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EXHIBIT 1
(Part 3 of 4)

FRITSCH ET AL v LiN
Intirfrancy Mos 102087

after thorowgh consideration of matters called fo its attention in an adwversarial contest by
the same partes.
Tme Fritsch £t al opposition to tha Lin motion is without medt  Tha

arguments by Fritsch et al are misplaced and the authorities they have cited relate to

irwolvermant of tha Federal Circull in its determination of tha p-'iqri'ry, Sechon 103
patertabdty and best modes issues. There 5 clearly nothing anaiogous to the presant
situaton in the authorities Fritsch et al rely on. Nor is it reasonable for Fritsch et al to
suggest that this mater should be reconsidered on the basis that different standards of

roof are nvoived. There can only be one siandard of progl a5 o prigiity evidencs,

patertability and best mode, namely, the standard used by the Federal Circuit to decide

Furthermora, tha decsicns ralied on by Fritsch et al were all decidad befare
the formation of the Federal Circuit as the sole Appellate Court having jurisdiction aver
priarity and patentabiity determinations by the Patert Office and the various district

courts. Judge Leamed Hand's notatians in the 1943 Second Circuit Sinko decision'’

Sinkg Tool § Manyfactyring Co. v. Automated Devices Corp., 136 F.2d 186, 180-00, 57
LESPO 356, 350-360 (2d Cir, 1963)
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concerming the authonty of the Patent Office to determing prionty of imention must be
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viewed n the coniext of the sigtuiory char

decsions for errors in fact and law, Fritsch et al's referance to the wunpubfished opanicon
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Sinkd i withaut signficance to the ssues involved hare.  In that decision. the Indiana
District Court, ruling in an action under 35 LLS.C. 146, remandad the case to the Patent
Office for a decision on 102(g) issues which the Board had refused to determine on

collateral estoppel grounds even though the parties had stipulated in an earser district

Likewise, Fritsch et al's reference to Chiders Foods, Ing. v. Aockingham

Poultry Co-Op, Ing,, 203 F.Supp. 794, 133 USPQ 648, 650 (W.D.Va. 1962) is both inapt
and misleading. That case involved the denial of a stay of an infringement action pending
interference procesdings. Inguoting from the district court decision, Fritsch et al crooped

" the court's notation that it was the moving party's counsel who commented on the lack
of mfluence of a district court determination on the conclusion to be reached in the
interference. Moreowver, in quoting the court's notation on the “particular expertise” of the
Fatent Office in determination of priority of invention, Fritsch et al failed to quote the very
next sentence wherein the court demed any bénding effect of such a determinaton,

siating;
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Fritsch et al's argument that, “lijn this oroceeding, howaver, Fritsch wall
prevail f he can prove prior conception Dy a preponderance of evidence® is lagally
unsound. |t disregards the clearcut ruling of the Federal Circut. The law of the casa s
that the inventicon of 2 purified and isoiated OkA sequence encoging human EFD invohed
simultaneous conceplion and reduction to practice. Fritsch et al admit that thizs DMA,
sefuence was reduced to practice in their hands long gftar Lin's reduction to practice.
Thus, a "conception® of the DNA sequence by Fritsch et al pror to Lin's cannat be shawn
by any evidence, whether the standard of prool is by a preponderance of the evidence
or on a clear and convincing basss.

Furthermore, Fritsch et al's arguments on the evidentiary showing which
purportedly would allow them to prevail in this proceeding wholly ignores the District
Cowt's evidentary findings concermng priorty of invention [ it could have been possible
to form a conception of the purfied and solated EPO gene without actually raducing it o
practice, i.e. i proposing a possible cloning strategy amounied to cancaption of the gane.
The Distnct Count specifically found a corroborated conception of the same cloning
strategy by Lin in October, 1981 i e. two months before any date of conception alleged
for Egward Fritsch (13 USPO2d at page 1763). Thus, Fritsch et al cannot here establish
prior conception by a preponderance of evidence when Edward Fritsch did not develop
the idea of his cloning strategy until after Lin's corroborated conception of the same.
Furthermore, the District Cowrt speciically found that, even in the absence of proof of
Lin's earlier conception of a cloning strategy, plaintiff (Lin's assignee) had proven lack

=L Y e e 151 T

of diigence by Edward Fritsch in reducing the strategy to practice (pages 1763-1764).
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Friitsch et al cannot, therefore, estabish by a preponderance of evidence diigence
towards reduction 1o practice before Lin when & has already been proven that Edward
Fritsch was guilty of lapses in diligence virtualy throughout the period between December
1881, through (o coniractng with Mryake for additional EPO protein in May of 1584, long
after Lin had cloned the EPO gene (see agan pages 1763-1764, 13 USPO2d). While
Fritsch et al have provided some additional evidence regarding the proposed diigence by
Fritsch, they have failed to provide any evidence o rebut the lapses in diligance tound by
tha Destrict Courl.

