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October 1D. 2013

9:05 a.m.

Confidential videotaped Deposition
of ROBERT THOMAS STONE. PH.D. held at the law

offices DE:

Greenberg Traurig, LLP
2101 L Street Northwest

Suite IDDD

Washington, D.C. 2003?

Pursuant to notice, before Cindy L.

Sebo, Registered Merit Reporter. Certified Reel-Time

Reporter, Registered Professional Reporter,

CertiEied shorthand Reporter, Certified Court

Reporter, Certified LiveNote Reporter, Real-Time

Systems Adminietratn: and a Notary Public in and for
the District of Columbia.
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P R 0 C E E D I N G S

Washington, D.C.

Wednesday, October 10, 2018; 9:05 am.

THE VIDEUGRAPHER: This is the

videotaped deposition of Robert T. Stone
in the matter of Certain

Strontiwn-Rubidium Radioisotope Infusion

Systems, et al., in the United States
International Trade Conmissions [sic] in

Washington. DC.

This deposition is being held at

Greenberg, LLP, on October 10th, 2018, at

approximately 9:05 am.

My name is Martin Sherrill, and I

am from U.S. Legal Support. The court

reporter today is Cindy Sebo, also from

[1.3. Legal Support.
[Sotto voce discussion with court

reporter and videographer.i
THE VIDEDGRAPHER: okay.
Counsel will new state their
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appearance for the record.
NB. ECOICBILDER: Julie Bookbinder

from Greenberg Traurig for the

Conplainant. with we is Olena lerega.
I-‘IR. PIAlJCER: Cy Walker,

BakerHostetler, on behalf of the

Respondents.
MR. K03:

of Unfair Import Investigations at the
LLB. International Trade Connission. And

with Ire today is Elizabeth Couriers, a law
clerk from our office.

THE VIDEOGRAPHER:

Brian Koo with the Office

You may begin.

ROBERT moms STONE, PH.D.,

after having been previously duly sworn, was
examined and testified further as follows:

MMIMTIDN (RESmED) BY MINSEL FOR COMPIMIRNTS

BY MS. BOOKBINDER:

Q. All right.

Good morning.

Good morning, Dr. Stone.
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2 Q. It's October 10th. the second day of I 2 it was used with human patients?
3 your deposition in this matter. right? 3 A. Yes.

A A. Yes. 4 Q. Do you know whether images were taken

5 Q. Gray. And you reremher that your 5 as a result of those uses?

6 affirmation from yesterday still applies? 6 A. I have not reviewed the details of

V A. Yes. i 1 how it was used.
8 Q. Okay. Did you discuss your testimony 8 Q. And you have not reviewed any

9 with anyone since we broke for the day yesterday? 9 documentation or testimony or any evidence
10 A. No. 10 regarding the use of Version 1?

11 Q. During the course of the day I 11 A. I don‘t recall any such evidence.

12 yesterday. did you discuss the substance of your 12 Q. Okay. let‘s go back to Klein -- I

13 testimony with normal? ‘ 13 think you said that Version 1 was smewhat based14 A. No. 14 on the Klein Thesis?

15 Q. Or with anyone else? 15 A. Yes.
16 A. No. 15 Q. When did the uses of Version 1 occur?

1'1 Q. Okay. Yesterdayr we discussed your ‘ 1'? A. I do not loiow the details of when it
18 inspection of the Version 1 and Version 2 systems ' 13 occurred.

19 at Jubilant in Canada, right? 19 Q. The Klein Thesis was prepared in

20 A. Yes. 20 about 2005; is that right?

21 Q. And you had an understanding. if I'm 21 A. That's try mderstanding, yes.

22 correct. that the Version 2 had been used at 22 Q. So it was sorretime after 2005?
23 least in Canada? 23 A. That's correct.

24 A. Yes. 24 Q. And then if you recall. yesterday. we

25 Q. All right. Was Version 1 used 25 looked at some ewmails indicating that the

Page 15 Page 1?
Page 299 Page 301
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anywhere? ‘2 2 Version 3 development was going on, at least in
3 A. I am told that it —- that Version 1 3 2010?

A was used at a few universities -_ A A. I'll accept that. I'd ——

5 Q. Who told —- 5 o. Okay —-

6 A. —— and _- ‘ 5 A. -~ have to go back and look at my
'1 Q. —— oh. sorry. Go ahead. - 1 dates and ~-
8 A. —- I don't recall if I asked that B Q. —— so the Version 1 and Version 2

9 counsel -- that question of counsel at Jubilant 9 work and use of those systems occurred likely

10 or if it was told to we by the attorneys here. 10 between 2005 and 2010?

11 Q. And that was with reference to . 11 A. That's a likely statement.
12 Version 1 being used at a few universities? 12 Q. And just to be clear. Version 1

13 A. Yes, I —— universities, and I believe i 13 predated Version 2, right?
14 it was used in trials in order to get approvals 14 A. Definitely.

15 for Version 2. 15 Q. Okay.

16 Q. Were any of those universities or 16 So to return to your analysis of the
1'? trials in the limited States? 1? Klein Thesis with respect to the asserted

13 A. Not to my loiowledge. ' 18 patents, The Klein Thesis does not disclose that

19 Q. Has the Version 1 device ever been . 19 the infusion system is configured for the saline

20 publicly available in the United States? 20 tubing line and the eluate tubing line to he

21 A. Not to my knowledge. 21 routed through two timing passageways formed in a

22 Q. Do you know how Version 1 has used in 22 perimeter surface of the first opening. which we
23 the universities? 23 discussed yesterday was the generator

24 A. I do not know the details. 24 ompartrrent, wherein each of the two tubing

25 Q. Okay. Is it your mderstandjng that 25 passageways has a depth configured to prevent
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2 pinching or crushing of a corresponding tubing I 2 figure.
3 line routed therech when a first door is 3 So I‘d like to correct that

4 closed over the opening. 4 testimony. That's -- the Klein Thesis was the
5 Is that correct? 5 source of that infomation, that there's a

6 A. I believe that is correct. 6 generator access lid on the top of the ICLein

'1 Q. And we also talked yesterday about I cart ~-

8 the cart depicted in the Klein Thesis, and you 8 Q. Okay —-

9 stated that an external shell could have an open 9 A. ~~ so if we can go to --

10 side, right? 10 Q. -- so I want to v- yeah, let's go

11 A. I did. ' 11 through this one step at a time.

12 Q. Okay. But the Klein Thesis does not 12 So you're on Page 148 of your opening
13 disclose an exterior shell that extends upwardly 13 rqaort --

14 above the platform and has a front side, a rear 14 A. That's correct.

15 side, two sidewalls connecting the front side to 15 Q. -- Paragraph 32‘? ——
16 the rear side. 16 A. Yes.

1'? Right? 1'? Q. -- An annotated version,

13 a. I -~ I'm sorry. Repeat that. That ' 13 ICLein Thesis, Figure 2-4?
19 doesn't sound correct. I 19 A. Yes.

20 0. Sure. 20 Q. Okay. So we've got this figure.

21 So I believe that the Klein Thesis 21 And could you make your correction

22 does not disclose an exterior shell that extends 22 again of -.

23 upwardly above the platform and has a front side, ' 23 A. Right. I couldn't rarember where I

24.l a rear side, two sidewalls that connect the front 24 had gotten the information that there was a

25 side to the rear side. 25 generator access lid on the top. It is from the

Page 19 Page 21
Page 303 Page 305
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2 A. I don't think that's correct -- 2 Klein Thesis, not from the Gen 1. And it's from

3 0. Gray. 3 his cart, and it shows the generator access lid

4 A. —— the fact that it's an opening does 4 annotated in his thesis.

5 not mean it's not a side. And that opening is 5 Q. Who placed these amotations here?

6 connected via the sidewalls to the back side. ‘ 6 A. I believe that's in his thesis.
I Q. How do sidewalls connect an open side I 0. Let's -- okay. So I think it's

a to anything? 3 Page 24 of the thesis, which . . .
9 A. Let's take a look at the Klein Thesis 9 Keep going after that one.

10 and the pictures. I believe I had it on -- 10 A. Which achibit number?

11 9. rep. , 11 MR. warm: Exhibit 30.
12 A. -- 327. 12 THE WITNESS: Exhibit 30, all

13 Q. I think this particular element 13 right.

14 appears at Page 39'? to 393, Element 1.1.a of the 14 Sorry. These wer -—

15 '369 patent. 15 BY MS. BOOICBINDER:

16 A. Understood. 16 Q. Yeah, they had to mhind them to scan

1? I'm -- so I'm looking at 321, and I 1'? them.

13 noted yesterda —- 18 There you go.

19 Q. Sorry to interrupt. i 19 A. Okay.
20 The page, 321, or paragraph? 20 Q. So you've got Exhibit 30, the

21 A Sorry. Paragraph 32?. 21 Klein Thesis, at Page 24.

22 -- I noted yesterday that I didn't 22 And this is where Figure 24 cores
23 have the confirmation from the Klein Thesis that 23 from?

24 there was a generator access lid on the top, but 24 A. Yes.

25 it's clearly marked from the Klein Thesis in the 25 Q. Okay. So in your report, it looks
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Page 22
age 3%

like some of the labels were removed, and red

highlighting was added to the generator and

generator acoess lid -~

A. I believe that's correct, yes.

Q. All right. And what is the generator

access lid label pointing to?

A. It's pointing to a piece of [total

that —— its edge begins there in front of a --
the valve in the motor and extends toward the

front of the cart.

Q. Can you identify the boundaries of

that piece of. metal in this picture?

A. Not conpletely, because the edges are

darkened out, so it's irpossible to see. But, at

least, lClein felt that there was a generator
access lid and labeled that in his thesis.

Q. When you inspected the Version 1

system, did you see the generator access lid?
is. Idid. Andlwantedtomakesure

that was there. I recall asking the question,

so —— my memory was foggy yesterday, but now I'm

rerrenbering I'd seen this and I wanted to make
sure it was there.

Q. Did you review any materials since

Page 23
Page 30?
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the deposition ended yesterday, before today, to

refresh your menmy abwt this?

A. I looked at the reports that I had,

YES “

Q. You looked a ~—

A. ——andIfoundinthereport...

Q. So you looked at your opening report
that -—

A. Yes.

Q. —— we've been discussing?

Okay. But I believe you testified

yesterday Uiat when you inspected the Version 1

system, the generator access lid was -- no one
moved it -~

A. That's correct.

Q. —- correct?

So to confirm, in this photo, you

believe this label is pointing to a section ——

not the whole top of the cart but a section of
the cart that is novable?

h. I believe that's correct.

Q. Gray. Was there anything else that

you discovered from your review of your reports

last night that needs to be corrected from

2
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yesterday?
A. I don't recall.

Q. Okay. So returning to the question
of the sidewalls and the front side -— if we

could get back to that, which was Paragraph 9T3.

A. I‘m sorry. Paragraph?

Q. Paragraph 9?} on Page 39?.

A. Okay.

Q. This is Element l.1.a of the

'859 patent relating to a Specific configuration
of an exterior shell that has a front side, a

rear side, and two sidewalls connecting the front
side to the rear side.

I understand your quinion is that the
Klein Thesis discloses that elenent?

A. Yes.

Q. Okay. So then try question is, How do

sidewalls connect an open space to anything?

it There's not just open space -- space

on that front side; there are lips that fold in

from either side as well as from the top down
onto that front side.

So the open space and the those

sidewalls make up the front side. those lips, if 

Page 25
Page 309

1 CONFIDENTIAL BUSINESS INFORMATION SUBJECT IO PROTECTIVE ORDER

you would. So those are connected by the
sidewalls.

Q. So the side —— are the lips that

you're referring to part of the sidewalls?

A. They‘re folded over just as a

continuous sheet metal -- piece of sheet metal
that would fold around could be a front side and

a back side u could be a part of it. They're

extensions of the metal, but they're not on the

side anymore.
Q. How far does the metal need to extend

from the side to be considered a front side?

A. The front side —— if it folds around

and extends, it's part of the front side. It's

not along v- you're ~~ it might be part of ——
sorry.

It might be fabricated from the sane

material as the sidewall, but that doesn't mean

that it is "the sidewall." It has a lip, and

it's now, you know, on the front side.

Q. So it‘s your opinion that if there's

a piece of material footing the sidewall that -—

that exists, so not an opening but tutorial, like

sheet metal or something —— and it folds at all
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by 90 degrees. even 1-mi11in'eter fold, you've now
created a front side?

A. I think that's an moggerated way of

state -- stating it. Those are obviously on the

front side and oonnected to the top sider and

they fold around to the front side, each of those

lips that I referred to.

It‘s not a miniscule thing. It's

there, and it's on the front of the device. And

call it —— saying it's a front side airply
because it is —— has -— is a hole is a limitation

that I don't see required.

Q. Okay. If the sidewalls did not have

a lip and the top and the bottom did not have a

lip, then would there be a front side?

A. They would terminate at the front
side.

Q. So the -- in your View, a front side

could be entirely open?
A. Yes.

Q. And the —- so you mentioned that the

sidewalls bend to make a lip and. also. that the

top and bottombend to make a lip?

A. There's a —— a bottom piece of n'etal

Page
Page 311

WDENTIAL BUSINESS IN'FORI-MIQY SUBJECT TO PRDTECI'IVE ORDER

that folds down from the -- the base there

further on the front side, if you look at it

carefully.

Q. The -- the bottom folds div-m or up?

A. That's hard to say. I‘m not sure if

that's a sliding-out shelf or if it's a -— a

piece that folds down from the frame. I would
have to disassemble it to determine.

But there is a fronting piece of
metal on the front side at the bottom.

Q. And that is around the area of where

the printer appears?

A. Yes, just forward of the area of the

printer and the conputer.

Q. I want to make sure we're looking at

the same picture.

You‘re on Page 399 or 398, or

another —— what page are you on?
A. I'm on 399.

Q. 399.

Okay. When you reviewed the

Version 1 device, did you observe the w the
construction of the sidewalls?

A. Ididnot payagreatdealof

26
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Page 28
so n2

attention to the construction of the sidewalls.

I observed it, bu -—

Q. All right.
A. —- did not take notes.

Q. And you can tell from this photo that

the sidewalls do bend around.- they're not sirrply

a thick piece of material?

