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m in—

@ @ And the work you weTe doing at thar time, “Gene's
# standamd,” is Dr. Goldwasser's pooled EPOy; isn't that
 righe?

D A s my understanding that Gene's standard seferred

5 1o — iU's my understanding now that Gene's standard yelers
. 1o material that Dr. Goldwater — Goldwasser obtained as a
12t poel of urine from aplastic anemia patients.

B O And going hack to Columa 28 of the patent, line 40,

{15 when you wrote, “The pooled source hittoan urinary extract,”
{1 thar's a reference that «— 1o Gene's standard; len't that

pa right?

[ A.Wdhlwuuldntmmmumsmsmndud,

[14] because « but  was peferring to pooled source urinary

. i1x erythropoletin.

fim Q: And the only — isa't it corrext that the only onc you
{17 had been told about at that time was the one that came from
i Dr. Goldwasser? .

R A The time being November of 19842

R Q:That's corect. . .

@it A Ibelicve that - well, it's my recollection that the

21 inforomtion ! got from Dr. Lin and his coworkers about

@ carbohydrate analysls or characteristics was « involved a
24 reference to materha) from Dr. Goldwasser.

@ Thank you,

m Az Dhave handnumbered at the top right, page 6, and

# there's 2 Roman Numeral [U right at the top there,

A1 Q0 And that sy, Hcraoxumynrmvcnummwmy
1 EPG.® Do you find thai?

wm A Yes

# O And that says, *Cownparison of EPO from two different
M patient sourees™; cotrect?

™ A Yes, it docs.

M O: And the first source is identified a3 Gene Goldwasscr's
fte] EPO. Da you find thatr

Az Yes.

nn @ mwzfsdwpoo{cdmw‘vcb:mundn;:bout.
{s3] isn's that right?

() Az Well, T only understood there to be —

g Q: One pooled EBO?

g A One source of EPO, and that was the pooled EBO.

1A Q! And then right tunder, it suys, "Lot 82 urine was

s pravided by Kirin Brewery — from Kirin Srewery from

1% Japan.®

et Do you find that? If says the material was

1 purified to homogensity at Amgen, by Amgen and Kirin

R scientists jointly?

2 A: Urine was provided by Kirin Brewery, it books like,

) “and is from one pxtent.”

B G "One patieny,” I'm sorry. That's right.

Pago 2647
1y A:Idida't use the word “standard,” but —
fa  Q: Iappreciate that but the pooled source human urinary
§ extract was the material receivest from Dt Goldwasses: is
#3 that corroet?
s Az [don't recall being aware that Amges had any other
) pooled souree urinary EPQ product.
M Q: OQther than this? Otker than what it told you it had
18 goiten from Dr. Goldwasser!
B A V'm pretty sure | usderitood that it was
ity D, Goldvasser's material
{11 G Thank you.
13 Nownit then goes on lo sxy in the next line of
3 page 22, "Size of CHO cofl materials is targer than €OS or
4 Gene's sandand *
8 Do you find that? That's the very nexx line.
e  A: Olay,
1% Q: And then it says, "CHO {8 -~ loales like
(% "~ approximately equal to Lot 82 EPO.Y
et As B locks to me Like "CH™ stends for "carbohydrare,”
R then SDS, then there's a wavy line. It doan't say
[21) approximately, it's a wavy line, which isn't approximate,
[ W Lot B2 EPO.
ry O I says 23 scen in Section 37
et Az That's what it says, vos.
[t G if we barn 10 Section 3, that's on page 6.

Paga 2843
M Az “The material was purificd to homogancity at Amgen by
3 Amgen and Kirin scientists jointly,” That's what it looks
) like to me.
# Q¢ And isn't it correct that that's the Lot 82 EPO which
19 is referred to on page 22 that we tilked about a fewr
# minutes ago?
M A [have no roason to doubt that that's — that these are
m references — [ ruean, the same Lot 82 und Lot £2.
% C: Now, you say, going back to Colummn 28 of the patent,
{11 that these studies indicated that the CHO-produced EPO
it1] material had a somewhat higher molecular weight than the
1A €05 1 expression product. Do you find thar?
ny A Yes
8 Q: And the CHOproduced EPO ls the EPO that's the
'$) recombinant EPG that was the subject of Eample 12 of the
{35] palent; right?
0 A: Example 10. 1 believe the CHOproduced EPO matenial
nay that was referring here Is this — s the material obtained
% from Chinese hamater ovary cells s described in the
% immediatcly before preceding text of Example 10,
RN G That's right.And the COS-1 expression product, that
[ was the — thut was the material of both kusvarn and monkey
2% mmadc in COS cells that was dkscribed in the patent; is that
R fight?
rg A Now, this, the COS1 materia] here is using human —~— it
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{1} says et the third ling — 1 Q: Okay. Now, going to the patent, you say in the

M O Yes @ Paragraph 33 — I'm sorry, Column 28, line 39, *The €OS

M A— umss.mw\co{mcmhunp,

# “Conditioned modivm,” 30 it's the soff outside the cells
i5] growing in the medium, *of COS1," and these are moakey
i cells, "and CHO," those are Chinese hamster ovary coils,
[ “expression of the human ER( gene.”

{8  Q: 5o that way human and COS cells; corect?

Az That's correct, that was human and €05 oclls,

st &z And you're reporting hese that FRO and CHO had s
(1) semewhat higher weight than EPO and COS; right?

nz  A: Tarsright -

e Q: Mdﬁmmurthe@ﬂﬁmmmﬂwﬁ?hfxa
{143 than the pooled sowres human urinary extract?

{si  A: That's corrext.

@9 G Andgoing back 1o Note }, i x2id, “Size of Gene's

(1 srancard is approximately equal 10 the size of COS-produced
g EPO."

