23      clear, because my question wasn't perfect, but



  09:49  24      did a POSITA know it -- that it was important



  09:49  25      to avoid providing uncalibrated CGM data to
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  09:49   1      users?



  09:49   2           A.    Yes.



  09:49   3           Q.    In 2009, did a POSITA know that it



  09:50   4      was important to provide as much accurate



  09:50   5      glucose data as possible to PWDs?



  09:50   6                 MR. CARROZZA:  Objection to form.



  09:50   7                 THE WITNESS:  From a CGM?



  09:50   8      BY MR. MASON:



  09:50   9           Q.    Correct.



  09:50  10           A.    Yes.  Yes.



  09:50  11           Q.    Could I have you turn to



  09:51  12      paragraph 42 of your declaration?



  09:51  13           A.    Okay.



  09:51  14           Q.    And in paragraph 42, do you discuss



  09:51  15      the need for PWDs to treat themselves or have a



  09:51  16      family member do so?  Strike that.  I'll



  09:51  17      rephrase my question.



  09:51  18                 Do you opine in paragraph 42 that



  09:51  19      nearly all of the interventions used to treat



  09:51  20      diabetes are managed by the PWD or their loved



  09:51  21      ones?



  09:51  22           A.    Yes.



  09:51  23           Q.    Okay.  And what time period was this



  09:51  24      in?  Or strike that.



  09:51  25                 Are your opinions in paragraph 42
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  09:52   1      applicable to from 2009 until the present?



  09:52   2           A.    Yes.



  09:52   3           Q.    Okay.  And if you could turn then,



  09:52   4      Dr. Wright, to paragraph 48.  And in



  09:52   5      paragraph 48 of your declaration, do you



  09:52   6      discuss blood glucose monitoring using



  09:52   7      disposable strips?



  09:52   8           A.    I do, yes.



  09:52   9           Q.    Okay.  And are those opinions here



  09:52  10      in paragraph 48 applicable to -- strike that.



  09:52  11                 Are those opinions here in



  09:52  12      paragraph 48 applicable from 2009 up until the



  09:52  13      present?



  09:52  14           A.    Yes.



  09:52  15           Q.    And then in paragraphs 51 to 54, do



  09:52  16      you provide certain opinions on CGM?



  09:53  17           A.    Yes, I do.



  09:53  18           Q.    Okay.  And those opinions in



  09:53  19      paragraphs 51 to 54, do those reflect the state



  09:53  20      of diabetes treatment from 2009 until the



  09:53  21      present?



  09:53  22                 MR. CARROZZA:  Objection.  Form.



  09:53  23                 THE WITNESS:  This was written more



  09:53  24           contemporaneously and, really, I think



  09:53  25           reflects more in the recent -- the past
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  09:54   1           five to seven years as CGMs have become



  09:54   2           more accurate.



  09:54   3      BY MR. MASON:



  09:54   4           Q.    So if we look at, for example,



  09:54   5      paragraph 51, are your opinions in that



  09:54   6      paragraph -- do those reflect --



  09:54   7           A.    Yeah.



  09:54   8           Q.    -- the state of CGMs in 2009?  And



  09:54   9      I'm just trying to get a --



  09:54  10           A.    Yes.



  09:54  11           Q.    I'm just trying to get a sense of



  09:54  12      time here.



  09:54  13           A.    Yes.



  09:54  14           Q.    So I'll repeat my question.



  09:54  15                 Looking at paragraph 51, are your



  09:54  16      opinions in that paragraph reflecting the state



  09:54  17      of diabetes management in 2009?



  09:54  18           A.    Yes, they do.



  09:54  19           Q.    Okay.  And then in paragraph 52, do



  09:54  20      those opinions reflect the state of diabetes



  09:54  21      management in 2009?



  09:54  22           A.    Yes, they do.



  09:54  23           Q.    And then in paragraph 53, do your



  09:55  24      opinions reflect the state of diabetes



  09:55  25      management in 2009?
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  09:55   1           A.    Yes, they do.



  09:55   2           Q.    And then in paragraph 54 of your



  09:55   3      declaration, do your opinions there reflect the



  09:55   4      state of diabetes management in 2009?



  09:55   5           A.    Yes.



  09:55   6           Q.    And could I have you turn to



  09:55   7      paragraph 78 of your declaration, please,



  09:55   8      Dr. Wright?



  09:55   9           A.    What paragraph?



  09:55  10           Q.    78.  When I talk slow, sometimes I



  09:55  11      also start to whisper.



  09:56  12                 Yeah, so my -- please let me know



  09:56  13      when you're at paragraph 78.



  09:56  14           A.    I'm at paragraph 78.



  09:56  15           Q.    Okay.  And in paragraph 78, do you



  09:56  16      discuss the accuracy of CGM as compared with



  09:56  17      SMBG?



  09:56  18           A.    Yes, I do.



  09:56  19           Q.    And for what time period are these



  09:56  20      opinions in paragraph 78?



  09:56  21           A.    I believe I refer to these as the



  09:56  22      first generation CGM devices.



  09:56  23           Q.    Would that be 2006 and earlier?



  09:56  24           A.    Certainly earlier.  One might



  09:56  25      consider 2009 CGM devices to be first
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  09:56   1      generation as well.



  09:56   2           Q.    Okay.  Do your paragraph -- strike



  09:57   3      that.



  09:57   4                 Do your opinions in paragraph 78



  09:57   5      relate to both Type 1 and Type 2 diabetes?



  09:57   6                 MR. CARROZZA:  Objection to form.



  09:57   7           Those aren't his opinions.



  09:57   8                 You are referring to paragraph 78.



  09:57   9           It's a quotation of an article.



  09:57  10      BY MR. MASON:



  09:57  11           Q.    Dr. Wright, do you state at the



  09:57  12      beginning of paragraph 78:  Poor accuracy was



  09:57  13      initially a barrier to adopting CGMs?



  09:57  14           A.    Yes.



  09:57  15           Q.    Yeah.  Is that your opinion?



  09:57  16           A.    Yes.



  09:57  17           Q.    Okay.  And do your opinions in



  09:57  18      paragraph 78 relate to both Type 1 and Type 2



  09:58  19      diabetes?



  09:58  20           A.    Yes, they do.



  09:58  21           Q.    And by a barrier to adopting CGMs,



  09:58  22      do you mean that they prevented PWDs from using



  09:58  23      CGMs entirely?



  09:58  24           A.    You know, I think of barrier in this



  09:58  25      context as being an obstacle.  It wouldn't
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  09:58   1      prevent necessarily entirely, but it could



  09:58   2      certainly influence the decision.



  09:58   3           Q.    And when you say influence the



  09:58   4      decision, do you mean influence the decision



  09:58   5      whether or not to prescribe a CGM or not?



  09:58   6           A.    Well, for a person with diabetes,



  09:58   7      they wouldn't be prescribing.  That would be



  09:58   8      the healthcare practitioner who would



  09:58   9      prescribe.



  09:58  10           Q.    So what -- what did you mean by



  09:58  11      certainly influence the decision?



  09:58  12           A.    It could influence the decision on



  09:58  13      the part of the patient with diabetes or --



  09:59  14      and/or the healthcare professional.



  09:59  15           Q.    And by decision, are you talking



  09:59  16      about the decision to use a CGM or a decision



  09:59  17      to rely on CGM data?



  09:59  18           A.    It could be both.



  09:59  19           Q.    Is it true that patients -- strike



  09:59  20      that.



  09:59  21                 Is it true that PWDs were using CGMs



  09:59  22      prior to 2009?



  09:59  23           A.    Yes.



  09:59  24           Q.    And is it true that PWDs were using



  09:59  25      CGMs to assist in diabetes management prior to
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  09:59   1      2009?



  09:59   2                 MR. CARROZZA:  Objection to form.



  09:59   3                 THE WITNESS:  Yes.



  09:59   4      BY MR. MASON:



  09:59   5           Q.    And would a POSITA know that PWDs



  09:59   6      were using CGMs to assist in diabetes



  09:59   7      management prior to 2009?



  09:59   8                 MR. CARROZZA:  Objection to form.



  09:59   9                 THE WITNESS:  Yes.



  09:59  10      BY MR. MASON:



  09:59  11           Q.    Can I have you turn to paragraph 81?



  10:00  12           A.    Mm-hmm.



  10:00  13           Q.    In paragraph 81, do you discuss --



  10:00  14      strike that.



  10:00  15                 In paragraph 81, do you quote from



  10:00  16      an article that describes confirmatory



  10:00  17      fingersticks, near the middle of that quote?



  10:00  18           A.    Yes.



  10:00  19           Q.    Do you understand what is meant by



  10:00  20      confirmatory fingersticks?



  10:00  21           A.    Yes.



  10:00  22           Q.    Okay.  And what is meant by



  10:00  23      confirmatory fingersticks?