A. Oh. they're definitely thin pieces of

neterial. I was —— I looked inside. saw where

the lip went backwards. And there was a thin

pieoe of metal in the sidewall.

Q. So did you pay attention to the

construction on the sidewalls when you reviewed
the Version 1 device?

A. You just asked if I was looking at

the inside and whether it -- looking ~—

reflecting back, I know I looked inside. saw that

there was an enpty space between that spot and,

there, that there was a lip that folded around
And whether it was affixed to it with rivets or

whether it folded around. the snooth comer

appears to be folded around.

Q. When you refer to "the smooth

corner, " where in this picture can you see that?

CCNFIDENTIAL BUSINESS WEN SIEJECI‘ 'I'O PROTECTIVE ORDER

Page 29
Page 313

A. memothcorner's at ~-onthe

left—hand side. It appears to be a smooth corner

that's folded around. and it's a —- a normal

means of construction.

Q. And you're —- are you referring to

the —- the -- what appears in this photo on

Page 399 to be the top left corner, so above and

to the left of what appears to be a keyboard on
the shelf? Is that the snooth corner?

A. I would say left and extending up to

the top. there are folded-over lips on each of

those sides, in my opinion.

Q. Do all four corners of the —~ the

perspective of the cart that we got in this

1 CONFIDENTIAL BUSINESS INFORMATION SUBJECT ID PROTECTIVE ORDER

photo?

A. That's what it appears.

Q. Okay.

A. And regardless, there is material on
the front that is oomected via sidewalls to the

hack.

Q. Alrdtobeclear, it'syouropinion
that that material on the front is a disclosure

of the front side in the patent claims?
A. That material in the front is on the
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2 front side of the cart. 2 the edges, where is the boimdary of the interior

3 Q. I believe you testified yesterday, 3 space for that noose?

4 also, that in your opinion, a cabinet structure . 4 A. It's sitting in the interior space on

5 can have an own side, right? 5 a shelf that's enclosed within the cart.

6 A. I did. 6 Q. And where does the space end if you

7 Q. Okay. How do you define the boundary I 2 were saving in the -- in the front direction --

a of the inner space of the cabinet structure that 8 if you're moving towards what you say is the

9 you say is disclosed in the Klein Thesis from the 9 front side, doesn't an interior space need to

10 surrmmding area? 10 have a boundary?

11 A. I would assume that it stops —- no. 11 h. Wig?

12 I'm back to making an assmrption. 12 Q. What defines an interior space from

13 I would define it as stopping when it 13 the rest of the atmosphere?

14 reaches the boundary of the front side. 1*; A. It's enclosed by the edges of the ——

15 Q. How do you define the boundary of the 15 of the cart.

16 front side? 15 Q. So it's your view that the space is

1'? A. You stop having more material out 1? enclosed even though a side is open?

13 front —~ front. 18 A. I didn't say that. I said the space

19 Q. What if you are in a space where 19 is enclosed by the edges of the cart, not that

20 there is no material, for example, again, in this 20 the cart is necessarily closed.

21 Figure 2—3 from the Klein Thesis, the area where 21 Q. Sine. you‘re right. I misspoke about

22 the -- it looks like a oon'puter mouse is sitting 22 that.

23 on the middle shelf? 23 So the interior space is enclosed by

24 Is that -- 24 the edges?

25 A. Yes. . 25 A. I would call it interior so long as

Page 31 Page 33
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2 Q. Okay. So there is no material in the 2 it's enclosed by the edges. 1 would not call it

3 front direction in front of the computer muse on 3 interior at that point if it goes —— extends

4 the middle shelf . right? 4 beyond the edges.

5 A. That shelf, if you look at it, is a 5 Q. And that is your opinion even though

6 pullout shelf. It's a shelf; it's not part of 6 the edges are exactly what they —— what you said.

1' the exterior portion of the cabinet. . 'i' edges.
El So I'm not sure that your —- what 3 They do not extend across the

9 your question is pointing at. 9 entirety of the front side; they are only edges?
10 Q. Sure. 10 A. That's oorrect.

11 So I'd like to understand ~~ so this 11 Q. Okay. We began to talk yesterday

12 same claim element, 1.1.a, that is reproduced on 12 about the Bracoo Manual, which is Exhibit 31.

13 Page 391', we were forming on the first part 13 The —— in your opinion, the
is about the sidewalls and such. The element 14 Bracco Manual does not anticipate any of the

15 omtinues to state, Wherein the platform and the 15 asserted claims, right? It does not omtain

16 exterior shell collectively defined an interior 16 every element of any of the asserted claim?

17 space of the cabinet structure. I 1‘? h. I believe that‘s correct.
18 So I‘d like to understand your - 13 Q. Okay. And the CardioGen-az system

19 opinion that this device has an interior space 19 that you expected and photographed also does not

20 and what the boundaries of that interior space ‘ 20 anticipate any of the asserted claims, right?21 are in the Klein Thesis. 21 A. I —~ I believe that is correct.

22 A. The boundaries of the interior space 22 Q. Okay. And yesterday. you testified

23 are the edges of the front of the -- the cabinet. ‘ 23 that it was a case—by-case basis in your report24 Q. And then in the simple of the 24 to understand whether you're relying on the

25 location of the muse, which is not near any of 25 CardioGen—BZ system that you inspected or the
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Page 34

Bracco Hamel for your obviousness opinion, 2

right? 3
A. I believe that we cite the 4

Bracco Marmal in all of those instances. 5

Q. I think, yesterday, we went through 6

the exercise of tracking back where you cited an 7

internal paragraph for CardioGen—az, and it was 8

actually a photograph of the system rather than a 9

page of the manual. 10

I think that is Mien you said it's 11

case by case that we need to check each citation. ‘ 12Does that sound right? 13

A. That sounds rig -- -14

Q. may. 15
A. —— I'd like to do a readback, but 16

that sounds like we used it to verify that met 11'

was in the manual was accurate. ‘ 18
Q. What doyoumeanbythat? 15'

A. Well, we looked at the menial to see 20

what was there, to see if it was an accurate 21

description, as well as our photographs, and used 22

that as the basis, I believe. is how I've done 23
that. 24

Again, look at Try -- if you'd cite 25

Page 35
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some particular instance, I'd be glad to go over I 2
it with you. ' 3

0. Sure. So let‘s turn to Page 505 of 4

your report. 5

And this is the first page of your 6

opinions regarding the asserted claims being T
obvious in view of a CardicGen reference. 8

In the title of this section, All 9

Asserted Claims are Rendered Obvious by the 10

CaIdiOGeo—BZ Infusion Bystan, which reference or 11

carbination of references are you referring to? 12

The Bracoo Marcel, the CardioGen device or both? 13

A. Infusion system, as defined by the 1-1

FDA as a product, is the device itself, all of 15

its accessories and labeling. 16

So trying to separate to say it's 1?

just what we looked at is the cart versus the 18

label _- those are one and the sane, as far as .19

the FDA is concerned. And they describe the 20
entire system. 21

So it's completely acceptable to use 22

either one of those and be, at least with regard 23

to one Government agency, dismissing the same 24

thing. 25 
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0. All right. So separate and apart

from how the FIiA may consider all of these things

in a bundle together with respect to the patent

analysis, where we need to identify specifically

each prior art reference that you‘re relying on,

you are relying on a combination of the devica as

a physical thing and the manual for your opinion
that the claims are obvious?

A. I rely on the CardioGen-BE system as

prior art, and I mbstantiate the things that

I've done by looking at the manual and

referencing it to dermstrate that that device

was prior art.

Q. So I think, then, that takes us back

to the discussion yesterday, that it just depends

on what you cite for each element?

A. Let's go element by olerent and see
what's there.

Q. All right. So if we go to

Paragraph -- on the same page -- 1668.

And you discuss the CardioGen-Bz

Infusion System in that paragraph, right?
A. Yes.

Q. Okay. But then the next page, the

Page 3?
Page 321
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figure that's described in Paragraph 1668 is

actually from the Braceo Hamel, right?
A. That's correct.

Q. So can we be sure that your citations

to infusion system are the device and citations

to the martial are the manual, or are -- do you

use them interdiangeably? I —~ I just want to be
sure we understand --

MR. WALKER: I think this hadbeen

asked and answered. I really do. I think

he said that -- go through, see what he

cites,- that's what he relies on ~-
MS. BOOKBINDER; Sure.

Well, I'd like to ask him about

this specific citation at Paragraph 1663.

MR. WALKER: And he told you.

I mean, it says it right there,

right --
MS. BOOKBINDER: Well, I --
MR. WALKER: -- Idon't understand

where you're going.
MS. BODICBINDER: —— I'd like to

hear it from -- from Dr. Stone to

understand --
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2 MR. WALIER: He told you. 2 you what it is.

3 MS. MINOR: —~ what his -- his 3 Q. All right.

*1 -- 4 And then in the last paragraph of

5 MR. WALKER: It's asked and 5 this element. Therefore. it is my opinion that

6 answered. I 6 the CardioGen—BZ Infusion System teaches the

7 KS. BOOKBDIDER: —~ evidence is. I 7 subject matter, you do not have an additional
3 THE WITNESS: I said I rely on the 8 paragraph like we saw yesterday in your

9 Bracco system. 32. and that I use the 9 discussion of the Klein Thesis of other

10 normal as illustrations to what's in the 10 references redmdantly teaching something.

11 thing Because it would be quite 11 And I don't believe I saw a paragraph

12 diffimt to take a picture and show all 12 like that in any of your CardioGen discussion.

13 of those coupments at once, whereas the I 13 Do you know if that's accurate?
14 W1 and the literature that hooked it ' 14 A. Let's go -~ I want to go paragraph by

15 up have been available for quite sons 15 paragraph. I don't resents-1r every citation in

16 tine. 16 this _- in this particular case.

17 There's no reason to suspect that 17 Q. Do you know why, at least in the

18 the renual is inaccurate in portraying i 18 elements that we have looked at so far in your
19 what was in the device. It makes it 19 discussion of CardioGen, you do not have the

20 clear. 20 additional discussion of. you know. redundant
21 BY MS. BOOKBINDER: 2]. references in the CardioGen section?

22 Q. What literature are you referring to”:I 22 A. Because in building a case for

23 A. The model. , 23 obviousness. not every element of every claim has

24 Q. I think -— you said the -- the martial 24 to be in each of the refers-noes.

25 and the literature that backs it up. I want to 25 So we use the particular key

Page 39 Page 41
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2 understand -- 2 component; in this caser the Bracco Rb—B2. And

3 A. Sorry. I haven't -- I don't -- I 3 where it's needed to show that something else
4 haven't cited to other literature —~ 4 relies it obvious. we add that.

5 Q. Okay. 5 Q. But you didn't —— with respect to the

6 A. —— tot there would be other 6 CardioGen-BE section, you did not believe that

1 literature available. 7 you needed these redundant references that you

8 So let's ignore the other literature 8 needed in the Klein Thesis section?
9 and just stay with the manual. 9 MR. m: Objection.

10 Q. Sure thing. 10 Again. I don‘t think he ever said

11 Let‘s go to Paragraph 1793. 11 he needed them ——
12 So this is Elerent 1.0 of Claim 1 of 12 THE TNI'I'NBSS: I never said —-

13 the '826 patent, correct? 13 right. 1 never said I needed those: I
14 A. That's correct. 14 made a statemnt.

15 Q. Okay. And you're giving the 15 BY MS. BOOKBINDER:

16 opinion that CardioGen—82 discloses the subject 16 Q. Okay. If you ~- if you didn't need

17 Hatter. You describe it as an "infusion system“ I 1? them in the Klein Thesis, why did you include

18 and cite the annual. ‘ 18 them?
19 So we understahr‘lI here. you‘re 19 A. Supporting material; only that.

20 relying on the ranual, right? It says what it 20 Q. Okay. You discussed yesterday that

21 says? 21 the CardioGen—BZ system and Bracco Manual —-

22 A. It says what it says —— I 22 neither of them disclose a amputer, right?
23 O. Okay. 23 A. Excuse me. The manual is a part of

24 A. ~— the manual describes What the 24 the system. I don't see a differentiation here.

25 system is, whereas the system doesn’t really tell 25 The system con —- consists of several consonants
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2 inordertohe operable. Themarmal ispartof

3 the system ~—

4 0. Okay.
5 A. -- so that's a differentiation that
6 should not be made.

1 0. Well, as ymr counsel pointed out,

3 you cite —— you make very specific citations in

9 your report. So I want to use the citations that

10 you have made and to have a clear record about
11 this.

12 So I'll go ahead with the question

13 of -— to confirm we discussed yesterday, neither

14 the system that you viewed and photographed nor

15 the manual disclose a courputer, right?

16 A. They do not.

1'? Q. Okay.
18 And for those claim elements that

19 require computers, your opinion that one a person

20 of ordinary skill would look to other references

21 to meet that claim element, right?

22 A. A person of ordinary skill would

23 use —~ look to other references, plus the

24 knowledge of a person of ordinary skill in the
25 art at the time of the inventions that we're

Page 43
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2 referring to, would certainly look to a cmputer

3 to solve a problem instead using a programmable

4 logic array.

5 0. Okay. Specifically, if we can talk
6 about claim elen'ents relating to tracking the

'1 volume of saline. We can turn to Paragraph 2023.

B It's Eleuent 11.3 of the '826 patent.
9 A. H5.

10 Q. So this is one of the computer

11 elements where a omnipoter is not disclosed by

12 CardioGen, so you make a combination with the
13 Klein Thesis, Duchon and Tate; is that correct?
14 A. Give in a moment to look.

15 o. U‘In—hum.

16 (Hhereupon, the witness reviews the

1'? material provided.)
18 THE WITNESS: Yes.

19 BY IVS. BOOICBINDER:

20 O. Now, yesterday you testified that the

21 Klein Thesis itself does not teach the tracking
22 of volmne of saline.

23 Do you recall that?

221 A. The remaining volure of saline, it
25 did not.
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2 0. Okay. So is that sorretlung that

3 should be corrected in this section of your

4 report?
5 A. The Klein Thesis discloses the

6 consonants that would be necessary to do so. He

‘1 doesn't actually track the volwre of saline

8 remaining.- however, he does teach components that

9 would be utilized in that, and it Wild be

10 obvious to a person of skill in the art to
11 combine that.