Fritsch &t al cannot iogicallay argue in opposition to Lin's motion that the
present migrerence involhves a different irvention (expression process) from that invohed
in the ltigation. They earlier said that the sublect matter at issue In Interference No.
102,086 and the present case represent ‘differant manitestations of the same invention”.
Additionally, the litigation addressed priority of invention of Lin's ‘008 claims 1o host cells
trangformed wah the isolated EPO gene. Consideration of such claims is tantamount 1o
consideration of the present process count, pariculary in view of the District Court's
findings on the in vivo biological activity of the products of those host cells,

in attempting to distinguish the District Couwrt’s determination, the Fritsch et
al opposition tres o equate the “isolating” step of the count with “purifying”. There i no
valid basis for this. |sofating in the contaxt of the count cbviously means nothing more
than separating the product from the cells (LA 229, 975). The culture media samples

tastad by Or, Egria wera frequentty rafarred 10

------ Rt it

iznlatas It = alan noted that Fritgoh
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et al, when presanting ther claims 72 and 73, which commespond to the count, referred
34
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to page B, lines 18-20; page 27, line 23 through page 29, line 16 (ia. Examples 6 and 7)
and page 32, line 11 through page 34, iine 23 (i.e. Exampies 10-12) of their disciosure as
suppor for thesa claims. See page 2, Faper No. 16 in the Frisch et al applicaton fe.
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pupression product § punfied, The examples refer [see Example B, page 2B, line 5) o
harvesting and use of the supermatant media jor assay (page 33, lines 1-3). This is
gxactly the process Lin discloses and the process shown in Lin's proofs. It invaolves
isolation but not purification.  Interestingly, page 6. lines 18-20 of the Fritsch et al
specification, which Fritsch et al referred 1o for support, refers to “the proguction of EPO
by in vitro exprassion of those genes™. This s what the Distnict Court found Lin was the
first 1o do. The disclosure staternent also goes completely confrary to the Fritsch et al
argumenis thal expression without purification does not satisty the count language.

In presenting his motion for judgment with respect to patentability as well as
priority issues, Lin is mindful of the holding in Perking v. Kwon, 888 F.2d 325, 12 USPO
1308 (Fed. Cir. 1983). However, the present situation s fundamentally different from that

N Sew also the following cross-sxamination lestimony by Lin which cleady and
uneguivecably distinguishes batwaen isolation and purfication [LA229):

EY MR, RICHTER:
b i e e me Badeb o ilnm A b lemlmdn e oo d b
Sl TIRIL LRF W, T LA PG o (s L I IS FLAS pla el
polypeptde?

i this casa isolaling does not Mean purdy. [0 means thal ghycosyate
EPQ & produced in the medium, i prasant in the medum, they isclale
thes medium and they use for the ascay.

Q. Used lor?
A Lisad fo7 ithe n vivo @55ay of in vEro asskay, whalover we have (o do win
the products.
Q. #And thai’s your understanding of the terrm Taniating ™
& Yaah Thai's righi. Yes.
E
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in the Kwon case. A key difference is that Kwon involved the Bssue of whether or not
priceity showd be determanéd al final hearing after the subject mater had been found
unpatetable to a party, Disregarding priority in Kwon would have meant that the later
inventor would obtain &8 patent because of an on-sale bar aganst tha frst imeantar. o the
present case, the Courts have already delermingd prigrity favorably to Lin. The prasent

position is, therefors, the exact reverse of the Kwon sifuation. Moreowver, the Courts have

decided the same priority and best mode issues lavorably to Lin based on the record
before the Board., As reflectad by the Frtsch et al briefs, the obviousness issue is not
substantively different from that decided in the litigation. Issues dealt with and detesmined
in the Itigation should not be relitigated in the present proceedings. In re Katz, supra.
Sea aloo Amoco Company v, farb, 402 F Supp, 1001 (D.C. DUC,, 1878); Mixon v Richey,

513 F.2d 430, 438 (note 75) (D.C. Cir. 1975); IB Moore's Fedaral Practice, 1 0.416[3] a1
523 (2nd Ed.).
The Lin motion for judgrment showld be granted for the reasans noted, MNo

substantive issues remain for interference consideration.