& Do you find tha?

o A You're golng back Vo page 22 of 24000
R Q: That's correct.
@A A Middie of the page where it says “note,” and it sxys

@3 "spproximawe EPO," yes.
-4 G That's correct. And it refers back 1o Paragraph 4 of
g this document; correctt

Page 2845
115 A: That would be consistent,
{3 And —
M A Paragraph 4 dossn't w I'mt sorty. I'm sorry.
My Pacagraph 4 1s o page L7, Ate vou locking at page 172
I8 Ar Have tve jooked at that before?
m  G: Idon'tbeliove we have And what it says in
M Pamsgraph 4 is: Recombinant monkey and hupsan EPO produced
1 by COS clis have the same molecular weight as native
o urinary EPQ, Goidwasser's EPQ.This result indicaes that
{1 the recombitent EPO is glycosytated to the same cxtent 2
113} the magdve protein,
Do you Gnd that?
3 A U'mGading It yeah,
(41 Q: And $0 that's saying that at icast the hurrom EPO
(5] produced in COS has the same melecudsr woight as
{1t Goldwasser's EPO; comrect?
A Tharappears io be what this document says.
ey @ That's right.And 23 ¥ said, on page 22,1t ~ I readt
1t from earlier, the seference would be spproximately oqual to
oy that paragraph; correct? We just looked ar that,

it A These sre inconsistent.

RA . O Why are they inconsisient?

@ A: They can't be the same and approximately equeal,

R4 Qi Onc says approximately equal (o and one says the same,
pA A Yes,

it expression product which in rarm was slightly larger than
{4 the pooled source of human urinary cxtract.” '

M My question is, 3ir;What information did you

% have to rely on fo write that, in addition to the two

@ tefercaces T refarred you to in decument 24007 i

7 A Wil M'm — that was information that { got from

@ Dr. Lin or his cowmorkers. | discussed the &xperiments with
[0 them, ansd that was the sum of the information that § had.

1 Q: That's based on some inforragon that you got in some
11 verbad Foron; is that right?

m A Idon't recalf getting it in written form,

[t)  Q: And did you ever compare that information to what we've
n% been fooking zt In document 24007

71 A: Yoo I have. In the context of this Litigation,

n7 Q| ment 2t the $ime you prepared the zpplication,

(e A: ] have no recollection of having 2400 at the time [

(1 prepared that wext of the appilcation.

% Q: You have no recollection of having e .

@] & No, I dano

# G 50 you can't te3l onc way or ancther whether you made
23 any use at al] of 2400 in preparing that portion of the

) application: correct?

et Ar Ah.po, lcan't

Page 2847
th @ Andcan you point me to any other writing that you were
@ aweane of at the time, ather than 2400, that discusses the
3 specific issue 1o which I'm now fatking about, which is why
14 the COS-) product was, quote, slightly larger than the
M pooled source human urinary exiract lsere?

] Domkzwznywﬂmhnﬁndmnwurtﬂedm
M at that time?

f A No,notawriting. No,

m b Nothing. Oy,

ne A Not that ] have nothing, I have nio writing.

115t Q: You have no writing, that's right.

7 Now,it's coerect, is 18 not, that in the

13 discussinn of urinary EPQ, in the pamgraph we're talking
114 aboal, you make na reference 1o the Lot 82 EPQ — isn't
n5 that right? = or a singlesource EFOT What 1'm tauiking
1t about is Column 28, fine 33 {o linc %0,

o A MNo,] was referring to EPO obtatned from, you know,

nep poaled urine from aplastic anemda patients,

e O And that's alf you referred o in this parigraphs lso't
1o that right?

@4 A That's all  knew aboyt, yeah,

 Q: That's all you knew about- 50 it's your testimeny that
=1 you never heard of Lot 82 EPO at the time you prepared the
pa applicationt

= & Ihave no recollection of mowing about Lot 82 EPO at

Page 2844 - Page 2847 (8)
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11 the time | prepared the application, the Novetober 1984

[ application. That's the text.of which is in the

B '933 patent.

W O Nobady ever told You anything about that at the time?
™ A.Nouwuwmeldonthzvcmymummor
1 kmowledge of 2 Lot 82 or singic-pasient source EPO.

@ G: So you have o recollection of having sver gotten any
1} of the information which Joan Egric says she sent you la
" @ Exhibit 2400; fsn't that righs?

il A.l—!dom—asluidmmydcpmmnniuw
{19 scems to recall giving it to me in person.  have oo

D recoliection of that. 1t appears, from the Bont of 200,

D3 thrae it was sent to me and Mary Boc. And | have na

) recoliection of when I had It or whether I looked az it
18 Itappacently wead into the file marked “Egrie input.”

g | had input files from a number of people, but |

{17 didr't — { have no reoollection of tooking at this

{15 collection of documents in preparing the text that you'rc
(15 referring to in Column 78,1 may have discussed this with
P D Egrie. She seems {0 recal! IR & me about it
. 1z That docsn't sound unrexsanabic since, spparendy, she and
=5 = coworker, Dr Lane, did this work togethier.

1221 Q infact In Exhibit NYD it states, 2nd we looked at
24 this carlier, “On page 22 of the Fgrie input document,
{25t reaults of SDS-PAGE gels are summarized in 2 way which

i A: | think that's accurate,

A Q: Burhaving sesn that, you don't have any reason to
mbdkvcﬂmwumnﬁyummmwﬁtckwi(m
#i cutin thar fashion?

M A No, | don’t. Whzt you see here it Colurpn 28 is

# something that was constructed by informatioet given 1o me
7 and passed through D, Lin, and that's it

W G What, i at all, do you atwibute the paratietism to
pt that's referred 10 in this momo?

fop MR KNOX: Your Honor, this Mr. Cascbecr, thexe's

1t1) no foundation for that guestion since Mr. Bonin already
12 testified he did not see this memo oc have any role in it,
119 apparently.

{7 THE COURT? It's not necessary 1o afguc every

118 objection unles = until I've made z ruling,

8 The objection Is ovorraled. He may answer if he

s TR

ry A Teosorey, 1've lost the question.

o THE GOUAT: He's asking yon why you think thae,

o] whyir‘sm.'m:ydnattmmmiunthcmi
127 it ls semmarized there in 2400, i you know?