  10:00  24           A.    Well, this is in reference to when



  10:00  25      you get a value from your CGM, that it needs to
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  10:00   1      be confirmed with a fingerstick.



  10:00   2           Q.    And what might lead a PWD to take a



  10:00   3      confirmatory fingerstick in 2009?



  10:01   4           A.    Typically, if the symptoms they were



  10:01   5      experiencing did not match the values, the data



  10:01   6      they were seeing on their CGM.



  10:01   7           Q.    And in 2009, would you expect PWDs



  10:01   8      to perform a confirmatory fingerstick based on



  10:01   9      CGM readings?



  10:01  10                 MR. CARROZZA:  Objection to form.



  10:01  11                 THE WITNESS:  I'm sorry.  Would you



  10:01  12           ask that again?



  10:01  13      BY MR. MASON:



  10:01  14           Q.    Yeah.



  10:01  15                 In 2009, would you expect PWDs to



  10:01  16      perform configutory -- confirmatory



  10:01  17      fingersticks after seeing a trend, for example,



  10:01  18      on a CGM data?



  10:01  19                 MR. CARROZZA:  Objection to form.



  10:01  20                 THE WITNESS:  In 2009, I believe the



  10:02  21           instruction was that if you have a reading



  10:02  22           that doesn't match your symptoms, you need



  10:02  23           to confirm.  The further instructions were



  10:02  24           before making insulin-dosing decisions, you



  10:02  25           had to confirm.  I don't believe that they
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  10:02   1           mentioned a trend.



  10:02   2      BY MR. MASON:



  10:02   3           Q.    Okay.  In your opinion, in 2009,



  10:02   4      would PWDs rely on glucose trends from a CGM



  10:02   5      when deciding whether to perform a fingerstick?



  10:02   6                 MR. CARROZZA:  Objection to form.



  10:02   7                 THE WITNESS:  The instruction that



  10:02   8           they were given was if your symptoms do not



  10:02   9           match the reading, you should perform a



  10:02  10           confirmatory fingerstick.  If you're about



  10:02  11           to make an insulin-dosing decision, you



  10:02  12           have to make use -- confirm a fingerstick



  10:03  13           to make that dosing decision.



  10:03  14      BY MR. MASON:



  10:03  15           Q.    And what -- in 2009, what might lead



  10:03  16      a patient to want to perform a dosing decision



  10:03  17      based on CGM data?



  10:03  18           A.    Well, in Type 1s, they typically



  10:03  19      dose before a meal or may dose if they



  10:03  20      determine that they are -- or not dose if they



  10:03  21      have symptoms of hypoglycemia.



  10:03  22           Q.    Would you expect PWDs in 2009 to



  10:03  23      make decisions on whether to perform a



  10:04  24      fingerstick based on trends reflected in CGM



  10:04  25      data?
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  10:04   1           A.    Not necessarily.



  10:04   2                 Maybe I can give you an example.  If



  10:04   3      the CGM data was reading a blood glucose of 80



  10:04   4      but you were having symptoms of hypoglycemia,



  10:04   5      you would be required to do a fingerstick.



  10:04   6           Q.    Okay.  How about if the -- strike



  10:04   7      that.  Maybe I'll offer a different question.



  10:04   8                 If the CGM data were trending



  10:04   9      rapidly downward, would that motivate a PWD in



  10:04  10      2009 to perform a fingerstick?



  10:04  11           A.    Perhaps, yeah.



  10:04  12           Q.    And if -- okay.



  10:04  13                 Could I have you turn to



  10:04  14      paragraph -- are you on paragraph 81?  Look at



  10:04  15      that.  You're there already.



         16           A.    Uh-huh.



  10:05  17           Q.    In paragraph 81, you also note that



  10:05  18      CGMs were only approved for adjunctive use in



  10:05  19      2009?



  10:05  20           A.    That is accurate.



  10:05  21           Q.    And does that mean that the FDA did



  10:05  22      not approve CGMs to be used as the sole basis



  10:05  23      for insulin-dosing decisions?



  10:05  24           A.    That's accurate.



  10:05  25           Q.    Is it accurate that the FDA did
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  10:05   1      approve CGMs to be used for insulin-dosing



  10:05   2      decisions so long as it was in conjunction with



  10:05   3      SMBG measurements?



  10:05   4           A.    I'm not sure that it said it like



  10:05   5      that.  I'd have to look at it.



  10:06   6           Q.    Is it your recollection that the FDA



  10:06   7      did approve CGMs to be used for insulin-dosing



  10:06   8      decisions so long as they were used in



  10:06   9      conjunction with SMBG measurements?



  10:06  10                 MR. CARROZZA:  Objection to form.



  10:06  11                 THE WITNESS:  I don't recall that.



  10:06  12           I would have to look.



         13      BY MR. MASON:



         14           Q.    Look, yeah.



  10:06  15           A.    You know, our instructions to the



  10:06  16      patients were to use fingersticks for insulin



  10:06  17      dosing.



  10:06  18           Q.    But you'd have to look at the FDA



  10:06  19      language before offering an opinion to say



  10:06  20      specifically what was allowed?



  10:06  21           A.    Well, you asked me if I recall that



  10:06  22      was what the FDA said.  I'd have to --



  10:06  23           Q.    No, that's fair.



  10:07  24                 MR. CARROZZA:  We've been going for



  10:07  25           a little over an hour, if you're thinking
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  10:07   1           about a break.



  10:07   2                 MR. MASON:  Yeah.  Yeah, no.  I'm



  10:07   3           just seeing if I have any more questions.



  10:07   4                 Yeah, I think we can take a break



  10:07   5           right now.



  10:07   6                 (Recess had.)



  10:21   7      BY MR. MASON:



  10:21   8           Q.    Are you ready to resume your



  10:21   9      deposition, Dr. Wright?



  10:21  10           A.    I am ready.



  10:21  11           Q.    All right.  And while we were on



  10:21  12      break, did you discuss the substance of your



  10:21  13      testimony with Mr. Carrozza?



  10:21  14           A.    I did not.



  10:21  15           Q.    Okay.  Do you recall earlier talking



  10:21  16      about CGM only being approved for Type 1



  10:21  17      diabetes in 2009?



  10:21  18           A.    In 2009, Type 1 diabetes -- patients



  10:22  19      with Type 1 diabetes were most commonly using



  10:22  20      CGM.



  10:22  21           Q.    Okay.  And was -- strike that.



  10:22  22                 Were CGMs -- strike that.



  10:22  23                 And why was it most -- strike that.



  10:22  24                 Why were CGMs most commonly used to



  10:22  25      treat Type 1 diabetes in 2009?
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  10:22   1           A.    So in 2009, Type 1 diabetes were all



  10:22   2      treated with insulin.  CGM devices in 2009 were



  10:22   3      used for patients with insulin-requiring



  10:22   4      diabetes, and Type 1 patients all required



  10:22   5      insulin.



  10:22   6           Q.    And is that in contrast to Type 2



  10:22   7      PWDs?



  10:22   8           A.    I'm sorry.  I don't understand the



  10:22   9      question.



  10:22  10           Q.    Yeah, that was a poor question.



  10:22  11                 So why were CGMs not as commonly



  10:23  12      used to treat Type 2 diabetes in 2009?



  10:23  13           A.    That's a good question.



  10:23  14                 Inasmuch as there were -- not all



  10:23  15      patients with Type 2 diabetes required



  10:23  16      insulin --



  10:23  17           Q.    Okay.



  10:23  18           A.    -- in 2009.  Many patients with



  10:23  19      Type 2 diabetes only -- if they were taking



  10:23  20      insulin, were only taking basal insulin.  And



  10:23  21      it was not felt that they required CGM to help



  10:23  22      manage their diabetes.



  10:23  23           Q.    And when you say basal insulin, do



  10:23  24      you mean just take it at one or two specific



  10:23  25      times in the day?
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  10:23   1           A.    Basal insulin is typically taken



  10:23   2      once a day.



  10:24   3           Q.    And when did you start working with



  10:24   4      patients on use of CGM devices?



  10:24   5           A.    When did I start working with



  10:24   6      patients?



  10:24   7           Q.    Mm-hmm.



  10:24   8           A.    I don't recall the exact date.



  10:24   9      Between 2015, 2016.



  10:24  10           Q.    And was that in relation to your



  10:24  11      work on GPIR?



  10:24  12           A.    The work on the GPIR came subsequent



  10:24  13      to that.



  10:24  14           Q.    Okay.  And have you -- strike that.



  10:24  15                 Was there any particular reason that



  10:24  16      led you to begin working with CGM devices in



  10:24  17      that 2015/2016 time period?



  10:25  18           A.    There were a number of reasons.