(b) Linls the Prigr Inventor of the Subject Matter at [ssue
Since the Federal Circuit has found that Lin was the first o have a
conception of the DMA sequence (upon reduction 10 practice), and it has not oeen

guestionad that Lin produced 0 yive biclogically active racombinant human EPO befora

1
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record to priority as (o the present count. The argument presented by Fritsch et al in
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totally digregard the Cowrts' finding that conception of the purified and isolated EPO gane
ded not occur wrtid the gene was reduced 10 praclice. Fritsch had no concept of the
constiution of the gene before the gene was selated and identified. By that time, Lin had
expressed recombinant human EPD and found it 1o have in vivg biclogical activity.

The Fritsch argument that he was diligent (FB 28-31) also bypes

ges the

fundamental point that diligence i of no consequence until there = conception of an
iertion which Fritsch did not have umtil ke actually reduced the EPC gene to practice.
Lim doas not belleve Fritsch has established diligence over the time paricd he has alleged,

paricularky i wiew of the numercus time spaces of unexplained nactivity.

The Fadsral Cirr it r'ln.r-l-zlnn Amal annaraly with the Fritsc ot ol grooments
f aeall anuiarale will the Frilsch st &l ar 3

LAt LA Lt hadle el b 0 R R T

in affirming the District Court's finding that Lin was the first mventor of the ERQ DMA gena
on the basis of smoltaneous conception and reduction to practce, Thus, the Gourt
decision reads (18 USPO2d at 1020}

Defendants assad afror in tha fistnicl court's legal conciugion Marl
irt this case Lin's conception occurred simultaneously with reduction
W g T ] Cad &/ HukribeeR J.rh" 1 LlArcacl@rral AnfiPfecufosc e

et ol RSy Ty relaie DN AA TS AP m_a_"ﬂ_w_w_b_a

480 US 047 r:'gﬂ?; Hreymarmmafﬁn'a-cﬂwas:mmmﬂcwa a
proting strateqy of uging dwo Seis of lly-degenerate cOMA orobes
of two gifferent regicons uIn*mEPﬂgenamacrmngﬁﬂMi}'

wrheeh tha obrofoens wohiieh fha clietedad st ot sanryby ol
HYNLT WES N8 auul.l.'!l..ll WAMECHT I8 GENCL DoAY fDLng l:llrurll.uulrl

resuited in the successful identification and isolation of the EPO gene.
Defandants further claim that Fritsch conceived this strategy n 1981,
was diigant unli he reduced the invention fo praciice in May of 1984,
and thus should be haltd to be a T02{g) pricr inventor over L, who
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The Faderal Circuit than want on to agrea with the District Court's position
regarding simultaneous concaption and reduction to practice, stating (page 1021):

The invantion recited fn claim 2 (the count) is 8 ‘purified and jsolated
OMA zequance’ ancoding human EPQ. The structure of thiz OAA
SBQUANCE Wag unknown ‘until 1983, when the gene was cloned by
Long Eritgch wag ungware of it il 1984. As Or. Sadier, an expert for
G, testified in his deposition. 'You hava to clone It first to get the
sequance’... . Prior lo 1983, the amino acid sequence for EPO was
Lncactain, y'l-'.ﬂ' fn soma positions the saquanca anvisionad was
ingorrect, Thus, wntl Fritsch had a compiate mental canception of
a purified and /solated DNA sequance encoding EPO and 3 method
for its preparation, in whigh the pracise identity of the sequence s
amvisioned, or in terms of other characiaristics sufficient fo distinguish
it from other genas, all he had was an objactive to maka an invention

which he couwld notf then adequartaly describe or dafine. (Matter in
parenthiess and wndersconng added. )

It is to be noted that the argument conssdered Dy the Federal Circuit, and
dismissed, is the exact approach that Fritsch et al attempt o0 again trest here 8s a gg

novo mamer. However, Lin's priority case beging with the recognition by the Federal

Girs it that Lin waa tha firgt 10 oonceve gnd radice to meacticrs tha nurfied gnd sadaton

LS FiNL BeW i STAELS Be Pad P00 LI SRS LIRS ALIRIET AT LB IR b RALr LG N l..u-v.r-.l C A= [=_ R T = SR e L