Ry THEWITHESS: Okay. Well, your Hooor, f just -
23 agreed with the statement txdsy and I can ghve you my
4] construction of this document todsy in comparing it to this
@S] one, as an aftorney. I dida't have page 22 in front of e

Page 28416
[} paradlels the description in the “933 patent.”
@ Do vou find tat?
™ AT — yeah, I see that. ] agree with it
W O My question is: Doesn't that refresh your recollection
1w that when you prepared the information in Paragraph 238,
1 Coluron — lines 33 to 50, you, in fact, used die
I information from page 22 because, in fact, the information
A i3 paralis], comes out just the same way; isn't that rightt
. P A Doed it indicale that 1 used it? It indieates I€'s the
416 same information. 1 mears, [ got that information from
{13 somcone, Dr. Bgrie, Dr. Lin, Dr. Lane. And this NYD says
{2y it's pacallel information
[#5  Q: It says chat it's summarized in a way that parallels
{14 the description in the patent, It doesn'l say there's
ps parallel informavon. It zays it sumsmnrizes in a way that
115 paratlels the description in the patent.
i And my question is: Doesn't that refresh your
g recoliecton that in facl, you had page 22 in front of you
1% whers you wrote that information in the paten?
% A No.No.This — ] didn't prepaoe NYD, Fm sorry, bat
mit 1 agres with it Now, sifling here casentially as counsel
et For Amgen, 1 agree with that stascmment tnade by other
% covnsel for Amgen.
R G Theet ds, suurmrcerized it in 2 way that parallels the way
125 it's sumsmarized in the patent?

Page 2851
{1} when § wrote this,
@ THE COURT: I understand that's your — wait. 1
M understand that's your position. But he's asidng you why
6 the paraliclism, and I'd bke 1o haar your explanation
/= today, il you ¢2n give e any.
i1 THE WITNESS: Sure.Your Honor, it's — it
(M suggests o siepwise Kind of experimental resilt where you
#t have three things, none of them ans equal to each other,
™ okay, and they line up, the three of them. Se you have one
1 that's clearly the heaviest or the farger molecular weight,
{t1] that means it dotan't go a3 s ont the god, then you haove
114 two others. The first one I3 the Chiness hamster ovary
119 st And yout have two others 2nd they aren't the same,
g 3o you've god, Hke, three sieps. They'm — each
1ty of thw others is diffaront from the Chinese haroaster
18] ovarks.
1 Then on page 22, it goes on 1o adkdress the
oy difference berween urinary and COS cefl materisl alrer

9 ncuraminidase treatnent 1o fay that twe usinary and COS
21 oxils are different.

R 50 that's also conaistent with It But, your

22 Honor, that's really x construction ' doing here for you
9 today,

4 THE COURT:  appreciate it And | undesstarid

RS that's what Mr. Schwastz was asking and I just allowed him

Donald E. Womack, RPR 617-439-8877
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o tohaveis I} directly supported and directed o the preceding coluntn

2 Goahead, Mr. Schwartz .

M Q: Acouple of brief questions, & couple on Exhibit 2400,
19 and we'll move on. Just ook at page 6 for 2 minute. We

o txiioed 2 Jitthe bit about that

m Under the sumnary, that says, “Gene's EPO s

M 3400 — 34,000 MW, Lot 82 EPC 1x 3% to 36K." Thar'sa
W seferonce W the molecular weight of the different EROx;
W {sn't that right?

i A: That's what I would rnad todxy.

_ 1 @ In dattons, ane is 34,000, the other is approximate)
12 35 lo 367 .
i THEWITHESS: Your Honor, just for pour
h4) informmation, we're iooking at page 6 of 2400, and
N8 Mr. Schwarny has called sy attention o a litle bit down
tw; the page, heading *Summary,” and it's the second sentence
t1# that he's read to me.And he's 2sked me if 1 think that's -
% a reference to molecular weight in daltons, and I said that
ey a3 [ read this, it's a fair charzererization.
tx Q@ The second point of it is the difference in molecular
RY] weight is most probably a difference in the exaent of
2 plycosylnton And my question is: Do you have any
R rocollection of being told that at that time?

) Al In November of ‘842
rs] O That's right.

in proceeding paragraph, that's the conclusion that flows from
3 Column 28 starting at line 29 isn't that right?

Wi A Probably 28, line, let's say, 33.

® @ Thirtythree, ' somy.

¥ A: Yeah, that's a fair statemeny that this surmrrary at the
m top of Column 29 addresscs the previously sentioned

o chiracterizations, yes.

5 G: That's right. And there came 2 dme when you learned
114 that the information in Paragraph 50 — in Column 28,
1] surting line 51 to the end wes wrong: isn't that right?

#2  Ar There cume a Hme when I found oot that the hexose
4 value for the recombinant product was probabiy wrong, and
1143 that the fucosc vatue for both the recombinant and the
N5 urinary preduct was probably wrong,

g G That's right. And that titne was probably na later than
17 1990, 1991 « lan't that tight? — in and zround that time
1y frarne?

(19 A That's 3 good cstirmate. It was in the context of

R submissions in the inference. :

BT O Now, you never did anything to correct that in this
pa patent jen't that right?

#R & No.Those are the values that we had when it was
24 written in 1924 20, | mean, you can't go back and change
r9 things. :

. Page 2853
M A No.
@ O Neverlezrned xny of this in that time; sight?
M Az Notin that time frame. This document carne up in the
- e interference and —-
8 @ oy just mbking for that titne Bame, Your xnswr is
18 no?
7 Ar My answer is no, sir. Scrry.
m  C: And that's, presumably, if | go through any of the
@ other deradl, it will probrbly be this same answer, | guess;
11 right? You don't recall wrything in this document?
%) A: I don't recall having this document or reading anything
17 int this Socument when | was preparing the November '84
ny application. I had, obviously, information that this
{14 development relates to, that's what I used 0 prepare the
{15} graph.
18 @ Thank you, Now, | belicve going on o the patent to
17 the remeinder of Column — of that column, Column 26 — f'm
1ty sorry, Column 28, there's then information stariing at
19 line 31 concerning cebohydate analysis; cotroct?
PR A Yes.This iz carbohydrate analysis, starting at
@1y Column 28, Hine 51 and golng across the next cohimn.
g2 G That's cight. And it wotlld be Blr e say, wouldn't
231 i, that when you go to Coluenn 29, in your conclusion,
@ “Glycoprotcin products provided by the present invention,”
25 and 50 forth, that information in that paragraph is really