  10:25  19      One, the patients with Type 2 diabetes did take



  10:25  20      insulin.  Patients with Type 2 diabetes did



  10:25  21      take other medications that could cause them to



  10:25  22      be hypoglycemic.  And many patients with Type 2



  10:25  23      diabetes who may have been taking insulin were



  10:25  24      not always aware that they were hypoglycemic



  10:25  25      because it could occur overnight.
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  10:25   1           Q.    Okay.  And then you said shortly



  10:25   2      after that work, you began working on GPIR with



  10:25   3      Abbott?



  10:25   4           A.    Yes.



  10:25   5           Q.    Okay.  And what led to the GPIR



  10:25   6      work?



  10:25   7           A.    Well, the Glucose Patterns Insight



  10:25   8      Report was a report -- is a report to help



  10:25   9      clinicians who are not familiar with the



  10:25  10      standard report of glucose -- it's called the



  10:26  11      AGP, or ambulatory glucose profile -- to help



  10:26  12      give them a way to quickly review the report



  10:26  13      and make safe, effective treatment decisions.



  10:26  14           Q.    Did you work with Dr. Howard



  10:26  15      Wolpert, W-O-L-P-E-R-T, in relation to this



  10:26  16      GPIR work?



  10:26  17           A.    Yes, we did.



  10:26  18           Q.    Okay.  Who is Dr. Wolpert?



  10:26  19           A.    Dr. Wolpert is an endocrinologist in



  10:26  20      Boston.



  10:26  21           Q.    Have you worked with him regularly?



  10:26  22           A.    I wouldn't say regularly, but we



  10:26  23      have worked together.



  10:26  24           Q.    Is he knowledgeable about CGM?



  10:26  25           A.    Yes, he is.
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  10:26   1           Q.    Is he knowledgeable about the use of



  10:27   2      CGM data for diabetes management?



  10:27   3           A.    Yes, he is.



  10:27   4           Q.    Are you familiar with the Juvenile



  10:27   5      Diabetes Research Foundation?



  10:27   6           A.    I am familiar with it.



  10:27   7           Q.    And can we refer to that as JDRF?



  10:27   8           A.    Yes, we can.



  10:27   9           Q.    All right.  Thank you.



  10:27  10                 What is JDRF?



  10:27  11           A.    You've just said it's the Juvenile



  10:27  12      Diabetes Research Foundation.



  10:27  13           Q.    Was JDRF responsible for key



  10:27  14      research on CGM technology?



  10:27  15           A.    It's one of the organizations, yes.



  10:27  16           Q.    Okay.  What are some other



  10:27  17      organizations that are sort of at the center of



  10:27  18      the CGM technology development?



  10:27  19                 MR. CARROZZA:  Objection to form.



  10:27  20                 THE WITNESS:  Well, the Type 1



  10:27  21           Diabetes Exchange does do some work with



  10:28  22           CGM, more in deployment of CGM, how to use



  10:28  23           it.



  10:28  24      BY MR. MASON:



  10:28  25           Q.    Have you heard of the
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  10:28   1      Sensor-Augmented Pump Therapy for A1C



  10:28   2      Reduction, also known as STAR studies?



  10:28   3           A.    I'm familiar with sensor-augmented



  10:28   4      pump.  I'm not familiar with the specific



  10:28   5      study.



  10:28   6           Q.    Okay.  Are you familiar with the



  10:28   7      Indian Institute of Science at Bangalore?



  10:28   8           A.    The -- which one?



  10:28   9           Q.    Sorry.  I was -- yeah, I'll state



  10:28  10      that again.



  10:28  11                 Are you familiar with the Indian



  10:28  12      Institute of Science (Bangalore)?



  10:28  13           A.    I'm not familiar with that name.  I



  10:28  14      may know the researchers there, but I don't



  10:28  15      recognize the name of the institute.



  10:28  16           Q.    Okay.  Are you familiar with the



  10:28  17      University of Padova, P-A-D-O-V-A?



  10:28  18           A.    Not specifically.



  10:28  19           Q.    Do you know whether the University



  10:29  20      of Padova was engaged in CGM research before



  10:29  21      2009?



  10:29  22           A.    I do not know.



  10:29  23           Q.    Okay.  Could I have you turn to



  10:29  24      paragraph 84 of your declaration.  Is



  10:29  25      paragraph 84 the first paragraph in a section
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  10:29   1      that's been headered "Historical Reports"?



  10:29   2           A.    Yes, it is.



  10:29   3           Q.    Okay.  And did you choose that term,



  10:29   4      historical reports, as a section header because



  10:29   5      it had a well-understood meaning in the art in



  10:29   6      2009?



  10:29   7           A.    Yes.



  10:29   8           Q.    Okay.  What was the well-understood



  10:29   9      meaning in the art of historical reports in



  10:29  10      2009?



  10:29  11           A.    Well, as in the CareLink system, you



  10:30  12      downloaded data and you produced a historical



  10:30  13      report that was sort of a retrospective view of



  10:30  14      assimilated, organized, analyzed data.



  10:30  15           Q.    Yeah.  And I might -- might have --



  10:30  16      I asked my question uncarefully.



  10:30  17                 But so my question is:  Is the term



  10:30  18      historical reports in 2009, was that a



  10:30  19      well-understood term of art in the field of



  10:30  20      diabetes care?



  10:30  21           A.    I would think so.



  10:30  22           Q.    Okay.  So historical reports --



  10:30  23      strike that.



  10:30  24                 Is it your testimony today, then,



  10:30  25      that the term historical reports would have had
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  10:30   1      a precise definition to any diabetes management



  10:30   2      clinician in 2009?



  10:30   3                 MR. CARROZZA:  Objection to form.



  10:30   4           Asked and answered.



  10:31   5                 THE WITNESS:  I'm not sure what you



  10:31   6           mean by a precise definition.  People who



  10:31   7           were in the field understood historical



  10:31   8           reports to mean reports that reflect



  10:31   9           history.



  10:31  10      BY MR. MASON:



  10:31  11           Q.    And by reports, do you just mean



  10:31  12      presentation of CGM data?



  10:31  13           A.    No.



  10:31  14           Q.    Was historical reports a term that



  10:31  15      you used in your publications in 2009?



  10:31  16           A.    Which publication are you referring



  10:31  17      to?



  10:31  18           Q.    Oh, I'm just asking if you had



  10:31  19      publications -- I'm just asking generally,



  10:31  20      yeah.



  10:31  21                 So maybe a better question would



  10:31  22      be -- my question is:  Did you use the term



  10:31  23      historical reports in any publications prior to



  10:31  24      2009?



  10:32  25                 MR. CARROZZA:  Objection to form.
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  10:32   1                 THE WITNESS:  Prior to 2009?



  10:32   2      BY MR. MASON:



  10:32   3           Q.    Yeah.



  10:32   4           A.    I really can't recall all of the



  10:32   5      words that I used.  I have an understanding of



  10:32   6      what historical report means and meant to me.



  10:32   7           Q.    Yeah.  And do you specifically



  10:32   8      recall using the term historical reports in



  10:32   9      2009?



  10:32  10           A.    I can't recall specifically in a



  10:32  11      publication.  If you show me a publication, I



  10:32  12      can tell you if I used it; but I've got a



  10:32  13      number of publications.



  10:32  14           Q.    Aside from the exhibits describing



  10:32  15      the Paradigm system, are you aware of any usage



  10:32  16      of the term historical reports?



  10:32  17                 MR. CARROZZA:  Objection to form.



  10:32  18                 THE WITNESS:  For my declaration, I



  10:32  19           reviewed, obviously, the Paradigm and the



  10:32  20           CareLink reports; and that's where my



  10:32  21           reference to historical reports comes from.



  10:32  22      BY MR. MASON:



  10:32  23           Q.    Okay.  And are you aware of any



  10:32  24      usage of that term historical reports outside



  10:32  25      Exhibit 1011 in this proceeding?
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  10:33   1           A.    I can't tell you that truthfully



  10:33   2      that I can recall if I've ever seen that --



  10:33   3      those terms used in other publications.



  10:33   4           Q.    Can you recall ever specifically



  10:33   5      using that term historical reports in -- in



  10:33   6      communications with other clinicians prior to



  10:33   7      2020?



  10:33   8                 MR. CARROZZA:  Objection.



  10:33   9                 THE WITNESS:  Prior to 2020?



  10:33  10                 MR. CARROZZA:  Objection to form.



  10:33  11                 THE WITNESS:  Certainly.



  10:33  12      BY MR. MASON:



  10:33  13           Q.    Okay.  When do you recall



  10:33  14      specifically using that term historical



  10:33  15      reports?



  10:33  16           A.    Well, for instance, the -- 2016,



  10:33  17      when we did the study with the blinded CGM, or



  10:33  18      the PRO, at the end of the wear period, you get



  10:33  19      a historical report.



  10:33  20           Q.    Okay.  And Abbott referred to its



  10:33  21      data as being presented in a "historical



  10:34  22      report"?