DMA sequance encoding hurman EPD. Fritsch et al hava not challenged this finding. It
i5 Qm unchallengad by Fritsch that this sequence was used by Lin in transformed
mammalian cells for expression 1o obtain i vivo biologically active recombinarit hurman
EPD and that all of this work was done by Lin before Fritsch et al gven concewed the

Eam uEmnss  acscercdine o e Fadaeal Tines i seed Piledroed Do ot daed
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1022 of the Federal Circuit decision and pages 1753-1764 of tha District Court decision.
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for in vivg beological actvity clearly meet the limitations of the present process count.”™
Hence, it is not necessary fo go beyond the undisputed facts as found by the District

Court and left unchanged by tha Federal Circuit to determine that Lin's exoression ar
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determination of i vivg biological activity of the expressed product satisfies all of th
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by Lin weill pnor to the Fritsch et al conception daie. Howaver, the present Lin record
glsg inciudes further confirmation that the expression and testing referred fo by the District
Court constijuted reduction 10 practice of the process of the count. See, for example, the

testimony of Crs. Browne and Egrie that the work which they did on Lin's bahalf invalved
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It is mportant fo recognize that the record in thés imerference containg no
evidence on the issue of simuitaneous conception and reduction 1o practice that was not
before the Dwstric Cowrt and the Federal Crcuit, The testimony of Fritsch et al and his
co-workers is, at best, duplicative of the Rule 808(b) testimany that was in evidence in the
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purposes, See again Lin's testimomy (LR 220,
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projecls was aciually for ofher G peojects and work on progects thal Bad acthing 1o do
wiith the hwis degenedate probe genomic birery screening strategy allegadiy concaived

by Edwand Fritseh in Dacamber, 1981, Likgwge tha Fritech of al daclaration testmdnyg
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TRTSCH v LM
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Fritorh 21 ol have not presantad any new evidance that Edward Fritech’s Dacembar, 1981

B ] = 1y

strategy amounted o an anything more than a goal of obtaining the punified and isolated
EPO gene whatever its identity. No witness testified in this inarference that Edward
Fritsch or his designated co-inventors Hawick and Jacobs had any idea of precise idantity

of thie EFQ gene or of any characteristic of the gene sufficient to distinguish it from other

mamae  Tha reccard hara rsunale by wihal wac fapasiae 4o e Diie m-rl"‘.ﬁrn-r Sp §arhl b
|-_‘|-II Hoer, LR TR T L P L L L 1.-u|..r"hr' !' r=p TrEEEG 0 'F Tt hd AN l-"-' N Nttt by bl PRAL R TRIE ] MR

EPO gene was cloned and sequenced at Gl in 1284, all Fritsch &t al had was "._.an
objective to make an invention which he [they] could not then adequately describe ar
define” (18 USPO2d at page 1021).

Rather than address the factual foundations of the Federal Circut's nolding

attarnpts [unsuccessfully presented in the District Counl, the Federal Circuit and in
prelminary motions™® herean) to “transtorm” the claimed invention heremn into a method of
probing invention, Thus, despite Lin's assertions to the Examiner during prosecution of
the '008 patent that '

mathod btaining it,""
o the Frtsch & al co-workans B rodied with objectionatle Dresentations. (5o Lin's
Migtion lo Suppress Fritsch et imméppm:mmmeudiPmpnu

Findings ol Fact submitted harewih) The record herain only iluminates the colossal
ftadurn of that strategy urtd long sfer krowlsdge of Lin's success,

Sew Fritsch et al Motion O, dismissed by tha Examiner-in-Chisl, amemoting to substitute

8 nroesnss -nl'.lm lr\.l A v it
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Page 17, 2d 4, July 13, 1887 amendment.

AM-ITC DO3IZTHSZ



Case 1:05-cv-12237-WGY  Document 1038-4  Filed 09/10/2007 Page 11 of 17

FATSCs ET AL v LiK
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Fritsch et al persist in characterizing the invention of the court as a strategy for isolating
the EPD gens, which stralegy was alegedly conceved by Edward Fritsch ar by Fritsch
gt &l at some tirme prior o Ln.'" The Federal Circuit's nuling completely disposes of this

afCumanit f-lﬂ [T [ oo Y o V5 TN [ S o %5 1
arguimaEnt o wJleld gl JargiE ua il

Fritsch had a goal of obfaining the isolated EFD gana, whalover its
identity, and evan Nad an idea of & possibée mathod of ablaining ir,
but he oid not cmc:&w&apumlﬁ:'md:mﬁﬁmdﬂﬂ-dsewmca
um:n:;nng EFD and a wadie rreihod for obiainimg iyl aiier Lin.
s important fo recognize that neidher Fritsch nor Lin invented EFO or
the EPQ gene. The subject malter of claim 2 was the novel punlied
and isoiated sequence which codes for EPO, and neither Fritsch nor
Lin knew the struciure or physical charactarstics of it and had a
viabie meihod of gbiaining thai subjeci mafer uniii & was aciuaiiy
obtaingd and charactenzed. Undersconng added.)