Page 2855
m 8 Now, you filed a number of continuation applications
{7 based on this patent, on that applcation; n't that
M right?
A That's right
®  Q: And in Gct, czch of the patents in sult s based ons
@ contimuation application Mled subsaquent to 1991 't
4 that right?
W A MrSchwarts —
®  in T give you —
let Az 1 wonold agree with you subject (o corpection.
[ G Tean't keep all of these in my head This might help,
@ A Can i agree with you, subject to cotrection, or should
I3t ¥ just Agure out the colors and...
14 € No,basically, to go through it quickly, F mean, it
{|qm¢ommmmmhaﬂtmhmm
18 at feast the st applcations were filed in cither 95,
117 four of themn, and onte of them in “63. That's the simple
1y point,
e A Wl that's what this shows.

e O Pl reprosent Und's accurats, okay?

®Y A Okay

% On Based on that, tsn't it corect that when you filed
% cach of those continuation spplications, you never did
4 anything to take out this lncorrect cubohydrate dat;
R 't tut rightt

Page 2852 - Page 2855 (10)
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0 A Well, at beast some of those | didn't file, but, ro,

1 there were no — it's called a continuation application,

@ The specification stays the earns as it was and has the sumoe
# information that wre had in 1984,

™ G And so when you decided to get 2dditionzl applications
#7 based on that disclosune, you didn‘t correct what you knew
{ then to be o mistake; jsn's that right?

m A:ltwouldn'lbcnmnlinuzﬂoﬁappligﬁoa,dm!f

§ there were changes in the dats, then that woukdbe a

py continuation-dn-part application. 5o that's not &

- s} continuing ANcmpt 1o sUre patent protoction based on the

{1 samec information that was Gled in 1984,

1y Q: The reason, the consequence of that, of ling itasa
(34 continuztion application, is fling it with data known to
18 be wrong — isn's that fight? — a feass with ceapect 1o
1) thai paragraph? 't that what you did in at Jexst four
un of the five? ) . ’
e A: The reason for filing the continuation application is
[t9 o reserve the original fling date. And at the originad

w5 fling date, there was no knowiedge that this informuation
|2'u was wrong. This was the best informmation we had,

pn 5o when you filc a continuing application, you

{2 prescrve the original, the original date. 50 i other

241 words, so thar's what we hadin 1984,

R e wanted 2 new date, we had 2 new invention

[ that informuation went in, it was correct,

@ Q: 't it correct that in other countries of the world,
™ when you filed later applications, you corrected that dats?
#  A: No.ltoccurred in South Africs that in the contert of
19 this procecding, our South African counset, when advised
# that the hotose values and fucose valucs were incorrect,
{7 xald take it out.

™ Andin Europe in the appeal, when the European

W Beard of Appeals were advised that those were incotrect,
{10} they said, not just attorneys, the European Board of

{11] Appeals said, Well, get it out of there.

{11 G: So af least in Europe and tn South Africs, that

117 information cnded up being taken out of the counterpart
(14 prckage; L't that righet

119 Az The Scuth Aftican counsel advised it and the European
1m Patent Board of Appeals, the highest tribural in Europe
It said, Oh, yeah, take it out, it didn't hxve any offect.

& @ lsn't it correct that you mads numerous corrections to
1% the ‘933 pateat? in other words, you filed certificates of |
Ros conrection with all sorts of different corrections; isn'
4] that right?

22 A Those are corrections in the text and they fall into
{21 two parts. One sct, you know, things that we had in there
4 otiginally that were wrong, iypographical errors, and alse
25 crrors that the patent office made in the printing process,

. Page 2857
% and we wantzd to add some other kinds of informmtion, that
& would have an effective date of when you filed that.
m  Q:1don't want o zrgue with you about i [ take it

" W) from what you're saying, you vicwed this 23 an appropriate

13 usc of the patent aws?

W A No, absolutcly.

1 Q: There's no doubt that you were sware that that

% information was false when these continusgtion applications
= were fled; isn't that right?

e Az No,it's not falsc. It's the inforomtion we had. |

ir1y can't 20 back — I can gy it's wrong, but | can't go back
13 and aay it was Glsc.

i3 Q: Ay of the date you Bled the continuation appliation,
4t each of which was later than 1991, you knew that as of
ps 1993,°95, what you were putting in it 1o rely on going

1% back to an carly date was incorrect data; that's all I'm

un asking?

g A: 1knew that the hexose value for the Chinete hamster
(1R Ovarict analysis was incofrect probably, even though that's
o] what Dr.lin gave us. And I imew that the fucose value was
R incorrect for both the Chinese hamster avary product, and
fzn the urinary EPO as of the point [n time that you said,

& somstine certaindy by 1990, :
R These appHeations were fiied later than 1990,

{8 they all retied back to 1984.And at the time in 1984 when

Page 2859
M Sothat’sa Certificaie of Correctiog, goes
[ docsn't go to any substantive change in the patent, docan't
[ say white Is back, bisck {3 white, It just says this word
W & misspelicd. .
M @ What you'rc saying is that you didn'c belicve it would
M be appropriate to change that information by Certificats of
M Correctinn? N
m A No,that's the Information we had. [ mer, thore was
t# nothing wrong with that information when it wag put out.
(e O Even though by the time you filed continuation
1) applications yoit knew Jit was wrong.: right? '
na A When we filed the continuation application, we asked
11y for our Novernber 1984 date, And 23 of Novernber 1984, that
H1a mdwhﬂwmﬁmwh:d.kwmjrdugmm
het interference that Dr. Lin's raw data carae I and it could
11e; be determined that Dr.Yu made a mistalke, the person
17 trusted o do this analysls a2 Yals University,
g € D't it correet that you bedicoved I you changed that
19 informaton you'd lose your sardy fling daterisn't that
2 what you told me?
124 A With respect to & clabm, for exampie, that went (o
[27] 1hOSE SPCTinG dAta points. If I had « claim thatthen
2 said with the hexose — a recombinxnt product with the
e hexose ratio visavis uringey of 15.09, and 1 wanted to