12 Q. And, actually, you do point it out

13 here in Paragraph 2034, at the top of Page 239:

1:1 The Klein Thesis does not identify the volume of

15 saline remaining in the saline reservoir as one
16 of those alerts.

1'1 Sovrhyareyoulookingtothe
13 Klein Thesis to combine with CardioGen for a

19 limitation about tracking volume of saline

20 renaming?

21 A. Again, CardioGen doesn't have a

22 computer; it doesn't have a touchscreen. Klein

23 did. He tracked volimes that were actually going

24 into other applications, so he could have readily

25 tracked the total renaming volume. It would be

Page 45
Page 329
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2 obvious to a person of skill in the art to add

3 that feature to Klein based on the other prior
4 art that we cite.

5 Q. So you were looking to Klein for the

6 computer and the touchscreen and the certain

'1 mm of tracking ability. though not for this

8 specific component?

9 A. It had the ability; it did not add
I 10 that feature.

11 Q. So then you move on after Klein to
12 discuss an international standard as well as

13 Tate, the Medrad Intego nenual and Duc‘hon, right?

14 This is how your report omtioues?

15 A. I'll read all of this, if you want

16 to, and find it, or you can point me to. It is

1? your choice.

18 Q. It's just as we continue through this
19 one claim elenent --

20 A. Yep.

21 0. —— and in Paragraph 240 [sic], you

22 conclude, It is my opinion that the

23 CardioGen-az Infusion System, when modified as

24 taught by the prior art, meets this subject
25 Hatter.
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Q. So what specific modifications are

you suggesting be made to the CardioGen-82 system

based on the four —— five other prior art
references that are discussed in this section of

your report?

A. Wei-l, for example, even the

CardioC—en-SZ, had it had a —— a ccmputer with a

touchscreen, it always withdrew a given volume

via a syringe and then pooped that volume out.

It would be trivial for a person of skill in the
art to track the total amount of volu're that had

been extracted from the saline bag and Joann what
the reminder is based on the initial volun'e of

the bag; that‘s a simple cmputational factor
that could be —— that could have been done.

Q. But that's not the opinion you gave,

that CardioGen could be modified by just the

knowledge of skill in the art. You added five

additional references in the section of your

report, right?

A. To demonstrate that a person of skill

in the art would readily do that, yes.
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2 so.

3 Q. (Ray. So —— go ahead. Are you ~-
4 A. I'm done.

5 Q. Okay. So I‘d like to break down

6 the —— you say there —- there's more than one
’i‘ combination.

8 So is it your opinion that

9 CardioGen-BZ and the flein Thesis, just those two

10 together, would met an 11.3 of the '326 patent?
11 A. No.

12 As I've said, the Klein Ihesis did

13 not track the volume remaining in the thesis --
14 or in the device, but it oould've -- in the

15 saline source, but it could've done so readily.

16 0. Gray. So, then, is it your opinion

17 that Caressa—32 and—

_those tm references together, would meet
19 Element 11.3?

   

".7

13

19

Page 4? Page 49
Page 331 Page 333

2613:1th BUSINESS MOWATIW SUBJECT TO PRGI‘ECI‘IVE ORDH l CUN‘FTn-'<*YIEAL BUSINESS INFQWICN SUBJECE‘ TO PROTECTIVE ORDER

Q. And to be clear, are you giving the 2 I believe you made a claim. You're

opinion that CardioGen needs to be combined with 3 trying to break it down as though there was just
all five of those references to reach the claim 4 one of those that I need to combine or Keybe one

element that we're talking about, or is it a 5 or two. It‘s a complete grouping of disclosures

pick—and—choose situation? 6 her —— or descriptions that form my opinion that

I would like to understand —— 7' says it would be obvious to one of skill in the

NB. mm: Objection: coups-ind. 8 art to take the modifications that have been
BY MS. BOOICBLNDER: 9 referenced to perform that function.

Q. .. the actual carbinatior. that you‘re 10 Q. I think as -‘ as your report reads,

proposing. 11 it suggests that all five references need to be
A. There's more than one combination. 12 combined, because of your conclusion paragraph in

Each of those systems that we talk about have a 13 the section that when CardioGen is modified as

tracking volume. — 14 taught by the prior art meets the subject matter.

— 15 So if your Opinion is that it‘s all
16 five, then I understand that; if that is not your

These are sitply additional pieces of 1? opinion, then I would like to understand

information that demnstrate what a person of ' 18 specifically what connotations led to your
skill in the art would have known a: the time, 19 conclusion in Paragraph 2040.

and would readily have used almost any one of 20 A. I think we made it very clear. Klein
20

21

22

23

24

25

those or been motivated to combine those in order

to care up with a —— a system that would track

that saline volume. There‘s a standard that: says
it should he done. I’Iiere are devices that

actually do it. It would have been obvious to do

21 has the cocrputer and touchscreen. The

22 international standard, IEC 62366, requires the
23 user to be aware of the amount of consumables

I 24 retraining in a medical device. That's a reason
25 at the time of this invention that a person of 
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2 skill in the art mold have Imosm to attempt to
3 do so.

4 Combining that with Tate, vmich

5 demustrates mw much is available, would have

s satisfied that. Combining that or being

7 motivated by Duchon discloses allowing the

8 user —— alerting the user when a volume of saline

9 remains is below a predetermined levelr so he has
10 to know what the level is.

11 ene—

—

—
14 They're not all required. They all

15 demonstrate that a person of skill in the art
16 would know to do so.

he —

—hheeeh he eeeee'e
necessarily say a computer touchscreen I don‘t

2U recall that. But I do know that Klein does have

21 a omputer touchscreen.

22 So it was obvious to a person of
23 skill in the art to make the modification to

24 track. And as I said, it would simply be a
25 software modification in Klein.

Page 51
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2 Q. Okay. So to understand the

3 collimation, you got CardioGen—82, which uses

a saline to perform an elution; you are combining

5 with the Klein Thesis, which has the computer and

6 touchscreen, in view of the IEC 62366 that gives,

3' in your view, a person of skill in the art a

3 reason to attempt to track a volume of saline

9 remaining,- and then you would go to one of Tate

10 or Duchon or- to acconplish
11 Claim Element 11.3 of tracking the volume of

12 saline remaining in the CardioGen system and

13 providing an alert?
14 A. I believe what I said was that if I

15 look at Klein, his system had the capability,

16 though it was not implemented, because of the use

1'? of a constant -- I'm sorry _- of a metered

18 pomp —— that is, the peristaltic pump -- and he

19 actually tracked volumes for other purposes. He

20 simply did not track the volume remaining.
21 If I oonfloined Klein with the

22 international standard, I would have all that I

23 needed to have —— to do, I would -- and it would

24 be obvicais to make that change.

25 Others had already made tracking of

Page 52
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2

3

4

5

E

.3

B

9

10

ll

12

13

14

15

16

l?

18

19

20

21

22

23

24

25

the volume a part of their systems. It just

shows, again, that a person of skill in the art
would have known to do that.

So you're asking if it's necessary.

Any one of those would have been —— would have
derronstrated the -- that it could have been

modified to do that.

Q. Okay.

So, again, to understand the

cmbination that you're pointing to, you've got

CardioGen-S2; in view of the Klein Thesis with

the cmputer and touchscreen and, in your view,

the capability to do certain thingS: and then the
IEC standard.

30 it's those three references, in

your opinion, combined meet Element 11.3?
A. That's one combination.

Q. Okay. And, then, what is the next

carbination that you are relaying on this element

in your report?
PR. warm: I think he's

explained this --

THE WITNESS: I've eigilained this
several titres.

Page 53
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THE CO'LiRT REPORTER: Hold on, sir.

Sorry?

TIER. W: Objection: asked and
answered.

THE WITNESS: You're trying to

break it (loam as though there's separate

items. These are -— all, in cowbination,

indicate an awareness, means of doing it,

that people were doing to and that it's
motivated to do. And I derronstrated at

least one way that it could easily be done

just with the hardware of Klein.
BY MS. BOOKBINDER:

Q. Okay. Let's go to Claim 13, which is

at Paragraph 2081'.
Yeah.

So the CardioGen system that you saw
and the Bracoo Mariel do not disclose an infusion

system configured for the saline tubing line and
the eluate tubing line to be routed through two

tubing passageways formed in a perimeter surface

of the first opening, wherein each of the two

tubing passageways has a depth configured to

prevent pinching or crushing of a corresponding 
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Page 54
Page

tubing line routed therethi‘ough when a first door

is closed over the first opening.

FL I see that.

Q. And you cake a combination with Tate,

because you state in Paragraph 209? that :hey

each deal with the same radiopharnaceutical?

A. That‘s probably an overstatewent.

although Tate refers to his system being

applicable to all systens —— sorry —- to multiple

radicpharmaceuticals, and he mentions Rubidium as

one of the things the: it would apply to.
So while Tate doesn't state in his

description that he‘s using Ruhidium—EE, he does

say that Rubidium —— that his techniques and his

neans of radiation safety and proteczion are

applicable to Rubidium-Bz.

So maybe not —— it‘s still accurate
to state that he would deal with :ha: same

radiopharmaoeutical in the same manner.

Q. Isn't the tubing configuration in

CardioGen—SZ actually more shielded than in Tate?

A. I'm not sure why you would say that.
{Sotco vote between coconnselJ

B8
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“.0 So you noted in Paragraph 209?, when

you were explaining why, in your view, a person

of ordinary skill would have been motivated to

combine Cardiosen and Tate —— you mentioned that

each acknowledged the need to minimize radiation

exposme through the use of shielding --
A. Yes.

Q. —— right?

Okay. Has there something about the

existing shielding in the CardioGen that would
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prorrpt a person of skill in the art to redo it?

A. ‘Ihis is not about redoing the

Shielding. It's about rerouting the -- let me go
back to the claim.

We're looking at Claim ——

0. Claim l3 on Page i513.

A. Right. Right.

This says nothing about shielding in

the claim. It has to do with routing with regard

to pinching or crushing of the corresponding

tubing when a first door is closed over the

opening. I don't see a word about shielding in

there, so why are we discussing shielding with

regard to this claim?

0. we're dismssing shielding because

you mentioned it in Paragraph 209? as a reason
that one of skill in the art would modify
CaIdiCGen in view of Tate to reach the limitation

of Claim 13 about the pinching and crushing.

A. Well, that's true, they both minimize

radiation shieldings -- radiation through the use

of shielding. But this claim is about routing of

tubing to prevent the tubing from being crushed

through the shielding.

Page on
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0. Was there an issue with crushing or

pinchng the tubing in the CardiCGen system?

A, Not nemesarily. They just said,

mah-dmm-rb-IAJM
P—II-‘i-ii—‘b-II—II-IH qmmmwmwc
|_- m

We've got a way of doing that by using routing

through the shielding.

routing. It's a camonly Idiom techiigue for

minimizing the path of radiation. Art-d at the

same time, now having a trough means that as you

put that tubing in and place it, you don‘t have

to carefully hold it in place; it‘s in a trough.

It's called a cirmitous

It's —— it's, again, nothing magic

there, except that here, Tate has a patent that

discloses doing that circuitous routing in the

way that he's done it and in a trough, so that

the combination of shielding and not pinching the

tubing is easily done.
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If you have the tubing running out

through the vertical column, it actually kind of

protects it from -- it doesn't have to go through

anywhere that could crush it, right?
A. Well, it has to make a bend someplace

to go in and out, and you could kink the tubing

in that, as opposed to having the curved

circuitous routing which I referred to.

“P  
Q. Are you aware of where the bend in

the CardioGen system is or if. there's a kinking
issue with it?

A. I don't know.

I know that running it down through
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2 the tubing and fishing it out would be less

3 ergonomic, less easy to do than would having a

4 cirwitous routing that a lid could close down,

5 and once you have a lid closed down, you have a

6 risk of pinching.

1' Q. So making a change to the circuitous

B path also adds the pinching issue?

9 A. No. Eot having a circuitous path

10 that's a trough mould have a pinching issue.

11 Q. So I'm not sure I'm —— I'm opining

12 you here. We were talking about being in the

13 column wouldn't have pinching because there's not

is a lid, but you said it could kink at the bend; is
15 that ——

16 A. Kink at the bend or wherever you put

1? the lid on it if you don't have a path that makes

18 sure the tubing stays in place while the lid is

19 closed. because you've got to put i: down from

20 the top somehow.

21 Q. where is the lid in the —— in the

22 configuration that you‘re describing?

23 A. Well. if you look at the —- there's a

24 path from the syringe purp that goes dour). You

25 have a shielded syringe pimp on :he ——
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2 Q. I'm sorry, Dr. S:one ——

3 TE COURT REPORTER: I’m sorry.
4 You have a what?

5 BY MS. BOUKBINDER:

6 Q. —— what page are you? I‘m sorry.

'1‘ A. I'm sorry.

B If I go over to the Eracco Manual,

9 and if you look a: the diagram tha: we have of

10 the Eracco Manual, there is the Hanger 4 —— I'm

11 or. Page 6 —— 1'64; or 765, the same diagram,

12 without being a flow diagram.

13 So you have a shielded area for the

14 syringe pump that over —— overlies the column

15 where the tubing goes down to the generator and

16 back up from the generator, and that all needs to

17 be shielded. You have to run the tubing through

18 that. There's no path :nat holds it. There's

19 the weight of the tubing. To me. that's no: a

20 very ergonomic way of doing itr and it's all

21 doing linear shielding.
22 Tate shows a warmer that I believe is

23 superior :o that, and that is troughs in the

24 shielding for the tubing to go through, which

25 will prevent —— which provides adequate shielding:

Page 64
Page 348

l CONFIDENTIAL BUSINESS MOWTIW SUBJECI‘ TD PRO'I'ECE‘IVE ORDER

and yet prevents kinking ——

Q. What do you mean by ——

A. —— and pinching.

Q. —— "linear shielding"?
A. It means there's a source and there

is a path to the outside where one could get

exposed without it going —- following a

circuitous path, straight—line shielding.

\DWn—JUNU’ILD—L—JN
HO

19 Q. Sure. So you —— you gave an opinion

20 in your report that we've discussed that a person

21 of ordinary skill would modify the CardioSen—82
22 in View of Tate to meet Claim 13 beeause it's

23 your View that the trough layout is superior to

24 the CardioGen layout.