  10:34  23                 MR. CARROZZA:  Objection to form.



  10:34  24                 THE WITNESS:  I don't recall.  Can



  10:34  25           you ask that question again?
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  10:34   1      BY MR. MASON:



  10:34   2           Q.    Yeah.  I just -- I'm trying to



  10:34   3      understand.  My questions here are just getting



  10:34   4      at the specific term --



  10:34   5           A.    Historical report.



  10:34   6           Q.    -- historical report as opposed to



  10:34   7      something else that you might understand is



  10:34   8      encompassed by historical report.



  10:34   9                 So my question is -- I'll come back



  10:34  10      to it:  In 2016, is it your testimony that you



  10:34  11      can recall specifically using that term



  10:34  12      historical report?



  10:34  13           A.    I don't recall specifically using



  10:34  14      the term, but I would have used that in the



  10:34  15      context of a PRO, where you get a report that



  10:34  16      reflects the history there in a historical



  10:34  17      report.



  10:34  18           Q.    Okay.  And so a historical report,



  10:34  19      in your mind, was a presentation of historical



  10:34  20      data?



  10:34  21           A.    You know --



  10:34  22                 MR. CARROZZA:  Objection.  Asked and



  10:34  23           answered that exact question.



  10:34  24                 THE WITNESS:  I would suggest that



  10:35  25           the presentation of the data in a report,
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  10:35   1           the data has been then organized,



  10:35   2           summarized, and analyzed to develop the



  10:35   3           information that comes out of the report.



  10:36   4      BY MR. MASON:



  10:36   5           Q.    In 2009, was it important for PWDs



  10:36   6      to understand how their daily choices were



  10:36   7      impacting blood glucose levels?



  10:36   8           A.    Yes.



  10:36   9           Q.    Okay.  And in 2009, was it known



  10:36  10      that it was helpful to understand the impact



  10:36  11      of, say, a meal on blood glucose levels?



  10:36  12                 MR. CARROZZA:  Objection to form.



  10:36  13                 THE WITNESS:  Yes.



  10:36  14      BY MR. MASON:



  10:36  15           Q.    And in 2009, was it known that it



  10:36  16      was helpful to understand the impact of



  10:36  17      exercise on blood glucose levels?



  10:36  18           A.    Yes.



  10:36  19           Q.    And in 2009, was it known that it



  10:36  20      was helpful to understand blood sugar levels



  10:37  21      overnight for a PWD?



  10:37  22           A.    Yes.



  10:37  23           Q.    Would you ever instruct patients to



  10:37  24      use BGM -- strike that.



  10:37  25                 Would you ever instruct patients to
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  10:37   1      perform fingersticks throughout the night?



  10:37   2           A.    We have done that before, yes.



  10:37   3           Q.    Okay.  In 2009, did you instruct



  10:37   4      patients to use BGM throughout the night?



  10:37   5           A.    I did not in 2009.  One exception.



  10:37   6      If -- and I wouldn't instruct the patient.  I



  10:37   7      would instruct the family member.  If the



  10:37   8      patient became seized or had some problem



  10:38   9      during the night and they had taken insulin



  10:38  10      previously, they would be instructed to take a



  10:38  11      blood sugar after they called for emergency.



  10:38  12           Q.    Okay.  That makes sense, yeah.



  10:38  13                 And just to be -- just to make sure



  10:38  14      I understand, that explanation you were



  10:38  15      providing is just that anytime there was an



  10:38  16      event --



  10:38  17           A.    An event.



  10:38  18           Q.    -- an emergency event, you would



  10:38  19      recommend taking a BGM measurement, regardless



  10:38  20      of the time of day --



  10:38  21           A.    Correct.



  10:38  22           Q.    -- or night?



  10:38  23           A.    Or night, correct.



  10:38  24           Q.    Do you know if Abbott had a CGM



  10:39  25      device in 2009?
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  10:39   1           A.    The Abbott Navigator.



  10:39   2           Q.    Are you familiar with that device?



  10:39   3           A.    Overview of the device, it was used



  10:39   4      primarily in the UK.  It was used a bit in the



  10:39   5      U.S.



  10:40   6           Q.    Did the Abbott Navigator display



  10:40   7      trend graphs on its receiver device?



  10:40   8           A.    I couldn't tell you specifically



  10:40   9      right here or recall.



  10:40  10           Q.    And did the Abbott Navigator



  10:40  11      backfill data from the sensor to a receiver



  10:40  12      device?



  10:40  13                 MR. CARROZZA:  Objection to form.



  10:40  14           Asked and answered.  Beyond the scope of



  10:40  15           his declaration.  Again, the scope of



  10:40  16           anything even relevant to this proceeding.



  10:40  17                 THE WITNESS:  I don't recall.



  10:40  18      BY MR. MASON:



  10:40  19           Q.    Do you recall offering testimony on



  10:40  20      the capabilities of DexCom and Medtronic



  10:40  21      devices in the 2009 to 2016 time frame?



  10:40  22                 MR. CARROZZA:  Objection to form.



  10:40  23                 THE WITNESS:  Where are you



  10:40  24           referring to in my declaration?



         25
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  10:40   1      BY MR. MASON:



  10:40   2           Q.    If you look at paragraph 95, sir.



  10:41   3           A.    95.



  10:41   4           Q.    And if we look at paragraph 95, is



  10:41   5      that a section that you have headered "Data



  10:41   6      Gaps"?



  10:41   7           A.    Yes, I did.



  10:41   8           Q.    And that section ends with



  10:41   9      paragraph 110, correct?



  10:41  10           A.    Yes, it does.



  10:41  11           Q.    And in these paragraphs, do you



  10:41  12      discuss your opinions that DexCom's earlier



  10:42  13      systems did not provide data gaps?



  10:42  14                 MR. CARROZZA:  Objection.



  10:42  15      BY MR. MASON:



  10:42  16           Q.    Strike that.  Maybe I'll ask a



  10:42  17      different question.



  10:42  18                 Is there any reason that you did not



  10:42  19      discuss the Abbott devices in these



  10:42  20      paragraphs 95 through 110?



  10:42  21           A.    Permit me to read them again.



  10:42  22           Q.    Yes.



  10:42  23                 MR. CARROZZA:  I'm going to object



  10:42  24           to the form of the question.



  10:45  25                 THE WITNESS:  Okay.  Now, your
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  10:45   1           question again was?



  10:45   2      BY MR. MASON:



  10:45   3           Q.    Yeah.



  10:45   4                 In those paragraphs 95 to 110, do



  10:45   5      you discuss any Abbott devices?



  10:45   6           A.    I do not.



  10:45   7           Q.    Is there a reason you did not



  10:45   8      discuss any Abbott device in paragraphs 95 to



  10:45   9      110?



  10:45  10           A.    I was just giving examples.



  10:45  11           Q.    Okay.  Can I have you turn to



  10:46  12      paragraph 126, Dr. Wright?



  10:46  13           A.    Okay.



  10:46  14           Q.    And in paragraph 126, do you opine



  10:46  15      on the types of problems facing those skilled



  10:46  16      in the art?



  10:46  17           A.    Yes.



  10:46  18           Q.    Okay.  And this is in the context of



  10:46  19      a POSITA, correct?  If we look at the section



  10:46  20      header prior to paragraph 122, it's the --



  10:47  21      under the section "Person of Ordinary Skill in



  10:47  22      the Art"?



  10:47  23           A.    Right.  Yes, it is.



  10:47  24           Q.    Now, turning -- and looking at



  10:47  25      paragraph 126, is it your testimony that one
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  10:47   1      known problem to POSITAs was "adverse



  10:47   2      conditions that interrupt the operation of CGMs



  10:47   3      and result in data gaps appearing on the CGM



  10:47   4      display in place of glucose values"?



  10:47   5           A.    Yes.



  10:47   6           Q.    And is it your opinion that this is



  10:47   7      one of the problems that a POSITA would want to



  10:47   8      solve?



  10:47   9                 MR. CARROZZA:  Objection to form.



  10:47  10                 THE WITNESS:  I don't -- I think in



  10:47  11           this context, this is certainly something



  10:48  12           that would need to be considered.



  10:48  13      BY MR. MASON:



  10:48  14           Q.    Okay.  Could I have you turn to



  10:48  15      paragraph 151 of your declaration?



  10:48  16           A.    Okay.



  10:48  17           Q.    And then in paragraph 151, you



  10:49  18      provide a graph from the Paradigm Exhibit 1011?



  10:49  19           A.    Yes.



  10:49  20           Q.    Okay.  And does that graph compare



  10:49  21      CGM glucose data with glucose measurements



  10:49  22      using other technologies?



  10:49  23           A.    I believe this graph from Chapter 7



  10:49  24      is a representative example of continuous



  10:49  25      sensor tracing versus reference blood glucose
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  10:49   1      readings.