26 charge that 1o 1.62 or something like that, I'donly be
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11 entitied to that Jater date for the 1.62.1 don't huve any
[ ¢laims fike that.
(=] u,maMumdewmuwma
i probles; right?
. A.No.it‘smnpmblcm.‘:’ou‘mwﬂyamﬁedm:h:
s date you putitin
M Q: undermand what you'se saying.
m  Now {'dlike to go to the prosecution of the
[ 933 patent for a motment, and 1'd Like you Lo look at
1 Exhibit NWE which I belitve has beeh adinittedt as 2131 — 1
[t} guess 2161,
nn Do you find that? -
i#x A I have that. Yes, | do.
(4} Q: That's an amendment and Youwr response that you
{15 submitted in connection with the parent application or one
118 of the applications in the chain of ‘933, right?
i1n A Ithink — '8 take your word for it.
] Q@ Sure. Youre welcome to Jook at that.
-9 A Tl agree with that subject to correcion.
@ @ OlayAnd oo page 4 is an example of a dalm pending
§21] there, but ciaim 87 which has the phrase, *Having
= glycosylaton which differs from that of human wrirary
vm‘ml-
4 Do you B that?
29 A Onpage 4, whict is -

Pags 2852
14 incvitably different in its glycosylation rom urinary EPO
1 is manifest from the amached copy of the Tanuary 1994
Rt cxpert statement of Dr. Richard Cumenings,” so forth: right?
tq Az That's what it says, yer.
M Q: And so that's what you were arguing to the examiner at
# that time, isn't it; that recombinant EPO bs inevitzhly
1 different in its plycosylation from urinery EPO? Correct?
£ Ar Different, that's “inevitahly ® ] think that's
® probably Dr. Cummings' word in the attachment
o G: lrs'your word in the amendment, isn't if? 108 your
191} word in the argument?
It A Well, I'ma refersing to Dr. Cumnings® statement.
iy 2 You wrote those words. That's what you said, fsn'y #2
ey Az Yes Idid
na  Q: Thank you.
n  And you sitached Dr. Cummings' decltration?
' ReYes T oid It weas a dectaration that he prepared for
[ty Europe,
1 Q: And [ mention parenthetically thare's been some
Hi= quettion sbout whether the declarstion was attached or not. -
R As far a3 ' concernod, it was attached and ii's there,
22y and we don't havc any quarred with that
BN A: Ithink the oxaminer referred to it in the subseguent
R4 action, 30 i was there,
foo] miﬂdayﬂmmmtumymyumqummm

Prpa 2861
19 G 509 at the bottom.
@ A Document AMITO20909, the text there of claiin 87 has the
@ wording, “and having giycosylation which differs from that
1 of human urinary erythropoictin,™ & it motns that it was
5 in claim 87 oripinally, that's why it's net enderscored.
mmwmﬂisunﬂmeﬁ.moldmum
1 brackets.
g Q: i1 didn't make it plain &t the beginning, this an.
9 amendment tt you prepared on of about the date it bears,
it and mamedy, February 16th, 1995; cotrect? It says It on
[r1] page 12.
3 A Ibelieve that's right. _
pa O And going on from there, on page 8 you discuss «- on
P page &, I'm soery, you discussed the pejection of clalm 87,
15 Do you find that?
ng A Prior rejection before the amendment, right,
7 O That's cormect You have a reference 1o the rejection
g under Roman Numeral II.
19 Do you find that?
gn A Yes Second full paragraph says «-
1 G Bactly.And then going on to page 8 and 9, you sxy at
{2 the botom of page B and top of page 9, "As confirmed by
g theTakeuchi article dited by the Examiner, the
R glycosylation of secombinant EPO products is different from
15 that of wrinary EPO. The fact that recombinant EPO s

Page 2863
1) swhich awakened me about 11:00 tast night
A FmosorTy.
M G Itake it in making this argument, as of this thme, You
1 sl didn't inow anything about Exhibit 2400, the Egric
19 inpus is that correxy?
| A No.lthink this was sent in i1 February of *95,and 1
1 said § knew about the existence of the documen? prior to
m 1995,
) Q.Ihkzlt,mmamwunmbmushtmm
1oy atcention of the cxazxiner the inforrmation in the Egric
1 document that we went through carfier; isa’t that right?
hz A The examiner had tat information in the form of —
1% this docutnent was in in the interference, end the isme of
[ timilaritics and differences between urinsry and
g recombinxnt was an lssue in the interforemnee cied
1 favorably to Amgen.
nt THE COURT: Mr. Borun, Mr. Borun, wait. Witz
ey orinute, Wit 3 tuinute. Mr, Borun, when you fay “this
{16y Socwment” was i in the interference, o what document do
= you refer?
27 THE WITHESS: Thcdou.mtcﬂmwcmbm
117 referting 1o as the Bgrie input document, your Honor.
@y THE COURT: Thank you.
@ THE WITNESS: That's Tral Exhibit 2400, was an
% cxhibit in the interference.
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5} Western znalysis,” and goes and gives you sotne analysis.
@  ifyou tumn 1o Figures 50-20 and $0-36, Figure
M 50-20 s the analysis. And the ultimate conclusion here is
f#) that the R-HUEPO migrates idensicaily o the puss urinary
4 EPO with an apparent moleculer weight of 36,000 daltons.
™ Do you find thatt
1 A find the last sentence on page 0898, not the last
@ sentence, the penultimate sentence says thae
W Q: And it's carpect, is it sol, that you dida't provide

[+0) this specific information 10 the patent examiner in

{s1] connection with the amendment as we've been tiking about

{19 for the Lzt half hour or so; isn't that right?