25 Have I captured that correctly?
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2 A. I believe that's oorrect.

1,...

10 Q. We spoke a fair amount about the

11 doors in '869, Clair. 1, yesterday with respect to

I 12 the Klein Thesis.
. 13 I understand from your report it's

14 also your opinion that the CardioGen—BZ system or
15 manual lids meet that same claim element?
16 A. Yes.

_ 17 Q. All right. And then let's look at

I 18 that opinion which begins at Paragraph 2255 on
19 ?age 32;.
28 So we're at Element 1.3 of the '869

21 patent. And to confirm, you explain from the

22 CardicGen—82 system and Bracco Manual that it has

23 a lid, right?
24 A. Yes.

25 0. Then you continue, on the next page,
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2 that it wwld be obvious, in view of late, to

3 have a door to meet that limitation, right?
4 A. Yes.

5 0. All right. Why would a person of

6 ordinary skill be prarpted to orange the

I CardioGen—82 design, which you believe has a lid
3 that meets the door limitation, to have the Tate

9 configuration?
10 A. Tate does meet the limitation. The

11 Bracco 82, in my opinion. does with its lid. If

12 one argues that it does not, then Tate certainly
13 discloses that. So in view of Tate, then one

14 world certainly meet that limitation of having a

15 lid which -- through which one could vertically

16 access the components under discussion.

1'? Q. So is this an opinicn similar to what

13 we dismissed yesterday in the Klein Thesis, that

19 you would at the hearing, for example, present

21] both opinions to the Judge as equally valid

21 obviousness opinions?

22 A. I believe they‘re equally valid, yes.

23 Q. And to be clear, it's CardioGen—BZ by

24 itself or Tate by itself or CardioGen—sz in view
25 of Tate?
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2 A. If we rejects the concept that a lid

3 is a door, then Tate certainly supplies the
4 answer. And it would be obvious to combine Tate

5 with the CardioGen-Bz. And that's 2261. My

6 opinion is that the CardidfwennaZ Infusion System,

7 when modified as taught by the prior art, meets

8 this subject matter.

9 Q. And when you say "prior art" in 2261,

ll} you're referring to Tate in the preceding

ll paragraphs?
12 A. I am.

13 Q. Okay. And this -- this is another

14 exarrple where you have discussed a couple of

15 references, and you gave an explanation, for

15 exarrple. on Paragraph 2250 why, in your view, a

17 person would combine them, but you do not include

18 similar language to the Klein Thesis section of

19 other references that "redundantly teach"

20 something?

21 A. I didn't say the same words,- that‘s
22 correct.

23 Q. And now that we have seen a few

24 elements from the CardioGenvaz section, do you

25 feel confident that you don't use that
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2 "redundantly teach“ language in this section?
3 A. No —-

a Q. Okay.
5 A. —— I'm not confident that I don't use

6 that.

T Q. Okay. And you don't recall, one way

8 or another, without going through the elements?
9 A. No, I do not.

10 Q. Okay. If you recall yesterday, when

11 we spent some time in the Klein Thesis

12 section talking about the doors at length, you

1?. pointed to Klein Thesis itself as well as Tate,

14 and then you also had—

—
16 Do you recall that?
1’? A. Yes.

18 0- Okay-—

—

—

—
22 Q. Is there —— vfllat —— what is the

2?. reason that you use it in the Klein hiesis and
2*! not in CardioGen for the same limitation?

25 A. No particular reason. I think we had
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3 Q. So it —- it's your understanding ——

:1 you were instructed by counsel in the beginning

5 ofyourreport—~andwecantakealook~—of
6 certain legal premises that you needed to apply?
I A. Yes.

3 Q. And, specifically, why don't we look

9 at Paragraph 37?

In And this paragraph comes under a

11 header above Paragraph 34 for Obviousness, right?
12 A. Yes.

. 13 Q. Okay. So in Paragraph 3?, you give

14 your understanding that in making a combination
15 of references for obviousness, there needs to be

16 a reason to prompt a person of ordinary skill to

. I? carbine the references, right?

i 18 A. Yes.
19 Q. Okay. And you applied that premise

20 in your ohviousness analysis?
21 A. Yes.

22 Q. Okay. And in addition, at

I 23 Paragraph 38, you explain your understanding that
24 to find the invention ObVious in light of a prior

25 art combination, theI prior art combination Imst
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have provided a reasonable expectation of

success; is that right?
A. That's correct.

Q. And you applied that understanding in

your obviousness analysis?
A. Yes.

Q. Okay. So returning to the

Klein Thesis, it's your opinion that it would

have been obvious to a person of ordinary skill

to modify the system to include, at least, a

shielded well onboard a cart, a first shielding

ompartnent at a lower elevation than the second

Shielding compartment, a computer configured to
do a timber of different Emotions that are not

described in the Klein Thesis, such as filling
the reservoir in the shielded well onboard the

cart, making calibration breakthrough
calculations while the reservoir is onboard the

cart, right?
Someone wild need to look to other

references for that?

A. In this case —— you're saying "look
to other references" —— the inventions that we're

talking about, Klein was not a product; it was a
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prototype. So a person of skill in the art who

was building a product would look to Klein, would
look to standards, would look to what the

mpetitive market was. And utilizing that

infestation, I think it's —— it's very obvious

that —— whether it would have been obvious to try

the carbination, such as they were, whether they

were lthely to succeed, all of those meet those
criterion.

Q. and have you explained why a person

of skill in the art would actually be prompted to

make the, you know, array of changes that you

suggest in your report to the Klein Thesis?

ll. I don‘t recall discussing the market
I know

that a person of skill in the art who is doing

forces or the product design criterion.

product development —— I believe I've talked

about a person of skill in the art with

somewhat -- with experience with medical device

design, I believe they would be aware of that. I

don't know —— 1 ® not recall making an

explanation of that.

Q. You discussed yesterday what a dose

calibrator does, right —— oh. Do you have a

2
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further ——

A. Just let me take a look at something
Q. Sure.

A. At Paragraph —- on Page 612, I talk

about the motivation to combine over a fairly

extensive discussion as to why one would be doing

this, so I'd be happy to discuss each of those

because I believe that addresses what you were

referring to as to why one would modify Klein and

why would —— one would be updating motivation to
combine the references.

0. So just to clarify, on Page 612, this
is the section focused on the CardioGen?

A. Well, it's under the heading Ml

Asserted Claims are Rendered Obvious by the

CardioGen—EZ Infusion System.
And then we talk about, in 612, the

motivation to combine the references that we

utilized in demonstrating that modifying the

CardioGen system, as we disclosed, would have
been obvious and would have been -- and there was

motivation to combine those.

Q. So you mentioned "market forces."

If you turn to Paragraph 1691, vinich
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is just on Page 615, just a couple of pages
farther.

A. I see it.

Q. Okay.
need and market demand to combine teaches of

Klein Thesis in CardioGen—SZ?

A. Sorry.

[hhereupom the witness reviews the

Do you have any evidence of

material provided. l
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2 — . 2 emission. Those are very close together, and I

— 3 don't lnlow of any pulse—height discriminators and

— 4 detectors that can actually differentiate between

— 5 those two, especially when you‘re trying to --

— 6 currently using a ion chamber, which is not

— '3' energy discriminating,- it's simply energy

— a detecting-

_ 9 So it would be very difficult to do

— is it in that partiwlar fashion. The classic way

— , ll of doing it is, indeed, to look at the —— two

— 12 ways: the slope of the decay as it changes from

— 13 one isotope dominating to another isotope

— 1-1 dominating; and then, also, using shielding,

— 15 whit -— frankly, distance is one shielding,

— 16 because the —- the energy —— sorry —— the

— 1? radiation detected wold fall off with the square

— | 18 of rm dis-name.
— I 19 Q. Okay. So separate from the e—mail ——

— i20 we're —— we don't need to —- to talk about the
21 0 Okay. So staying on the topic of a 21 e—rail any sore, about the real-time

22 dose calibrator and what it's used for in 22 tneakthrcugh.

23 the patents in the systems we have been talking 23 But in terms of the -— of your

24 about, would a person of skill understand that 24 opinion that one of skill in the art would ntdify

25 the dose calibrator cannot be too close to the 25 the Klein Thesis design to add an nonpcrons --
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2 StrontiuneRubidium Generator in order to take 2 onboard dose calibrator, these distance and

3 proper calibration and breakthrough readings? 3 shielding issues would arise, right?

4 A. A person of skill in the art would 4 A. They would.

5 need to know that -- that distance is one of the S Q. Okay. And shielding is necessary not

6 factors in shielding. It could be handled by 6 only for the accuracy of the dose calibrator but

'1' more shielding, or it could be handled by energy '1 also for safety of the user or the system, right?

B differentiation and tine slope calculations. 3 A. That does not necessarily come into

9 So yrnn statement is not quite true. 9 effect when it ccwes to the dose calibrator.

10 Q. All right, what do you mean by —- 10 With regard to the system and the

11 and it sounded like you said nrne shielding is 11 sources of radiation —— primary sources of

12 one way to address this issue or, alternatively, 12 radiation onboard, that‘s where the safety of the

13 the energy differentiation and tire slope 13 patient is involved.
14 calculations? 14 But the —— the radiation from the

15 A. That's one way. And distance is a 15 dose calibrator —— first of all, it falls off

16 thind way. 16 very rapidly; and, secondl , you're looking at

1? Q. Okay. what do you mean by the energy 17 very low levels of radiation when you‘re looking

13 differentiation and time slope calculations being 18 at the Strontium breakthrough.

19 a way to address, you 1mm, potential 19 Q. Are you aware of any systems that
20 interference between the dose calibrator and the 20 don't have shielding around the dose calibrator?

21 generator? 21 A. No.

22 A. Right. As —— as I previously said, 22 0. Okay. And the patents sention a

23 we were looking at differentiating between 514 23 shielded well to hold the eluate reservoir that

24 keV, which is the -- case we -- the Strontium '24 interacts with the dose calibrator, right?

25 emission, and 511 key, which is the positron 25 A. That‘s correct. 
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M m.

2 Q. So at least in the universe that 2 —

3 we're discussing, there is shielding for the dose —

s calibrators ‘—
5 A. There would be shielding for the dose _

6 calibrator in virtually ever}.r system that I know ‘—
y of. I—
3 Q. Anti the shielding, I think, as we —

s dismissed yesterday. is isiriy heavy? —

is is Yes. it —

11 Q. The systems that we're talking aboat, _

12 ttflugh. are carts that are meant to he Imbile, —

is sighs? —

is s issy ass —

is 0. ss ssssss who is msiiiyirs s system —

16 like this would need to take into account the —

1? weight of the shielding cry-reared to someone's —

is ability to push it. right? —

is is They souls _

20 0. Okay. And that's not something '—

2i siscusses in your report, is is —

22 s. so. —

23 - - —

—

—
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m

-2 Q In modifying the system described in

13 the Klein Thesis, are there size constraints that
14 would need to be taken into account?

15 MR, h‘ALlGR: Objection: vague.

e e wee we: do see- ree- by —

1? "size constraints”? —

e e we meme: —

1e 0- see —

20 So like we've discussed, this is a —

21 cart that a person is intended to push around, :—
22 right? —

23 e eee —

24 0. Okay. And so given that intended use —

25 of the cart, it can't be as big as a carr right? —
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2 A. r at would not make a successful —

e eeeeece —

e 0- eiehe- —

5 So then eeere —— en '1: we —

6 can't put a number m it. there are size —

”1' constraints that someone of ordinary skill would —
8 keep in mind in designing a system like this, 8 Q The engineering development with

9 right? 9 respect to modifying the Klein Thesis to, in your

13 A. Size and weight and portability, he»: 13 opinion, render the claims obvious would have had

11 Tran}! people need to be available to push a cart, 11 to've occurred several years earlier, right?

12 et oetera —— all those things are things that 12 A. I'm sorry?

13 would be required to he considered in designing a 13 Q. The point in time that we are talking

14 product. 14 about for the asserted patents is 2008—2009,

15 Q. And those are not mentioned in your I 15 right?
16 report, right? I 16 A. To modify the Klein Thesis, the idea
17‘ A. No, they're not —— I l? and the concept and doing it. it is apparent
13 Q. Okay. 18 they‘ve already put one onioard and found that

19 A. -- those are ordinary engineering I 19 part of their design is doing that needed a
20 considerations; they‘re not inventive I 20 modification.

21 considerations. I ill I don't believe there‘s any

22 — 22 discussion of how such shielding is used in —— in

— 23 any of the other devices. This happens to be

— 24 they noted it as they were doing their

— 25 development. It's just an issue to be solved; 
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that's not an inventive step.In
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ix:

M M D Okay. Did the system described in
23 the Klein Thesis —— if it was built as described
24

25
with an offboard dose calibrator. meld it have
worked as intended?
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2 MR. PEER: Objection: vagie.

3 THE] WINESS: What do you near. by
4 "worked as intended"?

5 BY MS. BCOXBINDER:

6 Q. Well, scold you refresh me on what
7 the dose calibrator was used for in the

8 Klein Thesis —— the offnoard close calibrator?

9 A. It was used to determine, A, the

10 accuracy of the onboard radiation detector that

11 was utilized to actually administer a dose,- and,

12 B, i: was utilized to determine Strontiu'n

13 breakthrough to determine if the level of

14 Strontium conpared to the level of Rubidium was

15 exceeding the threshold.

16 Q. Okay. And if someone actually built

1? a system as described in the Klein Thesis wi:h

13 that offboard dose calibrator, would the sys:em
19 have -— have worked and Wild the dose calibrator

20 have performed the functions that you described?

21 n. Again, the Klein E‘hesis was a

22 prototype; it was not a product. Apparently,

23 other systems were built that were very simiiar,

24 the so—called Version 1. Apparently, it worked.

25 So I don't have to speculate. Apparently, it
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worked and was utilized.

Q. And then what would prompt a person
of skill in the art

trouble with adding lead and cost and weight to
trove the dose calibrator onboard?

A. If you look --

motivations to combine tha: we've spoken of.

,4. 