  10:49   2           Q.    And you reproduced that same graph



  10:49   3      with annotations in paragraph 152 of your



  10:49   4      declaration?



  10:49   5           A.    Yes.



  10:49   6           Q.    And you reproduced that same graph



  10:49   7      in paragraph 154 of your declaration with



  10:49   8      annotations added?



  10:49   9                 MR. CARROZZA:  Counsel, I just want



  10:49  10           to mention for the record that second one



  10:50  11           is colored, but we printed it



  10:50  12           black-and-white.



  10:50  13                 MR. MASON:  Oh.



  10:50  14                 MR. CARROZZA:  He's looking at



  10:50  15           black-and-white.



  10:50  16                 MR. MASON:  Okay.  Fair enough.



  10:50  17      BY MR. MASON:



  10:50  18           Q.    Is it fair to say that what's in



  10:50  19      paragraph 154 is a reproduction of that same



  10:50  20      graph that's shown in paragraph 151?



  10:50  21           A.    Yes.



  10:50  22           Q.    Am I correct that in that graph



  10:50  23      shown in paragraph 151, that the solid line is



  10:50  24      the CGM data?



  10:50  25           A.    Yes, it is.
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  10:50   1           Q.    And am I correct that the large



  10:50   2      hollow circles in that graph in paragraph 151



  10:50   3      are SBGM data?



  10:50   4           A.    SMBG?



  10:50   5           Q.    Is that -- sorry -- did I say --



  10:50   6      yeah.



  10:50   7           A.    So the closed circles or the dots



  10:50   8      represents reference blood glucose readings.



  10:51   9      The solid lines represents the sensor glucose



  10:51  10      values.



  09:53  11                 (Reporter clarification.)



  09:53  12                 THE WITNESS:  Sensor, the sensor



         13           glucose values.



         14      BY MR. MASON:



  10:51  15           Q.    And what do the larger hollow



  10:51  16      circles in that graph in 151 represent?



  10:51  17                 And it might help you to just look



  10:51  18      at page 96 of Exhibit 1011.



  10:51  19           A.    Okay.  Page 90?



  10:51  20           Q.    Oh, no, I'm sorry, not on your --



  10:51  21      this is -- I think here, you're pulling this



  10:51  22      from Exhibit 1011.



  10:51  23           A.    Okay.



  10:51  24           Q.    So it may help you look at --



  10:51  25           A.    It would.

�



                                                               71



  10:51   1           Q.    -- yeah, page 96 of that.



  10:52   2           A.    Page 90, you said?



  10:52   3           Q.    96.  I think that's what you cite,



  10:52   4      to this page 96.



  10:52   5           A.    The open circles on the graph



  10:52   6      represent meter calibration readings from --



  10:52   7           Q.    And what do you understand meter



  10:52   8      calibration readings to mean?



  10:52   9           A.    Fingerstick SMBG calibrations.



  10:52  10           Q.    And there in the graph that's



  10:53  11      reproduced in paragraph 151 of your



  10:53  12      declaration, do the closed circles represent



  10:53  13      the reference blood glucose readings?



  10:53  14           A.    The closed circles represent



  10:53  15      reference blood glucose readings.



  10:53  16           Q.    Okay.  What is used -- strike that.



  10:53  17                 What was used to create those



  10:53  18      reference blood glucose readings?



  10:53  19           A.    Typically, they use what's called a



  10:53  20      YSI, Yellow Springs Instrument, blood test to



  10:53  21      reproduce that.  But they would note that in



  10:53  22      their manual.



  10:53  23           Q.    So is it fair that your best



  10:54  24      expectation is that those reference values



  10:54  25      would be taken using what you said was YSI?
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  10:54   1           A.    Yellow Springs Instrument, YSI.



  10:54   2      That's the type of device that measures blood



  10:54   3      glucose.



  10:54   4           Q.    And that's Yellow, the color,



  10:54   5      Springs Instrument?



  10:54   6           A.    (Indicating).



  10:54   7           Q.    Okay, YSI.  What is YSI?



  10:54   8           A.    It's an analyzer that is used for



  10:54   9      reference.



  10:54  10           Q.    And when you say reference, is it



  10:54  11      an -- strike that.



  10:54  12                 Is YSI an analyzer that is used for



  10:54  13      reference blood glucose levels?



  10:54  14           A.    Yes.



  10:54  15           Q.    Okay.  Is a YSI device something



  10:54  16      that PWDs use at home?



  10:54  17           A.    They would not.



  10:54  18           Q.    Okay.  Where is a YSI device used?



  10:54  19           A.    Typically in a laboratory.



  10:54  20           Q.    So just so that I make sure I



  10:55  21      understand what -- everything that's in



  10:55  22      paragraph 151's graph, in paragraph 151, that



  10:55  23      graph you reproduced, the solid line represents



  10:55  24      glucose measurements taken using a CGM; is that



  10:55  25      correct?
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  10:55   1           A.    Using a CGM sensor, yes.



  10:55   2           Q.    And the open circles represent



  10:55   3      glucose measurements taken using a



  10:55   4      fingerstick --



  10:55   5           A.    Yes.



  10:55   6           Q.    -- is that correct?



  10:55   7                 Okay.  And is it correct that the



  10:55   8      small dots --



  10:55   9           A.    Solid.



  10:55  10           Q.    Yes, thank you.



  10:55  11                 Is it accurate that the solid dots



  10:55  12      represent blood glucose readings taken using a



  10:55  13      YSI?



  10:55  14           A.    YSI reference --



  10:55  15           Q.    Okay.



  10:55  16           A.    -- analyzer.



  10:56  17                 MR. MASON:  Can you mark this as



  10:56  18           Exhibit 10 -- do you mind a double-sided



  10:56  19           copy of the exhibit?



  10:57  20                 THE REPORTER:  It's up to you,



  10:57  21           counsel.  I don't mind either way.



  10:57  22                 MR. MASON:  All right.  Can I have



  10:57  23           you mark this, Jennifer, as Exhibit 1050?



         24                 (Deposition Exhibit 1050 was marked



  10:57  25           for identification.)
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  10:57   1      BY MR. MASON:



  10:57   2           Q.    Please let me know when you have a



  10:57   3      chance to review Exhibit 1050, Dr. Wright.



  10:58   4           A.    I briefly reviewed it.  Is there



  10:58   5      some specific area you wish me to --



  10:58   6           Q.    No.  Do you recognize Exhibit 1050?



  10:58   7           A.    Yes, I do.



  10:58   8           Q.    Yeah, you do.



  10:58   9                 And what is Exhibit 1050?



  10:59  10           A.    It's a published paper from the



  10:59  11      supplement of the Journal of Family Practice



  10:59  12      from December of 2015.



  10:59  13           Q.    Okay.  And are you one of two



  10:59  14      authors on this paper?



  10:59  15           A.    Yes, I am.



  10:59  16           Q.    Okay.  And do you recall writing



  10:59  17      this paper?



  10:59  18           A.    I do.



  10:59  19           Q.    And do you recall publishing this



  10:59  20      paper in 2015?



  10:59  21           A.    Yes.



  10:59  22           Q.    Okay.  Or rather, do you recall this



  10:59  23      paper being published?



  10:59  24           A.    Being published.  I didn't publish



  10:59  25      it, that's correct.
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  10:59   1           Q.    Okay.  And is this Exhibit 1050 an



  10:59   2      accurate copy of that article as it was



  10:59   3      published in 2015?



  10:59   4           A.    It appeared to be.  I haven't read



  10:59   5      it completely, but it certainly appears to be.



  10:59   6           Q.    I can just give you a couple more



  10:59   7      minutes to look at it if you want to, just to



  10:59   8      make sure that you don't see any issues with



  10:59   9      it.



  10:59  10                 MR. CARROZZA:  Objection.  Form.



  10:59  11                 What issues are you referring to?



         12      BY MR. MASON:



  11:00  13           Q.    Just let me know when you're



  11:00  14      finished.



  11:00  15           A.    Okay.  I think I'm confident that



  11:00  16      this is my paper.



  11:00  17           Q.    Thank you.  Let's see...



  11:01  18                 MR. MASON:  Can I have you mark this



  11:01  19           as Exhibit 1051?



         20                 (Deposition Exhibit 1051 was marked



  11:01  21           for identification.)



  11:01  22      BY MR. MASON:



  11:01  23           Q.    Do you have in front of you



  11:01  24      Exhibit 1051?



  11:01  25           A.    Yes, I do.
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  11:01   1           Q.    Okay.  And I'll represent to you



  11:01   2      that this is a -- an excerpted graph showing,



  11:01   3      with solid squares, fingerstick readings taken



  11:02   4      by a PWD.  Do you understand?