$t3)  A: This wasn'l an altachment 1o Dy, Cuommings’,

neg O That's correct, it was nol You didn’t provide 1t

18] scparately;isn't that righe?

pR A I the dats that's seferred 1o part of one of the

(17 papers, the Brovwne publication, for example?

e Gk Not that [imow ol As | undersznd it this was a2

19 submission 1o the FDA made in September 1595,

rA Ar Ii's datx, 'S sentific data,

iy MR CASEBEER: Your Honor, may | interrupt? If 1

122 cowld ask Mr. Schawvarte to keep his voice tp.

@ THE COURT: Sure.

ey MR, CASEBEER: 11's viry hard £o hear back here,

R THE COURT: Thank you.And you can feel free to

. Paga 2877
{1 mowe in the couriroom, sir, because the focus is only on
] the witness. 50 you can come closer.

3 WA CABEBEER: Thank you, your Hoenor.

19 G And I'll represent to you that the data which is the
il suttject of this exhibit has been already established in

{8 this lawsuit 1o be Lot 82 EPO.This is 4 comparison of

M CHO, which was the recombinant EPO used by « in the
M commercial product and Lot 82,

M A Well, | know that in this or 2 preceding application,

1 there was coraparison by Western analysis of Lot 82 and CHO

[ty material by Dr.Srricklind. And it wenl ity a5 the

s Strickland declaraGon. M this is the same stull, it was

1+ before that.

s G: My question is: Did you bring this fo the attention of

pE the exarminer in connection with the amendment we've been

18 tatking about; ye3 or no?
11y A: 1alrcady said ] have no recollection of scxing this
1*g document before, 2nd no recollectdon of it being an
v arzchment 1 Dr. Cummings’ «.

ra Q The answer is no; cotrect?
RN MA CASEBEER: Mr Schware, ] ¢idn't hear —
1 Q! The anawer is no ry to this document in that

@ declarstion?
2 A This document, to my knowicdge, is 0ot a part of that
F4 declaration

Pago 2878
1 Lk Thank yorr,
1 A The dala might be in the publications referred (o in
#1 the declaration,

W Q¢ Butas you it — well, let's leave it at that,

% Thodocument i3n't a part of it ks that cogrect?

A Yes, .

M Q: And wowld you look, please, at Exhibit 21632 And this

M is just furthet on in the prosecution of the contmnuation
i application which issued as the "933.

o Do you find that?
jHE A TH accept your representation of it; correct.
on < Sure.And basically, wha this ameridment shows is that

(1% you were then prosecuting claims 180 and 18} which

1} Wiimstely became claims 1 and 2 of the '933 paient.

18 Do yott find that? Te's on page 2.

e AT that's 2 suggestion here. Yoy, | belicve that's

(11 truc. I'm looking at Exhibit BEC and claims that are in

r Column 38 and claims 1 and 2 appear to be a3 sct out on the
09 sccond page of this document, 2163, as claims 180 and 181,
7% Ot And in xoing back to page 3, what you say, in effect,
1) Is you compare what we now locked 21 23 new claim 100 o
tm clxim 87 which we wrre talking about in the prior

3} application; cotrect!

@ A: Right.

8 And then you go on o argue on page S further that at

Pago ZBT9
(53 least the patentabilicy as o the second of those claims;
= right?
1 A I'msorry, are you —
G I you go on top of prge 5, it sxys, "New product claim
1 101," the second one which we're rallding abous, finds
10 written SUpport at page 64, linc 20 through page 65, line 3
1 whese glycosylated COS and CHO cell producis were noted w
M have higher SDEPAGE molecuiar weights than the hurman
9 urinary isolate, molecular weights that the glycoryfated
158 provhects being the same; is that right?
11 A Yes,
g O And that was an argument which ultimarely evennixded in
13 clum 2 of this patenr righ

i A It not an argument, s a citation to mupport this
1R specification,
gy G That's right.

131 Ar Theissue is whether or nof these Limitations are

18 supported tn the specification.

19 £: That's right. And a3 a consjuence of that argument,
1 those claims issued, oorrect, and bocame ¢laims of the

213 patentt

@ Well strile it

=% The next thing that happened is the dlaims issued?

g Az IfNyou qay so.

G Yo, Thank you.
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1 A:Thisis depasited Docember of 1595, and the patent
4 issucsd in August of 1996, .

g G Il represent to you that as  read the file history,
§4} that's the last thing that happened before they issued. If

" |n Fm wrong, soteone wilt cosrect me, but 1 don't dunk

1 there's any dispute about that. Al I'm really doing is
[ tying up what we've been taliking about carlier, the caskier
(8 argument. ' ]
m  cantakethose away.i.rw.l'lik:.l'm EOINg 10
{18 4o on to anether topic.
1 A: Should1keep the '933?
2  G: 1 think that's probably a good idea.
(n Now,I'd ke to talk a ks about the
{+4] application that evenfuated — this is the — why den’t you
09 take a Joak at Triat Exhibit 2165.And this is an
(16 amendment, I guess it's an interview summary is what i is.
11 And s is 2 record of an ingerview that you aticridked with
(18 Mr.Watt and Examiner Martincll. :
s Do you Gnd that!
73 At This top thing is the — is the document generated at
RY the prient office by Dr. Martincli. [ believe it was
R essentiafly concurrently with the — with the interview.
i I other words, the — he had & word processor, he had 2
p4 racro that had this form on it and he filied in the blanks
{25 and generated this document at the end of our interview,

19) mature huomn enythrepoielin soquence of Figure 6.* And in
@ the footnele, it 53y3, "Suppart to the reference matuse
% scquence is found i the specification at page 48, lines 33
[ORTX1 0
w1 Do you find thao?
€  THE COURT: Mr Schwarsiz. 1 don't find it. What
m page’
W MR SCHWARTZ: Looking at the document which says |
® page 9, of Exhibit 2166.
1t THE COURT: Thank yoie.
11y #R, SCHWARTZ: On the botiom, there's 2 litie 9.
px THE COURT: § find it Thank you. | have it
1y THEWITHESS: [t's the third paragraph, your
1a Honor.
f15)  THE COURT: Thank you.
g MR SCHWARTE: I've rad him the third full
(sn paragraph plus the foatnote.
. YHE COURT: And { have it
g A The first sentence and e footnote,
mo  O: The first sentence of the footnate, that's right.
R A No, the first senfenee of the thurd piragraph, plus the
w2 footnmie.
mn  G: ‘That's right.And I'd like to show you Exhibit 2167,
4] mngd that's the reference in the specification o which you
pg) were referring: sn‘t that right? Page 48, lines 33 to 39.