£th to go through all this

we have the

13 There would be motivation to carbine

14 in order to be similar to the devices tha: were

15 utilized -- that were still being utilized in

16 those departments.

1? Is it an engineering challenge? Yes.

18 But it's not an inventive challenge. You're just

19 dealing with weight and shielding.

ll”
1::

24 Q.

25 why someone would go through all of this trouble

My question is a little different,
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2 to put the ——

3 MR. 5mm: Objection --
4 BY I‘B. BOOEEIXDER:

S Q. —— dose calibrator onlmrd.
6 MR. Ml: —— characterization.

'3’ THE: WITNESS: What I said was, in

8 general, what she stated was that she had

9 known of other PET system and that theirs

10 looked old fashioned compared to it; that

11 it was even cemented on by -— by users.

12 find, yes, that initial question was

13 relating to corputers and the look but

it also the convenience of having an unheard

15 calibrator rather than to have to position

16 the cart at one location to do daily

1'? calibration and breakthrodgh testing, as

LB @posed to having it all on a cart. It‘s
19 a convenience factor.

20 MR. WALKER: Excuse me. I said

21 characterization, not Speculation. Sorry.
22 'l'rE COURT REPORTER: You have to

23 let him finish, though.

24 THE WITNESS: I'm sorry.

25 THE COURT REPORTER: Thank you.
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2 BY TIE. BOOKBINDER:

9 Q. Okay. So other than Ms. Gelbach and

10 that invention at that time, do you have any
' 11 other evidence that someone of skill in the art

12 who was no: the inventor would have been promoted
13 to move a dose calibrator onboard?

”J; A. I believe we referenced other PET

:5 products that had a dose calibrator onboard. So,

16 yes, a person of skill in the art would be
17 motivated to do so.

i=8 Q. What are the other PET products that
19 had a dose calibrator on'ooard?

2D A- —

_we have the Tate patent.

22 Q. And both ine_ and the
23 Tate patent are directed toward FEG systems, not

24 elution systems with a generator, right?

25 A. They directed toward PET imaging
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2 using the sane energy and using

3 radiophamaceuticals. They singly do not have

4 the generator as their source; theyr have a

5 predevelcped isotope and injected material as
E their source.

"I Q. And because they (105‘: have a

a generator and they have the predeveloped source,

9 they don't need the dose calibrator to perform

13 breakthrough tests, right?

11 a. No; they need it to perform the

12 accuracy test for their radiation measuring

13 device daring administration of the

14 radioptenreceutical.

15 —
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10 Q. You testified -- I think yesterday ——

11 in your view, that materizing processes that

12 were already being dcoe is mt patentethie, right?
13 A. i believe i referred -- l -- to a --

14 in the patient —— sorry -- the patent history

15 file for stem of the patents :3 t the of the --

16 they were told th“t by screone in the Patent
17 Office.

18 Q, Okay. Do you agree with that
19 Stateremt from the Patent Office?

20 A. I believe that that is a valid way of

21 looking at things, yes, that that‘s -- certainly

22 today, that's obvious to do.
23 — - -

24 (Stone Deposition Eidjbit Mater 3?,

25 Patent Application Publication

Page 105
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2 Number US 201510223363 Al, Bates

3 stamped BRACCDITCOOE33522 through
4 BRALTOIKOGEBS-é'r, term for

5 identification, as of this date]
6 . _ _

7 _ _ _

3 {Stone Deposition Emmi: Nmber 33,
9 Office Action Response for

10 hpplicatioo 14;426,2OB, Bates

11 Stamped BRACCDIECOOE33511 through
12 BRACCOITCODG33521. marked for

13 identification, as of this date.1
l4 - -

15 BY MS. BOOKBINDIB:

16 Q. So we're going to mark the documents

1? together, 37 and 3E.
18 So Exhibit 37 is marked

19 ERAECDITCODE33522 to -5é?, and Exhibit 38 is
20 marked ERAOCOI'I‘COO633511 to —521.

21 A. I HE flat

22 Q. Okay. And you have not seen these
23 documents?

24 A. No, I‘ve not.

25 Q. Okay. So I'd like to point you to —— 
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2

3

4

5

6

'i‘

B

9

O

.1

'2

.3 

 

first. to show you how these line up.
So Exhibit 38 is Office Action

Response for Application MHZGJOB.

Do you see that?
A. I see that.

Q. Okay. And Phdlibit 35' is the

publication of that application. right?
A. Yes.

Q. Okay. I'd like to talk with you

about Exhibit 33 -- I've given you Exhibit 3?.

you know. if you need to -~

A. Okay.

Q. -~ review it.

And. also. you can see on Extflait 3'3.

the applicant is Jubilant and the inventors

include Etienne Lefort.—
as well as Drs. Dekew and Klein. right?

A. Yes.

0. All right.

So in the Office Action Response, on

Page 8 of 11.

Could you read the middle paragraph.

please. the As noted previously. and let me know

when you've read that?
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[Whereupom the witness reviews the

material provided.)
THE WITNESS: AS noted

previcmsly —~
BY MS. sweeper:

Oh. You --

I don't have to read it out loud?

-- you can read it to yourself.
Thank you.
Sure.

(Miereupon. the witness reviews the

material provided.)
THE WITNESS:

BY MS. BEDKBINDER:

Q. Okay. Were you previously aware that

Jubilant. itself. has been making arguments to

the Patent Office that. you loiow. quality control

procedures are actually not obvious. including

the claimed step of halting operation of a

strontiLuu-rubidium generator in response to user

interruption of a quality control assessment?
A. Since I've not seen this before. no.

eeeee
I've read it.

I was not aware of that.

Q. Okay. So you were not informed
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2

3

4

5

6
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9

10
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12

13

14

15

15

1'?

18

19

20
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22

23

24

25

\qucnu'lah-wMI—n
10
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12

13

14

15

16

1’?

18

19

20

21

22

23

24

25

through any other means?
A. No.

0. Okay. Having read this paragraph on

Page a of Exhibit 33. does that change your

opinions at all with respect to the alterations
of the Klein and CardioGen references in terms

of. you know. corputerizing processes?
A. No. it does not.

Q. Okay. Yesterday. we talked about the

relevance of the length of the tubing in these

systems. right. that it's important because of

the decay of the Rubidium eluate in the system?

A. Iiielengthofthetubing needs tohe

considered; and. yes. we did talk about it.

0. Okay. In your report. where you

suggest modifying the Klein Thesis and the

CardioGen system to have the generator at a

certain height relative to the taste bottle. did

you consider whether the length of tubing would

change in making that change?
A. It did not need to consider whether

it would change; it needs to be considered in

determining what the dose to the patient is. but

that doesn't —- that wwld require no significant
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experimentatim. It's a straightforward

amputation.

0. Could you please explain why —— could

you explain further your testimony just now of ~-

that the tubing length would not change or
wouldn't need to be considered?

I didn't quite follow that.

A. I didn't say that.

Q. Okay. If you could clarify that

please.

A. Well. I said that if it were changed.

it would not be a significant factor with regard

to overall performance because that would be

taken into account by the control parameters.

lo'nwing what the flow rate was. For exanple. the

tubing might change and one —— I would not
increase the flow rate.

Let's just go beyond that. It's a

simple engineering calculation to determine what

would need to be changed in order to give the

same dose to the patient; it's straightforward.

Q. Did you discuss that calculation or

dOsing adjustment that very need to be made in

your report?  
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consume-Into!»
0. Okay.

to the Klein Thesis and Cardiosen system, you

Iwould m lengthening the amt of tubin ,- isn't
that true?

A. I don't know that they changed the
I would have to look at it and see

what routing they utilized. 'Ehat would depend on

In your proposed nodifications

accessories.

the routing that was utilized.

Q. To be clear, i'm referring to your

proposed modification of the Klein Thesis.

Have you shown what routing would be

used in the modified Klein Thesis design to

achieve the claim element of the generator lower
than the waste bottle?

A. I did not.

Q. Okay. And is that the same for the

CardioGen system, you proposed the mdification

to have the generator at a certain lower
elevation than the waste bottle to meet the claim

limit?

MR. l-IAIJGIR: Excuse n‘e. I'm. sorry.
The Cardiosen that's lower than the

waste bottle already?
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A. No. As I said, it's a 2 I'm not sure why you're suggesting

straightfomard engineering thing,- it's not 3 that it needs to be [modified

a patent issue. 4 MS. BOOKBINDER: or. Stone provides

— 5 a modification because there are

— 6 additional claims tiat require a specific

— 7 difference in elevation where the waste

— 8 bottle is l to 2 feet —— or, excuse me ——

— 9 the generator is i to 2 feet and the waste

— 10 bottle is 2 to 3 feet, and he, himself,

— 11 points to other references to modify

— 12 CardioGen because it is not at that

— 13 height.

— 14 MR. W: Okay.

— 15 BY us. mm:

_ 16 Q. So with respect to that claim element

— I? in your proposed modification of CardioGen, your

— 18 report does not discuss the change in length of

— 19 tubing that would occur, right?

— 20 h. It does not.

_ 21 o. How is Strontium breakthrough

— 22 calculated in the Klein Thesis?

— 23 A. Klein gives the formula, and he has

— ' 24 the radiation levels read by the WEEI, and,

— 25 in my opinion, he's having the cmputer actually

Page 111 Page 113
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HHP—‘I—J Lump-c
14

15

16

17

18

19

20

21

22

23

24

25

do that Strontium breakthrough calculation.

Q. How is breakthrough calculated in the

CardioGen-SZ system?

A. CardicGen-BE, it's my understanding

that that's a nanual calculation using a -— a

sheet of paper and measured values and accurately
measured time and radiation levels.

Q. And what is done with the

breakthrough calculation in the Klein Thesis?

A. In the Klein Thesis, the breakthrough

calculation is displayed; it's one of the system

parameters. And it's utilized to enable, it it

passes, elutions to a patient.

Q. And we discussed at length yesterday.

it's your View that that meets the claim limit,

even though there‘s not a discussion of stopping

elutions if the breakthroigh is hit?

A. You characterized it that way. My

dismission and my recollection is that the

software requirements specify that it does that
and the word "enable." One doesn't use the word

“enable" or "munit" when you're talking about

the person being enabled to do it —— excuse me ——

instead, the system enables elutions if the
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0. mw.mmflmfimflfim$2wflm
doesn't have a shielded well onboard the cart

either, right?
a. It does not.

Q. And it also doesn't have a oorrputer

with a touchscreen display?
A. It does not.

Q. So the CardioGen—BZ does not present

a screen reminding user to insert an eluate
reservoir in the shielded well onboard the cart,

right?

A. No, it does not.

Q. So turning to Duchon. that reference
also does not: have a shielded well onboard the

cart or an eluate reservoir or a touchscreen

display, right?

A. No, Duchon discloses tracking

numerous process paraneters and provides wamings

when bottles need to be replaced.

Q. Then at Paragraph ”:55. you point to

what you characterize as "programming equipment"
that was well known and understood at the time?

A. Yes.

Q. So, again, I'd like to mderstand, 

breakthrough test is passed. I believe that's 2

the only rBaSonable interpretation of that 3

wording. 4

Q. What is done with the breakthrough 5

calculation in the CardioSen system? 6
A. The user makes the decision as to —- ”I

I'msorry. In-I--Ineedtolookbackatthe ls

CardioGen m1 and the figures, because I don't ; 9

want to speculate from n'enory —~ lo

0. Okay. ll
A. —- so . . . ' 12

MR. mince: I believe the mnual I 13
is 31. 14

(one) B

THE WITNESS: I don't think -- yes. 16

Thirty-one l?

(thereupon, the witness reviews the 18

material provided.) . 19

THE wriuess: Right. I 20
So there's no way for a user to 21

enter —~ or the —— the breakthrough level. 22

And if I go to Page 31, it says, Patient 23

administration may be performed only after 24

successful coupletion of daily 25

— —!
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calibration, Strontium—BZJSS breakthrough

procedures and the first hash {elution}
disposal.

So it's all up to the user to
onmnfl.dwtmn'm:mn deydoan

administration after a breakthrough has
failed its limits.

BY II'B. BOOKBINDER:

Q. Yesterday, I believe you confirmed
that the Klein Thesis itself does not disclose

presenting on the touchscreen display a screen

reminding the user to insert the eluate reservoir

in the shielded well onboard the cart. And you

enphasized that's because there is no eluate
reservoir in a shielded well onboard the cart in

the Klein Thesis, right?
A. That‘s correct.

Q. Okay. So let's take a look at that

claim element, which is 9.2 from the '825 patent.

It's on Page 331 of your report.

So for this elenent, you suggest

combining the Klein T118315 with the CardicGen—SZ

system and the Duchon patent,- is that right?
A. Yes, I do.

2

3

I1

5

6
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what combination are you proposing to neat this

claim element when you give your conclusion in

Paragraph '15? that It would have been obvious to

modify the Klein cart to include a reminder to
insert the eluate reservoir in the shielded well

and giving your opinion that the Klein cart, when

rriodified as taught by the prior art, meets the

subject matter?
A. The CardioGen—BZ has a shield that

contains the warning label, Elution test vial
shield for use with the CardioGen~BZ. So that:

shield is a well into which the bottle is —— the

test vial is actually inserted. Placing it on

the cart, Duchon says to remind users when fluids

need to be replaced -- or -- or enptied.
So that, to re, its obvious whether

it's on the cart or off the cart; they had the

warning, and to put it on the cart instead of

having to nova it off the cart, as is

currently —— as -— as the 82 -- sorry -- the

CardioGen-BZ didr wwld be an obvious change to

he doing it onboard the cart instead of off the
cart.

They still had a shielded well, and
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2 physically moving it and making it a part of the 2 MR. warren: When you get wrapped

3 cart would be an obvious change. 3 up with this line, I'd like to take a
4 Q. Does the Klein Thesis itself have a 4 break.