  11:02   5                 MR. CARROZZA:  Hold on, Andy, before



  11:02   6           we go further.  An excerpt of what?  What



  11:02   7           are we looking at here?  And where is this



  11:02   8           in his report?  What is this in response



  11:02   9           to?  How is this even relevant to his



  11:02  10           opinions?



  11:02  11                 MR. MASON:  Well, he's opined on the



  11:02  12           relevance of fingersticks to glucose



  11:02  13           management.



  11:02  14      BY MR. MASON:



  11:02  15           Q.    So, Dr. Wright, do you see



  11:02  16      Exhibit 1051?



  11:02  17           A.    I see it.



  11:02  18           Q.    Okay.  And are you able to



  11:02  19      understand the graph presented on Exhibit 1051



  11:02  20      and, in particular, the indications of



  11:02  21      fingerstick glucose measurements indicated by



  11:02  22      the solid squares?



  11:02  23                 MR. CARROZZA:  Hold on before you



         24           answer.



  11:02  25                 Objection to form.  I'm going to
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  11:02   1           make a few objections here.



  11:02   2                 First of all, you haven't explained



  11:02   3           what he's looking at.  You're asking him to



  11:02   4           appreciate what it is.  So I'm going to



  11:02   5           object to the fact that you haven't



  11:03   6           explained where this is an excerpt from,



  11:03   7           number one.



  11:03   8                 Number two, this is outside the



  11:03   9           scope of his declaration because this



  11:03  10           figure is not in Mr. Gross's declaration,



  11:03  11           nor is it in any other reference or paper



  11:03  12           in this proceeding.  This is outside the



  11:03  13           scope of his direct examination -- direct



  11:03  14           testimony.  Excuse me.



  11:03  15                 MR. MASON:  Okay.  Are you



  11:03  16           instructing the witness not to answer?



  11:03  17                 MR. CARROZZA:  No.  I just stated my



  11:03  18           objections, because you haven't explained



  11:03  19           what this is from.



  11:03  20      BY MR. MASON:



  11:03  21           Q.    So, Dr. Wright, in your declaration,



  11:03  22      have you offered opinions on the value of



  11:03  23      fingersticks glucose measurements as compared



  11:03  24      to CGM glucose measurements?



  11:03  25           A.    I offered an opinion that for --
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  11:03   1      fingersticks were required for treatment



  11:03   2      decisions.



  11:03   3           Q.    Okay.



  11:03   4           A.    May I ask where this is from?



  11:03   5           Q.    I'm --



  11:03   6           A.    I have not seen this before.



  11:03   7           Q.    Yeah, yeah.  No, I understand.  I



  11:03   8      understand you have not seen this before.



  11:04   9                 And I will represent to you that



  11:04  10      what's shown here is a graph for a single day



  11:04  11      depicting, in solid squares, four different



  11:04  12      fingerstick measurements taken by a -- by a



  11:04  13      patient.  Do you understand?



  11:04  14           A.    I think I do.



         15           Q.    Okay.



  09:53  16                 (Reporter clarification.)



  11:04  17                 MR. CARROZZA:  I was just going to



  11:04  18           say same objections.



  11:04  19      BY MR. MASON:



  11:04  20           Q.    And do you see on the left hand --



  11:04  21      or sorry -- in the Y axis of the graph, it



  11:04  22      indicates glucose levels in milligrams per



  11:04  23      deciliter?



  11:04  24           A.    I see these words, yes.



  11:04  25           Q.    Yeah.  Is that an annotation or is
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  11:04   1      that a measurement that you understand?



  11:04   2           A.    It is.



  11:04   3           Q.    Okay.  And do you see the time of



  11:04   4      day represented there on the "X" axis?



  11:04   5           A.    Yes, I do.



  11:04   6           Q.    Okay.  And do you understand that



  11:05   7      representation indicating times throughout the



  11:05   8      day?



  11:05   9           A.    I do.



  11:05  10           Q.    Okay.  And what -- do you see that



  11:05  11      first solid square on the left-hand side?



  11:05  12           A.    Yes.



  11:05  13           Q.    And what does that solid square tell



  11:05  14      you about glucose levels at that time?



  11:05  15                 MR. CARROZZA:  Objection to form.



  11:05  16           Incomplete hypothetical.  Incomplete



  11:05  17           description of what we're looking at.



  11:05  18           Outside the scope of his direct testimony.



  11:05  19           Outside the scope of this proceeding.



  11:05  20                 THE WITNESS:  I would need to see



  11:05  21           the rest of this so that I know what this



  11:05  22           is in context of.  It's just a picture with



  11:05  23           four blocks on it and a scale, but I don't



  11:05  24           have any context for this.



         25
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  11:05   1      BY MR. MASON:



  11:05   2           Q.    Okay.  And do you understand that



  11:05   3      those four blocks are -- are fingerstick



  11:05   4      readings, as I represent to you today?



  11:05   5                 MR. CARROZZA:  Objection to form.



  11:05   6      BY MR. MASON:



  11:05   7           Q.    Each of those -- strike that.



  11:05   8                 Each of those -- I represent to you



  11:05   9      today that each of those four blocks is a



  11:05  10      fingerstick reading.  Do you understand that?



  11:05  11           A.    Yes.



  11:05  12                 MR. CARROZZA:  Objection.



  09:53  13                 (Reporter clarification.)



  11:05  14                 MR. CARROZZA:  Your representations



  11:05  15           are meaningless.  It doesn't make this any



  11:06  16           relevant.



  11:06  17      BY MR. MASON:



  11:06  18           Q.    Have you reviewed graphical data in



  11:06  19      similar format?



  11:06  20                 MR. CARROZZA:  Objection to form.



  11:06  21           Vague.



  11:06  22                 THE WITNESS:  In similar format to?



  11:06  23      BY MR. MASON:



  11:06  24           Q.    To Exhibit 1051.



  11:06  25                 MR. CARROZZA:  Objection to form.
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  11:06   1           Vague.



  11:06   2                 THE WITNESS:  When you say graphical



  11:06   3           data, please help me --



  11:06   4      BY MR. MASON:



  11:06   5           Q.    Yeah.  I'm sorry.  I --



  11:06   6           A.    I want to give you an accurate --



  09:53   7                 (Reporter clarification.)



  11:06   8                 THE WITNESS:  So I asked what does



  11:06   9           he mean by graphical data.  This is a plot.



  11:06  10      BY MR. MASON:



  11:06  11           Q.    And if I represent to you that the



  11:06  12      red square just prior to 9:00 a.m. -- strike



  11:06  13      that.



  11:06  14                 If I represent to you that the solid



  11:06  15      square just prior to 9:00 a.m. is a fingerstick



  11:06  16      glucose reading, do you understand that?



  11:06  17                 MR. CARROZZA:  Objection to form.



  11:06  18                 THE WITNESS:  Yes.



  11:06  19      BY MR. MASON:



  11:06  20           Q.    And are you able to tell, at least



  11:06  21      roughly, what a person's glucose level would be



  11:07  22      based on that solid square?



  11:07  23                 MR. CARROZZA:  Objection to form.



  11:07  24                 THE WITNESS:  When you say roughly,



  11:07  25           please be more specific.
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  11:07   1      BY MR. MASON:



  11:07   2           Q.    Oh, yeah, yeah.



  11:07   3                 Are you able to determine a person's



  11:07   4      glucose level based on if -- if that solid



  11:07   5      square represents a fingerstick reading taken



  11:07   6      at that time, are you able to determine what



  11:07   7      the patient's glucose level is at that time?



  11:07   8           A.    I am not.



  11:07   9           Q.    You're not, okay.



  11:08  10                 Would you understand that first



  11:08  11      square to represent a blood glucose level of



  11:08  12      just under 100 milligrams per deciliter --



  11:08  13                 MR. CARROZZA:  Objection.



  11:08  14           Speculation.



  11:08  15      BY MR. MASON:



  11:08  16           Q.    -- at just prior to 9:00 a.m.?



  11:08  17                 MR. CARROZZA:  Objection.  Calls for



  11:08  18           speculation.  Asked and answered.



  11:08  19                 THE WITNESS:  Just under 100?



  11:08  20      BY MR. MASON:



  11:08  21           Q.    Mm-hmm.



  11:08  22           A.    That's a lot of territory.



  11:08  23           Q.    How would you characterize that?  I



  11:08  24      guess -- well, my question to you is:  Is it



  11:08  25      your testimony today, then, that you're unable
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  11:08   1      to analyze glucose levels based on the



  11:08   2      presentation here in Exhibit 1051?



  11:08   3           A.    So typically with a fingerstick, we



  11:08   4      get a number, not a range.  So a fingerstick



  11:08   5      would not give you just under 100.  It would



  11:08   6      give you a number like 95, 90, 92.



  11:08   7                 I cannot see that on this



  11:08   8      representation, which is why I asked for the



  11:08   9      broader context so that I could understand what



  11:09  10      was being represented here.