Page 2881
I} That's the 1ofy page.
wm O Sure.
@ At The subsequent pages are what appear (o be some claim
) form drafis. And then the next Two pages are — ihree
18 pages are what's calicd a icerminal disclalmer. where the
& applicant agrees that upon issuancs of cladms under
m consideration, the patent — any patent that issues will
@ extend ondy 30 10ng 25 30me Gther patent aiready in
o exisience. 5o that —
pa O: Lel me show you onc other document which is —- 2 third
19 prefiminery amendment which you prepared at in o shout —
[ or 1 bellcve you prepared in or about Deceamber 1966 —
w1996, F'm sorry.
54 Do you have that?
Ena A: This is about six months after — gix months before
qie oh, I'm sorry. This is fifed December of 0%, 50 iFWRS 3
117 few dayt after the interview which is reforred o in the
e intervicw summary of Exhibic 2163
p Q: That's right, I'd like you to fatn to page S of the
oy second dorument.
A Yes :
E @ And in ithe third full paragraph, it states that,
(20 “Appiicant notss that clairas £, 70 ahd 71 alb differ in -
R4 scope from glycoprowin ciaim 1 of U5 5,547,533 in
Rx specifying that the clalmed subject matter comprises the

Page 2823
1 A Well,is it your sepresentation that is what [ was
#9 referring wo?
Ft & Pmoasking you.
K A This is 2 Choaic, Hall fax, 30 T don't know.
1 Q: T'm representing thas those are pages 48 and 49 of the
w specification as fled.
M A You're telling me those are.
m G Yes,iam.
m Ac Well if they are, then ask me @ question.
ne O Having that Ln hand, Is thar what you were reforring
1y 10? ’
1% A The footnole refers 1o page 48, lines 33 o 35, and
(31 you've represented 1o me thas the second page of 2167 s
e the page 48 that | was rclerring to. 50 —
1% Gt Now.al the time you made that argument, you knew that
161 the rmajure EPO «= that mature EPO expressed in CHO oclls
{17} was 165 amino acids long; isn't thag right?
s A: Thal's correct.
s G And you also knew that In the patent that it was taid
e 1o be 166 xmino acids; isn't that right?
v A Ne,thars not what it says.
O What docs (€ say?
g4 A: The codea for potential manire sequence of 150 - well,
M) 193 zmine acids, 27 of which are processed off at the
6 front, and Losd knows what's processed off a8 the back.
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O As Br 2 you're concaned —

® A The gene codes for it And I'm ~- 2nd in Chinesc

P hamstey ovary cells, it was later discovered, as — that

I the product is processed theough 165, at teast
. [ predomdnateiy In other cells, it might not be. In other

B cells, it might be left 2lone at 166. :

{1 Certainly it's thal way in yeast oells Yot

‘@ cells don't process it off, 166 1mino acids. Ah, I believe

¥ that — it's been represented that hamsier Kdney oells

11 don't process off 166, There oy be cells that process off
111 more than the 166 amine acids, But 166 is the stzrting

{12y polnt that was known at the tme of filing.

1% Q: And as time 'went on does that change?

ng A Mo, it still holds, it goes for 165,

ng O And as time went on, it becume Enown for different
g products that at times it was chopped off in different

117 ways, right? 165 —

pe o A A least with respect w0 CHO oclls, it was determined
pR first by Genetica Institute in publications that tre in

1 this rocond, ansd the record of this prosecution, and then
Y iater chalienged by others that 2 CHO cell product

ra terminaces with the 165th amino acid.
‘129 G 5o based on that, as far 33 you were concerned, it was
[ Appropriate to continue (o procets this cialm in this

18 fashion; right?

Fage 2586
1 THE COUAT: Can you hear me there in Chicago? You
2 cxn heit e there?

1 MA.CASEBEER: Yes, your Honor,
#1 MR, SCHWARTZ: Yes, your Honor.
M MR CASEBEER: Can you hear us?
m  THE COURT: Ler's continue.

M THE CLERK: Court is in scasion.
®  DIRECT EXAMINATION (Cont'd)

@ (BY MR. SCHWARTZ)

o O Mr Borun, I would like to show you three documernis
[t which have been morked 23 Trial Exhibit AHa Al and 2410,
pE Just give them to the witness.

st Looking Brst at AHz, Mr. Borun. | believe you

j{14] were in the courtroom when we discussed this with Dy, Lin,
6] Do you recall that? This &s the portion of the original

trg specification? Do you find that in red brackets?

ng A Yes. -

1 @ And there's the phrase monkey origin DINA in monkey host
168 &ells i culture 3nd human DNA.

Py A Youre booking at AHa, last page, with the 47 atihe

{21] bottom and 48 at the top, correct?

Q: Right. That's right

A: | ave that page, ves,

Q: That's right. Aned ooldng, looking at AHD,

A AHDb.