5 shielded well that‘s not onboard the cart? 5 Its. BOOKBDGDETR: Okay.
E A. He has a waste container in a 6 BY MS. BUOKBINDER:

T shielded well; he does not have the test vial. I Q. —— is the eluate reservoir in the

8 Q. Klein does have -- B shielded well a fluid level issue?

9 A. But he says -- 9 You're pointing to Duchon that it

10 Q. Yeah. 10 tracks arrmnt of fluid dispensed. right?

11 A. —— he says that the test vial for the 11 A. He -— Buchon tracks numerous process

12 dose calibrator mast be changed between elutions. 12 pararreters during promte —— operation and

13 The person of skill in the art would have been -- 1 presents alerts based on that information, so I

14 would have considered it obvious to expand the 1 don‘t think it's a stretch.at all to say

15 operational parameters that Klein system tracks, 15 reminding a person to put a —— a vial -— a test

16 to include ~- well, that's not with regard to 16 vial into a shielded well is not monitoring fluid

17 that particular claim. But they do have a test 17 parareters and providing alerts with regard to

18 vial, and it was eluted into the test vial in a ' lB elution —~ or sorry —— patient injection systems.

19 shielded well. 19 Q. Okay. So. again, to understand your

20 Q. So Klein has a test vial; it‘s just 23 conclusion at 75?, with the Klein cart, when

21 not onboard? 21 rodified as taught by the prior art. meets the

22 A. It's not explicitly onboard. 22 subject matter, you are waking modifications to

23 Q. Okay. So if Klein has a rest vial 23 the Klein Thesis based on Duchon and the

24 that's not criterd, why do you need to ctnhine 2a knowledge of one of ordinary skill programming

25 Klein with CardioGen—SZ. which also has a test I 25 equipment?
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2 vial not onboard? 2 Is that the modification you're

3 A. Just showing what all the person of I 3 prerosing?

4 skill in the art would have known, that people . 4 A. I'm raking the urdification as we

5 knew that you would use shielded test vials; ' 5 discussed here, knowing that you need to monitor

6 placing it onboard is a matter of convenience. - 6 fluid levels. knowing that you need to provide

1 Q. So you're pointing to two systems 7 warnings with regard to fluid management systems,

8 with offboard test vials to demonstrate that 8 that it would be obvious to a person of skill in
9 there were offboard test vials? . 9 the art to make those a computerized warning,

10 A. Klein already had a warning in his 10 whether it's on the cart or off the cart.

11 system to replace it on a computer screen. 11 Q. But to be specific, it's the

12 That's one. And Duchon says, You need to do —— 12 Klein Thesis in view of Duchon, in view of a

13 to avoid the possibility of running out of fluid. 13 POSITA's knowledge of progranndng; is that —-

14 providing warnings with regard to fluid levels, I 14 A. That's what I have here.
15 believe that wakes it obvious combine. 15 Q. —~ is that the combination?

16 Q. Well, to be clear, you say in l6 MS. BDOICBINDER: Okay. So we can

1? Paragraph 1&2, Klein does not disclose that error 1? take a break.

18 nessages include a reminder to insert the eluate 18 THE VIDEDGRAPHER: we are going off
19 reservoir in the shielded well. 19 the record at 11:23 a.m.

20 Right? 20 - - -

21 A. He does not disclose that. He 21 {Whereupon, a recess was taken than

22 discloses a large number of error messages. And 22 11:23 a.m. to 11:3? a.m.)

23 Duchon says you need to -— to supply ressages 23 — — -

24 with regard.to fluid levels. 2; THE VTDEDGRAPHER: We are going
25 Q. Is the eluate —— 25 back on the record at 11:32 a.m.

____J 
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2 hmlmaypramed.

3 ms. sameness: Thank you.
4 BYMS.EKEEBEER

E 0. Dr. Stone, in your opening report,

6 you have a section on what's called “secondary

'1' consideratims," right, or "objective jnciicia"?
8 A. Y%.

9 Q. Okay. And so I‘d like to talk about
10 a few of those.

11 First, are you aware that the

12 CardioGen—BE system has been the only

13 FDA—approved generator—based profusion agent
14 available for cardiac PET frtn‘lSSB until a

15 couple of years ago?

16 A. The only Rubidiunkhased system; I
17 believe that's correct.

18 0. Actually, the only generator—based.

19 A. Okay. We can use that term,

20 "generator."

21 I would refer -- go ahead.
22 That's fine.

23 Q. Is that -- okay.

24 And so are you aware that Jubilant
25 believed there was an unmet need for a new,
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2 different system to compete with Bracco's

3 CardiGRarBZ, at least as of August 2012?

e A. I don't know when they'determined

5 that they needed a new generator. I don‘t recall
6 the date.

7 You're saying Bracco?
8 Qadfiai

9 —
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2 —
3 Q. So it's your opinion that the

4 Jubilant Version 3 system is simply a

5 better—looking system than the CardioGen-82?
6 A. I believe there are other sites that

T point out that Bracco already had a extensive

B share of the market, the only share of the
9 market. There would be resistance to someone

10 else coming into the market.

11 So they're producing a product that
12 has some better features to it in order to deal

13 with that.

14 Q. Did the CardioGen—B2 meet all of the

15 needs that the asserted patents can meet?
16 A. The CardioGen—BZ did not have all the

17 features that the asserted patents claim.

18 Q. So there was a gap between the two?

19 A. There is a gap between the features
20 claimed and the CardioGen—B2.

21 Q. Okay. And is that gap an unsolved
22 need for those features?

23 A. It's a desire to have those in order

24 to maintain one's own position in the

25 rarketplace.
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2 Q. And desire is not one of the

3 objective indicia listed in your legal background

e in Paragraph 42?

5 A. No. I'nlcertain. at this point in
6 time. that Bracco was aware that Jubilant was

7 producing —— was developing a product. So at

8 that point, they began to feel a need to put

9 their own product into operation because Jubilant

10 was coming up with one.

11 So whose long—felt need?

12 The market isn't demanding it. The

13 need is only the person who's doing the producing

14 here. They want to maintain their position.

15 —  
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—

—

—

-—

—

-3 Q. Are you aware of the Braceo system —

1-1 being recalled in —- in about 2011, 2012? —

15 A. I recall hearing of it. _

16 Q. Did you hear of it through this case —

1? or your 1mm? —

18 A. Through this case. —

19 0. Okay. And are you aware of whether —

20 the FDA suggested or requested modifications to —

21 the Brands system to remedy the recall'related —

22 issues? _

23 A- I do not recau- _

24 Q. If the FDA had requested autcmated QC —
25 procedures, mould that start an unmet need? 25
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2 A. The FDA would have indicaced, and I 2 51' NS. K033341323:

3 would certainly want to follow that if I wanted 3 Q. If we could turn to Page —— excuse me

4! to keep marketing my product. a ——

5 Q. What do you mean you would wan: to i 5 A. Could I —— Klein had already a fully
5 follow that? 6 integrated system that ircluded those safety

7 A. The FDA's reconTendati-an. T features. as I address in 492. So they had

8 Q. So if —— let me see if I can make a 5 already solved that mime: need in prior art.

9 clearer question. 9 This is not something that had no:

10 If the FDA requested design charges 10 been solved 1: —— by Braces or by Jubilant at

11- that no one had done or design features that no 1‘. that point in tire: this was solved back at the

12 one had done, would that originate a need :3 ' 12 Klein Thesis tine in 2— —— in 2005.

13 incorporate those features into the device? I 13 Q. And what was the urine: need that you

14 A. Thaz's a reasonable assurption. : 14 believe was solved by the Klein Thesis?

15 — | 15 A. A fully autonoted naintenance daily
' 16 quality—control procedures andj'or operation

17' procedures to ensure the safety and efficacy of

18 each injected dose for the patient.

19 So he had already solved it. It was

20 not a product in the marketplace. but it is prior

21 art that had already been solved.

22 Q. You said —— you —— when you testified

23 just now. you said "fully automated, " but in your

2-1 report, you say "fully integrated," right, in
25 Paragraph 442?
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2 A. Sorry. Having automated maintenance 2 A. I think I have to answer the

3 quality -- daily quality control procedures 3 questions to the best of try ability that you ask

4 andfor operation procedures to ensure the safety 4 me. And in my report, I report that this in —-

5 and efficacy. 5 unmet need that is alleged to have been generated

6 So Klein integrated those automated 6 by the Fan -- that urrret need had already been

7 procedures into a single system. He had already 7 solved by the Klein Thesis. I think that's —-

B n‘ettheneed. B andIhavethatinrryreport.

9 Q. But Klein wasn't a fully integrated 9 Q. Right. 50 I'd like to talk about

10 system on the cart, right? It still had 10 your report and not alleged FDA requests.

11 omponents offboard the cart that resulted in 11 Is that okay?

12 limitations in what it could do, right? 12 A. That's fine.

13 A. I think what we were just addressing 13 Q. Okay. 50 looking at Paragraph 442,

14 was whether or not the FDA would trigger an unset 14 you state, As explained herein, however. prior

15 need for an autorrsted procedure for doing 15 art references existed before the asserted

16 the -- the breakthrough test, not that it had to . 16 patents' priority date that satisfied a need for.

17 be on the cart. So let's make that distinction. 17 quote, a fully integrated Strmtium-anbidium

18 The distinction was automating the 18 Infusion System having automated maintename,

19 procedure so that it‘s amate and doesn't 19 daily quality control procedures andfor operation

2:) miss —~ and up with excessive radiation applied 20 procedmes to ensure the safety and efficacy of

21 to the patient. 21 each injected dose for the patient, end quote.

22 Q. 30 looking at your Paragraph 442, you 22 A. I see that.

23 quote another section of your report describing a 23 Q. Okay. So is that long quote your

24 need for a, quote, fully integrated 24 understanding of the need at issue in these

25 Strontium-Rubidium Infusion System. 25 patents?

Page 139 Page 141
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2 Right? 2 A. That‘s what Klein described it.

3 A. That's correct. 3 Q. This is a quote from Klein?

4 Q. Okay. And is that your understanding 4 A. Yes, I believe so.

5 of the unmet need at issue -— 5 Q. Okay. Can we check that?

5 MR. WEIR: Objection: vague. 6 A. rat.

‘3‘ BY MS. EOORINDER: I 7 MR. WALKER: I behave that's XI.
8 Q. -- for this technology? 8 THE WITNESS: XI? Sorry. Thad:
9 A. No. It is the automated maintenance 9 you.

10 that provides the daily quality control andfor 10 MR. mm.- Yeah.

11 operation procedures to ensure the safety and 11 [Whereupom the witness reviews the

12 efficacy of each injected dose for the patient. 12 material provided.)

13 Whether the breakthrough test is 13 Ti-IE‘. WITNES: I do not see that

14 performed on cart or off cart, it was fully 14 quote referenced in here, but I will try

15 automated and had already solved the problem 15 to flash back and read it carefully.

16 which was addressed by the FDA, which was cited 16 BY MS. BOOKBINDER:

1'? as a Rascal for an unmet need previously. 1'? Q. Okay. Looking in this section on

18 Q. You do not discuss the FdA in this i 18 long—felt need in your report, you were focused

19 paragraph, right? 19 on Paragraph 442.

20 A. No. But you brought it up; I didn't 20 If we look to the preceding

21 bring it up. 21 paragraphs, it looks like the quote actually came

22 Q. Okay. All right. I 22 from the Bracco rebuttal contentions --
23 So sticking to what is in your 23 A. I see --

24 report. and separate from any questions of the 24 Q. -- that --

25 FDA ~~ 25 A. -- okay. 
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And. again, I mfld allege that Klein
is fully integrated with all aspects here with

exception of placing the dose calibrator on the

cart. And he had solved the major issues, which

is automating that procedure and providing for

the safety and efficacy of each injected dose -—

injected dese for the patient.
Q. So at the time of the Klein Thesis in

2005, was there a need for such a system?

A. He did an integrated system. If you

look at his block diagram of his system, even

though it‘s not on the cart, his block diagram
includes the dose calibrator.

integrated system whether it was physically on
the cart or not --

So it was a fully

Q. So was ——

A. —— so he saw the need for the system
when he did his thesis in 2005, and he solved the

problem.

Q. So it‘s your opinion that Dr. Klein

identified a problem and solution in 2005, but

when Bracco and Jubilant made their patent

filings or developed their systems, there was no

such need for that; there was —— that was only a 
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corrpetitive opportunity?

A. He solved it ooupetitive —— and

solved the long-felt needs. They did not choose

to put it in their product and, only later, chose

to put it in their patent application.

Q. Why is it that Dr. Klein ~- strike
that.

Why —— what is the basis of your

opinion that Dr. Klein identified a need as

carpeted to the ompanies that identified an

opportunity? What is your distinction there?

A. Well, you said he —- he -— sorry.

Dr. Klein saw that the -- the system

needed to be fully integrated. He talks about

the things that were done by the system, that it

did. So, apparently, he identified a need and
other needs in it as well and solved that in his

system.
Whether he clairred he identified the

need or not, he certainly solved what other

people might perceive to be a need, because he

did CONE up with a fully integrated system that

prOVides for the safety and efficacy in the

system as it delivers, including the autm‘eted
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. 2 breakthrough testing ——

3 Q. And do y .-

4 A. -- his block diagram shows that all

. 5 of those were integrated and computervcontrolled.
6 Q. Do you agree that in ZDUS, there was

'1 a need for this technical development?

B A. There was, which he solved.

9 Q. why do you believe that there was a
10 need in 2005?

11 A. Because breakthrough testing had to

12 be done. It was cumbersome. He recognized that.
13 Because there were other issues that needed to he

is automated because the devices had not been, and
15 he solved those issues.

16 Q. There was no commercial device that
1'1 solved those issues until at least the late

18 ZUUO—teens time. right?

19 A. I wouldn't connent on how long it

20 takes to put a oomercial device that solves all

21 those together, but Dr. Klein had done so at that

22 point in time, and it's prior art.

. 23 Q. In your opinion?
24 Yes.

- 25 Q Let's look at Paragraph 4-15.
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I 2 Are you at 445?
3 A. I am.

4 Q. Okay. You note that The Klein design

. 5 was used extensively in real -world clinical

I 6 applications.

”I What are you referring to there?

i a n. a design that is ultimately quite
9 similar to Dr. Klein's system. the so—called

10 Version 1 and others. And if we have our rest ——

11 our reference there, I believe we can Show that

12 the product has been used in Canada in clinical

13 setting in over 22,000 patients without issues of

14 sterility or contamination reported to date.

15 So it was definitely being used in a

16 wide variety of places, though not as a U3.
1? Iredica] device.