  11:09  11           Q.    Yeah.  And, you know, with that



  11:09  12      understanding -- and thank you for that -- with



  11:09  13      that understanding, would you be able to make



  11:09  14      treatment recommendations based on just an



  11:09  15      estimate of glucose --



  11:09  16                 MR. CARROZZA:  Objection.



  11:09  17      BY MR. MASON:



  11:09  18           Q.    -- levels --



  11:09  19                 MR. CARROZZA:  Objection.



         20           Speculation.



         21      BY MR. MASON:



         22           Q.    -- on this --



  09:53  23                 (Reporter clarification.)



  11:09  24      BY MR. MASON:



  11:09  25           Q.    And with that understanding, would
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  11:09   1      you be able to make treatment recommendations



  11:09   2      based on what's shown here in this graph?



  11:09   3                 MR. CARROZZA:  Objection.  Calls for



  11:09   4           speculation.



  11:09   5                 MR. MASON:  Please limit your



  11:09   6           objections to form only, Mike.  If I ask,



  11:09   7           you can tell me.  But it's form only at the



  11:09   8           PTAB, so let's stop the talking objections.



  11:09   9           Form, scope, that's fine.  Anything else,



  11:09  10           that's beyond the rules.



  11:09  11                 MR. CARROZZA:  Andy, you know what's



  11:09  12           happening here.  You know this is -- you



  11:09  13           know what's happening.



  11:09  14                 THE WITNESS:  I would not make a



  11:09  15           treatment decision without knowing



  11:09  16           precise --



  11:09  17      BY MR. MASON:



  11:10  18           Q.    Value?



  11:10  19           A.    -- value.



  11:10  20           Q.    Okay.  And you can set that aside



  11:10  21      now.  You can set aside 1051.



  11:10  22                 Turning back to your report, you've



  11:10  23      discussed in -- and I'm not actually going to



  11:10  24      ask about any specific paragraph right now.



  11:10  25                 But in your report, do you discuss
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  11:10   1      the Paradigm REAL-Time system and its FDA



  11:10   2      approval?



  11:10   3           A.    Can you tell me where?



  11:10   4           Q.    I believe in paragraph -- well,



  11:10   5      strike that.



  11:11   6                 If you look in paragraph 82, I



  11:12   7      believe you discuss --



  11:12   8           A.    82?



  11:12   9           Q.    Yeah.  I believe you first discuss



  11:12  10      the DexCom system.  And then, am I correct that



  11:12  11      after that, you discuss FDA approval of the



  11:12  12      Medtronic Paradigm REAL-Time system?



  11:12  13           A.    Okay.  I've read it.



  11:12  14           Q.    Do you know when the Paradigm



  11:12  15      REAL-Time system was originally approved by the



  11:12  16      FDA?



  11:12  17           A.    I don't.



  11:12  18           Q.    Okay.  Do you know the times of any



  11:13  19      supplemental FDA -- strike that.



  11:13  20                 Do you know whether the FDA issued



  11:13  21      any supplemental approvals for the Paradigm



  11:13  22      REAL-Time system?



  11:13  23           A.    I do not specifically recall that,



  11:13  24      no.



  11:13  25           Q.    Your declaration discusses FDA
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  11:13   1      approval of the Paradigm REAL-Time system for



  11:13   2      adjunctive use.  Do you know if the FDA



  11:13   3      approved the Paradigm REAL-Time system for any



  11:13   4      other use?



  11:13   5           A.    It's my understanding that the



  11:13   6      Medtronic still has an adjunctive claim.  It's



  11:14   7      not -- doesn't have a nonadjunctive claim.



  11:14   8           Q.    Do you know if the Paradigm



  11:14   9      REAL-Time system was approved to make therapy



  11:14  10      adjustments?



  11:14  11           A.    That would be nonadjunctive.  And to



  11:14  12      my knowledge, it does not have nonadjunctive



  11:14  13      approval.



  11:14  14                 MR. MASON:  We've been going for



  11:14  15           about an hour.  I think we can take a



  11:14  16           break.



  11:14  17                 (Recess had.)



         18                 MR. MASON:  We can go back on the



  11:28  19           record.



  11:28  20      BY MR. MASON:



  11:28  21           Q.    Are you ready to resume your



  11:28  22      deposition, Dr. Wright?



  11:28  23           A.    I am ready.



  11:28  24           Q.    All right.  And when we were on



  11:28  25      break, did you discuss the substance of your
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  11:28   1      testimony with anyone?



  11:28   2           A.    I did not.



  11:28   3           Q.    All right.  Thank you.



  11:28   4                 Do you recall earlier discussing how



  11:28   5      hypoglycemia, I think you said, can occur



  11:28   6      overnight?



  11:28   7           A.    Yes.



  11:28   8           Q.    Okay.  Was it common for



  11:28   9      hypoglycemia to occur overnight in diabetes



  11:28  10      patients?



  11:28  11           A.    In diabetes patients in general or



  11:28  12      specific diabetes patients?



  11:28  13           Q.    Oh, yeah.  So -- strike that.



  11:28  14      That's a fair question.



  11:28  15                 Is it common -- is hypoglycemia a



  11:28  16      common concern for PWDs?



  11:28  17           A.    Yes.



  11:28  18           Q.    And is hypoglycemia overnight a



  11:28  19      common concern for PWDs?



  11:28  20           A.    In patients who are taking



  11:29  21      medications that can cause hypoglycemia, it is.



  11:29  22           Q.    Would it have been important --



  11:29  23      strike that.



  11:29  24                 Would it be important for a PWD to



  11:29  25      know if hypoglycemia had occurred overnight?
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  11:29   1           A.    Yes, it would.



  11:29   2           Q.    And was that the case in 2009 as



  11:29   3      well?



  11:29   4           A.    Yes.



  11:29   5           Q.    Okay.  What are some causes of



  11:29   6      nocturnal hypoglycemia?



  11:29   7           A.    The most common cause would be



  11:29   8      someone who is taking insulin and the insulin



  11:29   9      is acting at a time when there is insufficient



  11:29  10      substrate and it would -- blood sugar would



  11:29  11      drop overnight.  It can also occur with other



  11:29  12      medications that people take for diabetes.



  11:29  13           Q.    Okay.  So is it -- strike that.



  11:29  14                 Do I understand correctly, then,



  11:29  15      that if -- strike that.  I think I understood



  11:30  16      what you were saying.



  11:30  17                 But yeah, my question is:  With the



  11:30  18      knowledge that nocturnal hypoglycemia had



  11:30  19      occurred, would a patient be able to adjust



  11:30  20      those medications?



  11:30  21           A.    The patient would be instructed to



  11:30  22      confer with their healthcare professional to



  11:30  23      make adjustments.



  11:30  24           Q.    Were there any other causes other



  11:30  25      than medication that might need to -- lead to
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  11:30   1      nocturnal hypoglycemia?



  09:53   2                 (Reporter clarification.)



  09:53   3      BY MR. MASON:



  11:30   4           Q.    Lead to nocturnal hypoglycemia?



  11:30   5           A.    Yes.  There's other causes.



  11:30   6           Q.    Okay.  Well, what are some of those



  11:30   7      other causes?



  11:30   8           A.    Alcohol ingestion.



  11:30   9           Q.    Does alcohol cause a lowering of



  11:30  10      blood glucose levels?



  11:30  11           A.    It can.  It can lead to hypoglycemia



  11:30  12      overnight.



  11:30  13           Q.    Okay.



  11:30  14           A.    Missed meals.  If you take insulin



  11:31  15      and miss the meal, that could lead to



  11:31  16      hypoglycemia overnight.



  11:31  17           Q.    And would knowing about nocturnal



  11:31  18      hypoglycemia allow patients to make decisions



  11:31  19      about whether and when to ingest alcohol?



  11:32  20           A.    In consultation with a healthcare



  11:32  21      professional to look at the circumstances in



  11:32  22      which this occurred would lead to a better



  11:32  23      decision about what to do.



  11:32  24                 MR. MASON:  Dr. Wright, I have no



  11:32  25           further questions.
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  11:32   1                 MR. CARROZZA:  Okay.  Can we have a



  11:32   2           short break?



  11:57   3                 (Lunch recess had.)



  12:28   4                        EXAMINATION



  12:28   5      BY MR. CARROZZA:



  12:28   6           Q.    Dr. Wright, do you recall Mr. Mason



  12:28   7      asking you questions about an Exhibit 1050?



  12:29   8           A.    I do.



  12:29   9           Q.    And is Exhibit 1050 an article that



  12:29  10      you are one of the authors on?



  12:29  11           A.    It is.



  12:29  12           Q.    The title is "Ambulatory Glucose



  12:29  13      Profiling."  Is that often abbreviated as AGP?



  12:29  14           A.    It is.