EEE]

Page 2885
14 A This claim sct forth in this way, would cover, in my
[ minud, 166, 165, whistever the process format is in the
% particular COS cell,
W O Given that anderstanding, that was your basis for
§ pursuing it 3t this time; cotrect?
A I'm oot sure [ understang that question, but | think
[ the answer is yes. You're asking me my understanding of
[ the scope of thix chim and this claim is —
™ O Thatsright
o A —— claim 69, that appears o page 7 of 21662
[y Yes, that's 2 fir sttcmoent. The mature EPO
*z amino acld sequence of Figure & means the matiure of
13} processed form. If maturation docsn’t involve qutting off
{54} the signal, and it dosn't get cut off or doesn't abl get
15 cut of L I it Involves ofher cuts, you know, as fang as
p& he used thar
pn O Thank you.
s MR, SCHWARTZ: Your Honot, I'm about to start
197 another topic, ) can do it now, or [ would just as weil
o ke our 15 minutes pow,
27 THE COUNT: W will fake the 15 minutes now,
rn We'll sand in recess for 15 minutes uatl about five
23 minutes of 12:00,We'll recess,
0 THE CLERIC Al rive. Court i3 in recess.
RE  (Recess)

Paga 2897
Q: Yes.And Page 117,
A: 59 at the bottom, 117 v
Q: Bxactly.
A: — at the top, is that right?
Q: That'sit
And what it shows is that in the first application
the phrase “human DNA in® appears, cotrect?
A Yes,
Q: And it's hightighted —
A: In green,
i O¢ In green, that's correct.
i And that phrase no longer appears in the second
vy application, cormeci?
i Al Widl, the sontenoe bas becn changed In two ways.
{15 "Actoafly™ has bees Inserred In the phrase —
| Q: Comect
M7 Az — orthe fragment, sentence fragment "human DNA N no
18! onger appears in AHb.
9 Q: And those represcnt changos you in fact oade; bn't

- B B N T i i~ i

3

2o that right¥

gy Az They do not - the addition of the term “achually” is a
(= change that 1 intentionally made The deletion of the {erm
@Y “humsn DMNA In" is not a ciange that § made.

24 Qi Well, sitting hexe today you luve no recollection one
(25 way or another ad 1o how that occurred?
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tt) that expression was not as good &5 in.as in COS cclh,

@ that's why the COS ccll wis picked to put in the

P application,

4 _That was Dr. Lin's testimony. y

¥ O: And my question is, does that, as best you can reall,
@ does that accurately, accurately reflect the discussion

m which you held with Dr. Lin on that subject at that time?
m AN :

M G It does not, Tell me in what way you disagree with
19 what Dy, Lin testificd? h

tty  As I'wasn'sawiare of there being any picking. I wasn't
s aware of there being any human cell expression work at that
b3 time, T was aware of the intention that { provided to Dr.

§+4] Lin, w Bt. Brown and others that I worked with on thac

8 project, that whenever a revision to the patent applicztion
{161 Was [0 be made, that i, whenever cottitination in part

117 application wis to be filed, the best mode for practicing
4 ihe invention had 10 be disclosed. 8o, that soundy, the

(18 part of Dr, Lin's testimony that you fust quotcd to me

2% sounds like the result of a discussion conecrning putting

. 1t in the best data, but | was nol aware that a picking had

ren been done.

pn O Pmnol sure [ understand your answer. [s it your

(] answer At you never fizd that conversation with Dr. Lin
B4 he testifies?

[1) about zround 1989,

{1 Q: So many years after the Gling date of the parent
@ application?

@ A That's cosrect.

= O Now, going on briefly 10 the, some events in the
1 Eurcpean opposition. Would you look, please, at Exhibit
1 23002

#  THE COURT: Mr. Schwanz, do you think you're

M going 1o be done with this withess by 1:307

(o MR SCHWARTZ: With dilTicuity, your Honor. I'm

Page 2897
{5 A Idon’t think he testified that 1, that he kad a
@ conversation with me. ] think that = he said he pleked
135 Jata 1o give o e,
M Q: That's why that, he says that's why the COS cell vas
I5] picked to put in the application And 1 take it thatas
M far as you're = do you agree with thai?
¢ A 1don't know, that's his testimony that he picked it to
™ putin.
1  Q: That's right. And =
e A: Butl was unaware of the picking process that he was
t+1) deseribing,
N7 O And he also testified that the human work wasn't
11 included becguse the results from that was not as good a3
tat the COS work. De you recall that discussion of that part
[1s of any discussion?
e Az I had no discussion with him abour human work.
1 O 50 you had — o it's your testimnony that you knew
{14 nothing about human work at the time?
[st A That's cormmoet,

[ @: Is that correet?

A That's correct.

RN i When did you first learn about hitnxan waork?

@n Az 1think it was in the context of the interference where

p4 for purpeses of purting in supportive declarations on
(28 priotity Dr. Brown described that worle 5o w'ne talking

{1y trying, I'm going to Iry [o push it rogether and mave i1
12 dongasbotas]can.

9 THE COURT: T idn"t mearn thar critically. 1

{14 Just, we jusk have to make our plan

pE  MA. SCHWARTZ: 1 have that painfilly well in mind
11y and I'm doing what I can.

(1 MR, CASEBEER: Your Hanor, this ix Craig Casebeer.
1 12is0 have some quertions of the witness.

o THE COURT: Well, it's your witiness so you'll huve -
roy the barden of having him produced. The important thing ts
21} o get Mr, Schwartz's examination. You can hadie the
rx production of him.

s Go ahead, Mr. Schwartz

wg @ Do you have that document?

g A Yes Tdo.

Page 2099
M Q: Now, looking st Page 45 there's g paragraph that, in
@ the middle starting at Line 33, the saroe as what we looked
™ atis in the flrst parent application wsing the phrase
) humzn in human, Do you find that?
i A: That's near the back of the exhible
W Q: That's right.
M A It has production aumber AMZ7001250 and i1 says 45 2t
m the botom?
M Q: That's right. Do you have that?
noy Ac T have that.
it G And so you would agres that as far as the Earopean
iz application that the same phrasentogy that we looked at
1y eartier for the parent, the actual parent of the
(14] patents-in-suit appears, right?
ns Az I'msomry, the —
1o G The words human in, human DNA in don't appenr in that,
117 i that portion, ths saee a3 in the uitimate
115 paients-insult?
tm Ar I believe that's corvect. it never was part of the
e Eutopean application.
fy Q¢ That's vight That's right.
@n  And{ belirve that you at feast had same
n involvement in this prosecution, right?
@ A Yes.

@5 Qr Yes.And looking at, looking now ar Exhinlt QR,
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