18 Q. So let's look at the —- the

1‘3 references that you cite here.
20 - - -

21 —

—

'—
24 — . —

' 25
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14 Q. Do you him which version i: is that

15 you describe in Paragraph 445 as "the Klein

16 design" and then relate to this document?

17 A. It's been represented to me —— and

18 I've Seen what was called "Version 1, " and I know

19 it was utilized —— rather. it's been represented

20 to are that it was utilized extensively at a

21 number of sites, including clinical trials in

22 Canada, as well as. as they said, in over 22,000

23 patients.

24 The generator, I do not know —— I ——

25 I do not recall evidence that it‘s specifically
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2 the Version 1, but the Version 1 was definitely

3 based on the Klein design

4 0. Okay. And who made those

' 5 representations to you?
6 A. Dr. Klein. And E would have to look

i 7" and see if I have quotes from others, but I don't
I B recall.

; 9 Ms.somennnah new.
' 1i] - - -

| n —
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2 Q. I believe you testified earlier that 2 —
3 Version 1 was not Emblicly available in the

4 United States, right?

5 A. That‘s my understanding.

Q. and do you have an understanding of

whether Version 2 was publicly available in the

G1

—._I

3 United States?

‘3 A. I don't know whether Version 2 was

1-3 publicly available In the United States. I don't
11 believe it was.

12 —

[\I ,_.
I I I

b.) N

 
 
 

Page 151 Page 153
Page 435 Page 43'?

l CCNFIEJHJI‘IAL BUSINESS m‘EURMATZON St ’ECI‘ 7):." PRCTEUI‘TVE ORDER . 1 mNFlDENTIAL BUSINESS INFORMA’ECN EUR—EC.“ TO PROTECTIVE ORDER
2

 

 



 

 

Page 1 ‘34
Page 438

l EENFIDENTIAL BUSINESS INFURFATION SUBJECT TO PROTECTIVE ORDER

BY MS. BOOKBINDER:

Q. You give an opinion that The

 

materials cited by Bracco in their contentions

does not show a long—felt need existed for the

features of the asserted patents.

Right?

A. Because the need had already been
solved, as 1 said, in the Klein Thesis. So, no.

10 there was no long—felt need. The need had been

11 solved by Klein long before the —- these patents

Lomadmtnubwm
12 were applied for. much less issued.
p.- m H La
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|

5 Q. Do you believe that the Version- 2

6 device is prior art to the asserted patents?
'1 A. I did not use that as a reference. I

B do believe that the —— certainly, the

9 Klein Thesis is prior art. I don't believe I
10 looked at the Version 2 —‘

11 0. Okay.

12 31 -~ for that purpose.
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2 Q. You mderstand if the Versim 2

3 system did not predate the patents in the

4 snited States that it cannot be prior art to the

S patents, right?
6 A. I haven't wade any cements with

7' regard to Version 2, other than what was ——

8 you —— you reference and said. Do you ‘mow if
9 that was Version 1 or Version 2. The diagram

10 that's utilized is the Klein Thesis diagram.

11 So I have no way —— nothing to infer
12 other than that was the Klein Thesis, and it was

13 prior art.
14 MS. ECDKBINDER: I Strike as

15 nonresponsive and ask rm; question again.
16 BY MS. BCDKBINDER:

1'? Q. Do you understand that if the

18 Version 2 system itself was not publicly

19 available in the United States prior to the

20 asserted patents, it is not prior art to

21 those patents?

22 A. I don't fully understand that. I

23 would need a bit more discussion with regard to

Eé it and when it was released. how publicly it was
25 released and sold, and whether the doctm'ents were
  L
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published and were only available to -— with

 

:xJ

3 regard to it —— sorry. You're saying the system.

é 55 if the system wasn't, then my

5 understanding would —— would.be that it would not

5 be prior art.

1 0. it‘s your opinion that there is not

8 evidence that Jubilant tnpied Bracco's designs in

9 creating the V rsion 3 system, righ:?

10 A. ’I’nat's rm; belief; that's correct.
fl

._. m |I

I I
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—

—
4 HS. meDEER: I‘m going to mark

5 a copy of that patent publication.
5 - - -

7 {Stone Deposith Exhibit Numer 41',
3 Patent Publication Router US

9 20140343418, Bates stamped

10 JDI-ITC-OOOIBEIEZ through
11 ELITE-000138203. marked for

12 identification, as of this dateJ
13 - - -

14 BY 3%. BOOKBINDER:

15 0. You've been handed Ethibit 47, which
16 is JULIET-000188162 to —203.

1'? 34‘ Yes.

' 13 —
—

—

—
fi 22 Q. Okay. Have you seen this patent

23 publication before?

24 A. Oh. I know I've seen a patent. I

25 don't recall the publication separate from
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10

ll

12

13

14

15

16

l?

18

19

20

22

23

2‘1

25
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the patent, but if it's in my list of documents
reviewed, then I did.

0. Okay. Just looking at the related
U.S. —— or strike that.

If you just look at the file date of

this publication, it‘s May 29, 2014. right?
A. I see that.

Q. So this patent application is not one

of the aswrted patents which were filed later?
A. That's correct.

Q. And it's not one of the earliest

priority documents from 2008 and 2009, right?
31. That's correct.

Q. It's in the sane family, though, as

you can tell from the related [1.5. application
data; is that correct?

A. Yes.

Q. Okay. This is actually an maple of

one of the related patent filings that was

omitted from the chart in your report, right?

A. I'll accept that.

Q. Okay. Because this is a continuation

application, this publication has the same

specification as the earlier filed patents and

Page 15?
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also the asserted patents which are, similarly,
oontincations?

MR. WALKER: Is there a question?
Th3 WITNESS: Yes, is there a

question?
BY NE. BCOIGENDER:

Q. I want to oonfim that yo ——

A. That's my understandirg.

LDLD-u—JChU’I-hUJM
.r. C)

M U1 MS. Bx'JOICBlNDER: I‘ve been told

thH

C)U1)co‘---1mU1

MM b—IG
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that lunch is here. So we can take a

break.

MR. WIRE: Okay. Great.

THE VIDEOGRAE‘irIER: We are going off

the remrd at 12:33 pJn.

(whereupon, at 12:33 p.m., a
luncheon recess was taken.)
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AFTERNOON SESSION

{1:13 pm.)

EBERT THGBIN'IS STONE. '.-?H.D.,

was called for continued examination and, after

 

having been previously duly sworn, was examined
and testified further as follows:

 
fld'Vimfllfiéfiflm:  We are going

 back on tie moord at 1:13 p.111.

SEMINATIDN [OONTINUEm BY COUNSEL FOR COHPLAINAN; 

B‘f NB. BOOKBINIIEE:

0. Dr. Stone, before the lunch break. we

had been discussing Endiihits 46 and 47.
You still have those?

a. I do.
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1? Q. Are yen familiar with. a system called

18 Posijet, ?-O—S-Z—J—E—T?

19 A. Posi‘jet, I believe, is he» it's
2C- stated. I've heazd the name. I'd have to 103k

21 at the documents to see if I'm familiar with it.

22 — — —

23 [Stone Deposition Ebdfioi: Number 55,

24 Lemr Pa): 'n'eb page, Bates Stamped
25 JD'L—ITC—OSGREIE‘G, marked for
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2 identification, as of this date.l 2 rounds. before preparing your report?

3 - - — 3 A. I don't recall specifically.

4 BY MS. BOOKBINDER: 4 Q. And do you recall reviewing either

5 Q. You‘ve been handed a copy of 5 Exhibit 55 or any other rnaterials about the

6 Exhibit 55. which is JDI-ITC—000123196. 6 Posijet system in this case?
I A. Yes -- T A. I do not recall off the top of my

B Q. Is -- 8 head.

9 A. -- I see it. 9 Q. How did you come to know how the name

10 Q. -‘ is this the Posijet system that 10 Posijet is pronounced?

ll you've heard of? :11 A. It's how I would pro -- pronounce it.
12 A. I don't know that I've ever seen _ 12 an inference because of how I know that names are

13 this. I'm not particularly familiar with it. ' 13 typically done. So I would have called it

14 Q. Were you provided with a copy of - 14 Posijet. as opposed to Posijet.

15 Jubilant's invalidity contentions prior to 15 Q. Okay. In the text of ——

16 preparing your report in this case? 16 A. I believe that's what I said earlier;
1'? A. I believe so. 17 I would have Called it Posijet.

13 [Whereupon, the witness reviews the 18 Q. Okay. In the tent of Exhibit 55I

19 material proVided.} 19 there is a statement, The rapid developnent of

20 THE WITNESS: I don't know that I 20 the Positron Enission Ttmtgraphy currently with

21 reference it. but I -- and I don't recall 21 the ma FYI: but shortly with other

22 all the documents that I've seen at this i 22 radioisotopes, such as GalliuntEB and

23 point. but I believe so. 23 Rubidium-32.
24 or MS. BOOKBINDER: 24 Do you 1me whether the Posijet

25 Q. Okay. to you recall that Posijet was |25 system was ever built to use Rubidium-BZ?

Page 195 Page 197
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2 a reference included in Jubilant‘s invalidity 2 A. I do not.

3 contentions? 3 Q. Okay. Did you consider the Posijet

4 A. I don't recall that at the point. i system -- or lack of a system in your conclusion

5 I think I state sonething with regard 5 that Bracco had not demonstrated a failure of

6 to Posijet. 6 others in your report?

7 {Whereupcn, the witness reviews the 7 A. No.

8 material provided.) 8 Q. Seeing this document, does that
9 THE WITNESS: I reviewed the 9 affect your opinion at all?

in evidence that Bracco cited in the Bracco ' 10 a. Well. again, the Posijet, as it

11 rebuttal contentions. so I'm reasonably ll descrites it, is an innovative process of
12 sure I would have seen the —- 12 calibratioa injection of FDS but also of other

13 BY MS. BOOKBINBER: 13 radioisotopes, such.as GalliumAEB or Rubidium~32,

14 Q. What paragraph are you at? 14 allowing a reduction of the doses received -—
15 A. 251. 15 THE CUM REPOR'IR: I'm sorry.

16 Q. 251? 16 You just mumbled there sowething --

17 A. Sorry. Page 251. Sorry. I? THE WITNESS: I am sorry.

18 Paragraph 508. I 13 THE COURT REPORTER: —— after

19 Q. Okay. So let me clarify my question. 19 Rubidiun—az, you said something —-

20 which was about Jubilant's invalidity 20 THE WITNESS: —~ allowing a

21 contentions, rather than Bracco's rebuttal 21 reduction of the doses received by the

22 contentions. 22 exposed manipulators while carrying out a

23 Did you have the opportunity to I23 traceability of the patient's manipulators
24 review the invalidity contentions. which included I24 and kits.

25 claim charts served by Jubilant in a couple of I25 So I don't know the full status as
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to whether they have launched that

product. What the basis of not launching

that product may have been if they did not

launch it or if they have launched it

would not affect 1w opinion. It's not a

failure to develop or a failure to produce

if they didn't launch the product.
I have no basis to font a

conclusion based on that.

BY PB. HDKBINDER:

Q. You said it's not a failure to

develop if they didn't launch the product?
A. Ruse a

Q- Why -~

A. —— there's a lot that goes into

deciding to launch a product: whether it's

developed or not, whether the narket has changed

by the time it's developed, et cetera; it's not a

proof of failure to develop.

Q. Is this standard in considering

ohviousness a failure to develop or just a

failure, period?

A. I wwld want to carefully review that

partictflar piece.
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Q. Sure. So that's at Paragraph 42.

A. Thank you.

Paragraph 42?

Q. Yep. So Paragraph 42 lists objective
considerations in the fourth line after Unsolved

need, Failure of others.
A. I would have not concluded that a

failure of others for business conditions other

than —‘ I -— I would more consider that a failure

of others to solve the same problem, as opposed
to failure of others to have a commercial
success.

Q. If the product is not launched

cmmially, could the problem in the world

actually be solved if people don't have access to

the product?

MR. WEIR: Objectim ~-
THE WITNESS: That --

MR. warm: -- incomplete

hyththetical.
THE WIRESS: n that's -—

hypothetical requires a lot of business
considerations. There's lots of reasons

why a person might not launch a product

 

 
M U1

1 CUNFDJENI‘IAL BUSINESS WW SUBJECT TO PROTECTIVE ORDER
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3 choice of -— of turning in a different
4 direction. That‘s not a failure, to

5 understand and develop. 'Ihat —~ that's
' 6 not conclusive -- I wouldn't conclude

7 syuungfnmauee.
8 BY MS. BCOKBINDER:

9 Q. Solv-Ijusthanttorrekesurel

Io understand your application of Paragraph 42 in

11 pan asset.

12 Because you -- you did assess

l3 objective considerations in your report, right,
14 at least a few of them?

15 A. Yes.

15 Q. And in assessing failure of others --

l? A. I would want to know: why -- sorry.

18 I'll let you ask the question.
19 Q. marks.

20 -- in assessing the failure of

21 others. you were thinking from the perspective of

22 whether a product was developed, not whether a

23 product was commercialized; is that correct?

24 MR. W: I'm going to object to

25 that as a oorrpotmd question.
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2 THE WIINESS: Do you want to ask it

3 in pieces?

4 HS. BODIEIN'DER: I don't actually

5 think it's a compound question. because

6 it's a cerpare-and—cmtrast. But I can

'a' try and rephrase it, anyway.

3 MR. WALKER: It's not mutually
9 exclusive to each other; that's the

10 problem.

ll If the answer isn't yes, what's

12 your answer?
13 BY MS. BOOKBINDER:

14 Q. So in applying or assessing the

15 objective cousideratim of failure of others, did

16 you consider that from a perspective of failure

I? to develop?

m a m.mmmmmmmmm

19 [sic], what I have is that —— with respect to
20 In): Fax, which I believe -- it's actually
21 Lerner Fax.

22 Q. So you said you're in Paragraph 20?
'23 a. 520.

24 So at that time, we were addressing
what would be a Strontium Generator Infusion
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A A. 
 

System -- I don't think he really means

Strontium,- I think he means a Rubidiur'. system.

But they filed a patent, and they have not

brought that product to market. Doesn't know

why.
So it doesn't indicate there's a

They had a patent, but we don't law if

they attempted to develop it. And others had

already developed effectively working minim

failure.

generators.
So I don‘t think that's indicative of

a failure of others. They simply did not do it.