  12:29  15           Q.    Do you have an understanding of what



  12:29  16      an AGP is?



  12:29  17           A.    Yes, I do.



  12:29  18           Q.    What is an AGP?



  12:29  19           A.    AGP is the ambulatory glucose



  12:29  20      profile, and it is a report that is generated



  12:29  21      from a large stream of glucose data that is



  12:29  22      collected over time and organized, analyzed,



  12:29  23      and displayed in report format.



  12:29  24           Q.    And what sort of data would be



  12:29  25      provided in an AGP report?
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  12:29   1           A.    Typically, we have the -- what's



  12:29   2      called the "modal day," which is multiple days



  12:29   3      of data displayed as if it were in one day.  We



  12:30   4      have number of statistics; such as the glucose



  12:30   5      management indicator, glycemic variability, the



  12:30   6      mean average glucose are just some of them.



  12:30   7      And we also display what are the target ranges,



  12:30   8      the highs and the lows, for that particular



  12:30   9      period of time and that data stream.



  12:30  10           Q.    You mentioned glycemic variability.



  12:30  11      What does that relate to?



  12:30  12           A.    Glycemic variability is the concept



  12:30  13      that blood glucose is not static.  And it



  12:30  14      typically rises and falls both interday and



  12:30  15      intraday, so inside of one day and then over



  12:30  16      multiple days.



  12:30  17                 We try to conceptualize that for



  12:30  18      patients as that, as your blood sugar rises and



  12:30  19      falls during the course of a day, you really



  12:30  20      want to look at that over time to see if there



  12:30  21      is a pattern or a trend that is occurring that



  12:30  22      you then can recognize as something that would



  12:30  23      require making an adjustment.



  12:31  24           Q.    So you used the term "trend" just



  12:31  25      now to refer to the AGP report.  What's your
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  12:31   1      understanding of the word trend in that



  12:31   2      context?



  12:31   3           A.    Well, a trend is that -- on any



  12:31   4      given day, a patient with diabetes is not the



  12:31   5      same.  So we really look for these changes over



  12:31   6      time, over multiple days, as we make



  12:31   7      recommendations for treatment or management.



  12:31   8                 So, for instance, on any given day,



  12:31   9      if I eat two cookies, I may have a spike in the



  12:31  10      blood sugar; and the next day, I don't eat any,



  12:31  11      I may not.  That will show up as part of my



  12:31  12      variability.  But looking at it over time, it



  12:31  13      may even out.



  12:31  14           Q.    So when you were answering



  12:31  15      Mr. Mason's questions that used the word trend,



  12:31  16      was that your understanding of the word trend



  12:31  17      in your answers?



  12:31  18                 MR. MASON:  Objection.  Form.



  12:31  19           Scope.



  12:31  20                 THE WITNESS:  I used the word trend



  12:31  21           with glycemic patterns as looking at trends



  12:32  22           of data over time.



  12:32  23      BY MR. CARROZZA:



  12:32  24           Q.    Okay.  Switching gears a little bit.



  12:32  25                 Do you recall --
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  12:32   1                 If a PWD were using a CGM in the



  12:32   2      2009 time frame and they have data missing such



  12:32   3      that there is now a data gap on their CGM



  12:32   4      display, in what ways would that missing



  12:32   5      information be useful to the PWD for diabetes



  12:32   6      management --



  12:32   7                 MR. MASON:  Objection --



  12:32   8      BY MR. CARROZZA:



  12:32   9           Q.    -- if any at all?



  12:32  10                 MR. MASON:  -- form.  Objection to



  12:32  11           form.  Scope.



  12:32  12                 THE WITNESS:  In 2009, all treatment



  12:32  13           decisions were based on a fingerstick.  So



  12:32  14           missing data from a CGM would be useful to



  12:32  15           me as a healthcare professional, as I said,



  12:33  16           with an AGP report so that I could look to



  12:33  17           see if there were periods or points in time



  12:33  18           where there potentially was a problem.



  09:53  19                 (Reporter clarification.)



         20                 THE WITNESS:  Potentially was a



  12:33  21           problem.  Sorry.



  12:33  22      BY MR. CARROZZA:



  12:33  23           Q.    Okay.  And let's switch gears



  12:33  24      slightly.



  12:33  25                 Do you recall Mr. Mason asking you
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  12:33   1      questions about a graph that is shown on



  12:33   2      page 96 of Exhibit 1011?



  12:33   3           A.    1011 or -- yeah, I'm sorry.  Wrong



  12:33   4      one.  Page 96, yes.



  12:34   5           Q.    And do you recall Mr. Mason asking



  12:34   6      you questions about the open circles that are



  12:34   7      displayed or indicated on the graph on page 96?



  12:34   8           A.    The open circles represent



  12:34   9      self-monitored blood glucose readings that were



  12:34  10      used for calibration.



  12:34  11           Q.    And do you see the ones open circle



  12:34  12      that -- far to the left, but very near the top



  12:34  13      of the graph?  It sort of looks like it



  12:34  14      corresponds to Day 1 at approximately, maybe,



  12:34  15      1600 hours.



  12:34  16                 MR. MASON:  Objection to form.



  12:34  17                 THE WITNESS:  I do see that.



  12:34  18      BY MR. CARROZZA:



  12:34  19           Q.    Do you have any thoughts on why that



  12:34  20      one open circle is so far off of the graph



  12:34  21      versus all of the other open circles?



  12:34  22                 MR. MASON:  Objection.  Form.



  12:34  23                 THE WITNESS:  Clinically, when we



  12:34  24           see this pattern, it typically represents



  12:34  25           some sort of a -- I'll use the word user
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  12:35   1           error, that the patient didn't perform the



  12:35   2           fingerstick accurately.  And there are a



  12:35   3           number of reasons why that might happen.



  12:35   4      BY MR. CARROZZA:



  12:35   5           Q.    For example, like what?



  12:35   6           A.    The alcohol doesn't dry on the



  12:35   7      finger.  They stuck -- they didn't wash their



  12:35   8      hands thoroughly before they performed the



  12:35   9      test, which is why we instruct them to do that,



  12:35  10      to wash their hands thoroughly, use -- allow



  12:35  11      the alcohol to dry before you do the



  12:35  12      fingerstick.



  12:35  13           Q.    And so the data point that's shown



  12:35  14      at about 1600 on page 96 of Exhibit 1011, the



  12:35  15      open circle, in your opinion, does that appear



  12:35  16      to be an inaccurate test result?



  12:35  17                 MR. MASON:  Objection.  Form.



  12:35  18                 THE WITNESS:  To me, it appears to



  12:35  19           be -- if I look at the time that it



  12:35  20           occurred, it would be an after-lunch; and



  12:35  21           perhaps the person didn't wash their hand



  12:35  22           or something.  I don't know.  But it does



  12:35  23           not appear to be accurate when I look at



  12:35  24           the YSI.



  12:36  25                 MR. CARROZZA:  We have no further
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  12:36   1           questions.



  12:36   2                 MR. MASON:  I just have one question



  12:36   3           on recross.



  12:36   4                        EXAMINATION



  12:36   5      BY MR. MASON:



  12:36   6           Q.    Dr. Wright, were fingerstick user



  12:36   7      errors, as you describe them, a known issue in



  12:36   8      2009?



  12:36   9           A.    Oh, yes.



  12:36  10           Q.    And would those fingerstick user



  12:36  11      errors in 2009 lead to inaccurate glucose



  12:36  12      measurements?



  12:36  13           A.    On the fingerstick?  Yes.



  12:36  14                 MR. MASON:  That's all I have.



  12:36  15                 MR. CARROZZA:  I have one question



  12:36  16           on re-redirect.



  12:36  17                        EXAMINATION



  12:36  18      BY MR. CARROZZA:



  12:36  19           Q.    In 2009, besides CGMs and



  12:36  20      fingerstick measurements, were PWDs able to use



  12:36  21      any other tools to measure their glucose



  12:36  22      levels?



  12:36  23                 MR. MASON:  Objection.  Form.



  12:36  24           Scope.



  12:36  25                 THE WITNESS:  In 2009, other than
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  12:37   1           CGM and fingerstick?  Well, if they came to



  12:37   2           the office, we would do a venous blood



  12:37   3           sample; but no.



  12:37   4                 MR. CARROZZA:  Okay.  I have no



  12:37   5           further questions.



  12:37   6                 MR. MASON:  I'm done.  We can go off



  12:37   7           the record.



  12:37   8                 (Off the record.)



  12:37   9                 THE REPORTER:  Does anybody want a



  12:37  10           rough?



  12:37  11                 MR. CARROZZA:  I'll take a rough.



  12:37  12                 MR. MASON:  Sure, yeah.  But



  12:37  13           otherwise, standard delivery is fine.



         14                 (Deposition concluded at 12:37 p.m.)
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