And there‘s no evidence that they atteupted but

failed to bring it to market.

Q. So because Lemer Pax patented this

technology, that is sufficient for you to say it
is not a failure of others? I want to make sure

I understand your opinion in Paragraph 520.
A. No. I said it's not indicative of a

failure of others that they patmted it bu:

didn‘t bring it to market. I've been in

the patent room for several large oorrpanies who

have a huge mimber of products that they‘ve

patented, none of which they brought to market.
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Just because a person files a patent and doesn't

bring it to market is not indicative of a
failure; it‘s indicative of a business decision.

0. What would be indicative of a failure

to you in assessing obviousness of a patent
claim?

A. I would say in order to fail, you

have to attempt, in this particular case, not

simply not do something but attempt and not

succeed. That's the type of failure I believe

that would be indicative of a failure by others.
0. And doesn‘: Exhibit 55, which sta:es,

'Ehe rapid development of the Positron emission

tomography shortly with Rubidium—EE —— isn‘t that

indicative of an attempt to make that system?

A. It say be an intent, but it's not

necessarily an attempt. That‘s very different.

Q. Sir, I may not have been clear. I

actually believe I said "at:enpt."
Does this lbchjbit 55 not show an

attempt ——
A. Fund I said i: ——

Q. —— to develop ——

A. —— shows intent, but it does not Show
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2 at:empt.
3 Hz. WITNtSS: Could we take a

4 break?

5 MS. EDOICBINDER: Sure.

6 Hr. FIITNtSS: Thank you.

'3 THE VIDEOSREPP H: We are going off

3 the record at 1:53 p.m.
9 _ _ _

in whereupon, a recess was taken from

11 1:53 p.m. to 2:05 p.m.)
12 - - -

13 Hz. vim: We are going on

is the record at 2:05 p.m.
15 BY MS. BOOKBINDER:

16 0. Br. Stone, before the break, we were

I? talking about the Lever Pa}: Posijet system, and I
18 wanted to confirm.

19 You are not aware of whether a

2D Posijet system with Rubidimr. was released?

21 A. I am not aware of any such release.

22 0. Okay.
m L.)
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MS. EOOICBINDER: Okay. And that is
all I have.

THE WICNESS: Okay.
MS. BOOKBINBIZR: So, Counsel 0:

Counsel?

MR. KOO: Dr. Ezane, I don't think

 

 

1 have any questions for you at this time.

TEE WITNESS: Thank you.

MR. K00: mask you.

MR. r.x‘l-‘LLFER: Wow. Unecpected.

I guess just a coup;e of questions

IECAMINATION BY COUNSEL FOR RESPONDENTS 

 

Q. First of all, does your report set

forth all your opinions —— your two reports ——

with regard to invalidity and noninfringement in
this case?

A. I believe so, yes.

Q. Okay. You were asked yesterday at

some poin: —— I believe that there was a
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2 dismsion going on with respect to -- if you 2 Q. —— .1111 put out and marketed, is it

3 could turn to 420 —— Page 420 in your invalidity 3 your understanding that that was approved by the

4 report. 4 FDA in —— in 2016?
5 Is it 420? Yeah. 5 A. Yes.

6 And do you recall sore questions 6 Q. And is it your understanding that

'1 yesterday with regard to these figures and '1 those were approved before the patents—in—suit

3 whether or not, I guess. there was a cap or a lid 8 were filed with the claims they have in them?

9 and whether it was hinged in a door? 9 A. Yes.

10 A. Yes, I recall that. 10- Q. Okay. And is it your understanding

11 0. Okay. I believe at the time, you , 11 that those claims were actually copied or drafted

12 were taken back to the tape figure on top, and 12 against the product itself?

13 there were some references in there that were . 13 a. Yes.

14 gone through. And it was sorewhat 14 Q. Okay. And so do you think that the
15 indeterminative. 15 1version 3 copied the claims, the scope of the

16 And I believer at the end, you 16 inventions in the asserted patents?

1'} concluded, just in looking at Tater that perhaps 17 A. No.

18 you thought that there was —— you did not find 18 Q. And I believe one of the —— the

19 support in Tate for a hinge. But I was just 19 things that you've discussed in your expert

20 curious. 20 report is motivation to combine.

21 If you could turn to Page 111 of your 21 In particular, I guess, this would be

22 report. I realize this isn't the Tate, but it's 22 in your Section VIII.EI.1, Motivation to Carbine

23 the —— according to your report. th- 23 References?

— 24 a Yes-
25 Do you see the —— the figire there? 25 Q. And Subsection a, it states,

Page 211 Page 21.3
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2 A. I do. 2 Relocating Klein's dose calibrator. the dose

3 Q. _ 3 calibrator vial and its -- its shielding to an

— 4 on—cart location-

— 5 no you that?

— 6 A. I do.

— a 0- And just generally: is it -- is it

— 8 your opinion that you believe a person of skill

— 9 in the art would be motivated to relocate the

— 10 close calibrator in the Klein Thesis onto the

_ 11 art?

— 12 a is.
13 Q. And there have been sore allegations 13 Q. And do you think that being able to

14 here that JDI had copied the inventions that are 14 do that would be within the abilities of a person

15 claimed in the —— in the asserted patents here. 15 of ordinary skill in the art back in —— in the
16 Tell me —— the —‘ the Version 1 -- is 16 2008—2009 time frame?

12‘ it your understanding that those products were on I? .11. Indeed.

13 the market before the Entertain—suit were filed 18 Q. And one of the other things that you

19 for? 19 reference here is relocating Klein’s generator

20 MS. BUOKBIh-‘DER: Objection. 20 and its shielding from the top shelf to the
21 BY MR. WALKER: 21 bottom shelf of -- of -- of the cart.

22 Q. You can answer. 22 Do you think —— is it your opinion

23 A. I'm sorry? 23 that a person of ordinary skill in the art would

24 Q. The Version 3 cart that —— 24 be motivated to put the generator and the

25 A. Yes. 25 shielding in the lower portion of the medical  
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2 cart?

3 A. Yes, as I have addressed, for a

4 couple of reasons.

5 0. Okay. And do you believe that

6 relocating that to a lower area of a cart or

'3 modifying the design to include it in the bottom

8 of the cart —— do you feel like that is something
9 that would have been within the abilities of a

10 person of ordinary skill in the art back in 2003
11 and 2009?

12 A. Yes.

13 Q. And the third thing that you talk

14 about is ~— is tracking system parameters and

15 providing alerts and reminders to the operators.

15 Is that sonething that you think a

17 person of ordinary skill in the art would be
18 mtivated to do back in 2008f2009?
19 A. Yes.

20 Q. And -- and do you feel like that

21 would have been sorrething that was within the

22 abilities of a person of ordinary skill in the
23 art back in that time frame?

24 A. Yes.

25 Q. I believe at some point yesterday,

Page 215
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2 there was a question as to whether or not you

3 felt there was adequate written description or

4 whether you thought there was a lack of adequate

5 written description in the patents. My

6 recollection is thatr at the time, you said no.

'i‘ I'm not sure exactly what the context

3 was. but it‘s my understanding that you have an

9 opinion that -- that the priority date for

10 these patents could be no earlier than 2009; is
11 that correct?

12 h. That's correct.

13 Q. And what is that based on?
14 A. That's based on when the —— the

15 disclosure for —— if I recall which patent -- was

16 actually presented ——
1? Q. Take a minute --

18 A —— sorry. Let me go take a look at
19 --

20 Q -— take a minute and look at your ——
21 A Yeah.

22 0 —— priority analysis. if you like.

23 {Whereupon, the witness reviews the

2s material provided.)

25 THE WITNESS; Page —~ Part ——

 
 

 

2 Paragraph 194, I note further that the

3 '031 application that Bracco filed in

‘1 2009 —- June 2009 is the first patent

5 filing to which the asserted patents claim

6 priority that discloses a dose calibrator.
I an eluate reservoir therefor or a shielded

3 well therefor onboard a cart. The patent

9 applications that Braces filed in
10 June 2008 do not -- then I list those ——

11 do not disclose an eluate reservoir

12 ontoartl a cartr and they do not disclose

13 performing any Strontium breakthrough test

' 14 on an eluate sample that is located in the
15 eluate reservoir cnboard a cart. And

. 16 Thusr the priority date of the asserted

1'? patents can he no earlier than June 11th,
13 2009, the date on which Bat -- Bracco

19 filed the '031 application, which

I 20 disclosed this subject matter.
21 MR. WALKER: Okay. No further

22 questions.
23 MS. BOOKBINDER: I have a few

24 follow—ups.
25

Page 217
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2 _ _ ._

3 EXAMINATION {CONTINUED} BY COUNSEL FOR W
4 _ _ _

5 BY MS. EOOKBINDER:

6 0. Dr. Stone, you're aware that the

'I specification of the patents-J'n—soit were

8 published mach earlier than the time that
9 these patents issued, right?

10 h. The specifications were published

11 earlier than the patents issued; that is true.

12 —

—
'—
'—
—

. 1'? Q. Is it your understanding that copying

13 as a seoondary oonsideration of. nonobviousness

19 Trust be of the patent claims?

20 A. It certainly has to fall mder those.

21 yes.

. 22 Q. So do you understand that oopying as

I 23 a secondary consideration of nonobviwsness can

24 be based on the specification?
25 A. I have not drilled down into that
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2 particular issue as to whether it‘s a 2 DISTRICT OF comm”:

3 specification or copying the patented claim. 3 1, Cindy L. Sebo, a Notary Public within and

4 0 50 you don't m either way? 4 for the Jurisdiction aforesaid, do hereby certify

5 A. I camel: give an answer. I WOLlld b that the foregoing depoeiticn was taken before me.
6 have to consult come-L for that. 6 pursuant to notice, at the time and place indicated:

7 Q Okay. le. Walker just discussed Ver 1 that said deponent was by me duly sworn to tell the

3 quickly several features with W in regard to a a truth, the whole truth, and nothing but the truth;

9 person of Skill in the art, whether they would 9 that the testimony of said deponent wee correctly

10 understandfhave the ability to mrk on those 10 recorded in machine shorthand by me and thereatter

11 features in the relevant time period, right? 1.1 transcribed under my supervision with computer-aided
12 A. YES. 12 transcription: that the deposition is a true record

13 Q. 01%!me waderstand that CO 31101:! 13 of the testimony given by the witness.- and that I am

14 invalidity Of the patent claims, YOU need to 14 neither of counsel nor kin to any party in Said

15 point to specific prior art references, right? 15 action. nor intereozed in the outcome thereof.
16 A. And the -— and that: in cmbination 15

17 with what a person of skill in the art would 17
18 know. is

19 Q. And the specific prior art refermces 1'9 {j - "
20 that you‘re relying on that you contend met the '3” w
21 actual claim elenentS is contained in your 21

22 report? '22 Cindy L. Sebo, RMR, ERR. RPR. CSR,
23 A. That is ”Heat. '23 CCR. C'LR. REA. Liveflepositim

24 Q. Afld You also just mt through I an Authorized Reporter and Notary Ind-inc

25 Paragraph 194 of your report, right? 35
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2 A. That‘s correct. 3

3 Q. But You have not given an opinion 3 Please read your deposition over

4 that the asserted patents are invalid due to lack a carefully and make any necessary corrections.

5 0f written description, right? ' 5 You should state the reason in the appropriate
6 A. I have [lot- 6 space on the errata sheet for any corrections

T MS. BOOKBILDER: Okay. That's all. I ? that are mada-
8 Thanks. . B After doing so, please sign the

9 MR. W: MIR you. I 9 errata sheet and date it.
10 Brian? 1:} You are signing same Subject to the

11 THE “DWI We are gomg Off i 11 changes you have noted on the errata sheet, which

12 the record at 2:23 P-“L This ends todayls . 12 will be attached to your deposition.

13 deposition 111311): You . 13 It is imperative that you return the
14 1‘! original errata sheet to the depoeing attorney

)5 _ _ _ '15 within thirty {3D} days of receipt of the

16 [Witness excused.) . 1d deposition transcript by you. 11': you {ail to do

11 ‘ _ _ 1‘! so. the deposition transcript may be deemed to he

13 15 accurate and may he used in court.

19 . - - 19

20 [Deposition concluded at 2:23 p.111.) 2“
21 21

22 22

23 | 23

24 24

25 I 25  
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2 FITNESS: ROBERT THOMAS STONE, PH.D. {VOLUME III 2
3 DATE: OCTOBER. 10. 201.3 3 I. . do

4 CAPTION: IN THE MATTER OF CERTAIN 4 hereby certify that I. have read the foregoing

STRONTIUI-I-RUMDIUM mmiso‘mPE INFUSION 5 pages, 235 to 503. and that the same is a correct
5 SYSTEMS s transcription of the anaWEre given by me to the

6 PAGE LINE REASON 90R CHANGE: '1 questions therein propounded, except for the

? _ _ a corrections or changes in form or substance.

8 PAGE LINE REASON FOR WISE: 3 it any. noted in the attached errata sheet.

9 _ _ I 1010 PAGE LINE REASON FOR CHANGE: . 11

11 _ _ : 12
12 PAIGE LINE REASON FOR. CHANGE: 13 DATE SIGNATURE

13 _ _ 14
H PAGE LINE REASON FOR MOE: 1.5

15 _ _ 15
15 PAGE LINE REASON FOR WEE: l7

1'} _ __ 18 Subscribed and sworn to before me
18 PAGE LINE REASON FOR CHANGE: 19 this _ day of , 20—.

19 _ _ 20
2|} PAGE LINE REASON FOR. CHANGE: 2]. My commission empires:
2!. 22

22 PAGE LINE REASON FOR. CHANGE:

23 __ 23

24 PAGE LINE REASON FOR CHANGE: ‘ 2d
25 _ ___ l 25 Notary Public
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2 WITNESS.- RDBERT THOMAS STONE. PH.D. (VOLUME II]

3 DATE: OCTOBER 10. 2013
4 CAPTION: IN THE MATTER OF CERTAIN

STRONTIUM'RU'BIDIUH RADIOISOTOPE INFUSION

5 SVSTRMS

REAEON
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