Tne Court disagreed complataly with Fritsch's argument that Frtsch was
the first imventor because of his probing strategy.  Thus, the Court stated:

Defandants furthar grgue that becaise (e irial courf fodnd that the
probing and screening method employed by Lin is what distinguished
the invention of the ‘008 patant over the prior art, Fritsch's stralegy in
1987 had prioriy over Lin's use of thal strategy. We disagree. The
tnial court found that Fritech's alleged conception in 1987 aof an
approach that might rasult in cloning the gena was mera speculation.
Conceplion of a generalized approach for screening a ONA ibrary
that might be used fo identify and cione the EPQ gane of then
unknown constiiuton is nof conceplion of a ‘purfied and isolated
DNA seguance” encoding Auman EFDL W is not "a gafinte and
parmanent igaa of the complete and operative invention”, Fritsch's
conception of a process had to be sulfficiantly specific that ona skiled
in tha ralavant ant wooid slerea iry .i-Iﬁmnn tha EPT ana L

=2 =9 [ Ly

Colgman, 754 F.2d at 353, 2'21 USFG&I'HEE E‘JHH}" he oid ot
have that conception because he did not know the struciure of EPQ
ar the EPO gane.

The Fritach et al brief {page 20) actually imdtes the Board 1o pick fnom among fve dates
feor complatanass of tha Fritsch of sl cloning strategy.

ir
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Commeniing furner an the nadeguacy of
Faderal Cacud hedd that {pages 1021-1022):

The record piicales that seversl companias, ag wall 3z Ampen and
G, warg unsuccassiul using Frtsch's approach. Ags the H.a.r court
COmechy SUrmanzed:

‘Givan the ulter iack of axpariance in probing genomic ibrarias
with fully cegensrata probes and the crudensss of the
lechniquas avaiabie i T887, I would have Doen mere
speowizian ar af most a probatve deduction from facts than
krnown by Dr. Frilkch thal W ganevalized approach would
result in cloning the EPC gane” 13 USPO2d af 1780

ﬂﬂﬂﬂﬁmﬂwm Enm#uunmﬂwmiusﬂmammm

and lack of informalion conceming the aming acid sequence of the
EFQ profgin, the Ingl court was cormect im

rerliactinge fhoal n..:l'll‘l Fmrhy Feael e acloos sabo Seaener e ol
u\.ur\.rluur'-..l o3 Eaar Hluill' LR~ Hu'lﬁ.dulnu- R PR T R

DNA saguence unlil reduction to practice had been achieved. Lin
wigg first 9 geoompiish that goai

Defangants also angue thal the coun fafled to cansider that 1983,
just peior b Lin's conceplion, wag the relevant ime for determiring
the compigleneass of FASC's concelion, not 1987, However, J'hn
mmmwmaﬂcm n-ﬂarﬂ-mur.r&drn 1'9-[13

T b LTI
w {UMHm:nrm amm}
This means that all of the evidence from e Dstnct Cownt procesdings,
which Fritsch et al have reintroduced imo these proceedings, ncluding his alleged

B T T e 9 | ekl A ol
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= of no consequencs Bnd can be dismissed as iralevant to pronty.  According 14 the
Fegeral Circutt decision, Fritsch et al could not have a conception of the DNA sequence
unbil they hao actually reduced o practice the DNA sequence. By that time, acconding

42 AM 17 010648
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FRITSOHET &L v LN
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or athers at his request had used & to produce in yivg biclogecally active rcombinant

Furran EPD.
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practice as this serves to underscore Lin's prdeity posilion. Thus, the District Court
found, the Federal Circuit did nat question, and Fritsch et al have not challenged, the
fallowng findings of facts as to Lin's wark (at page 17428, 13 USPQ2d):

The successful cioning of the EPO gane took place in September ar
narfr:'}cmbﬂr 1853, {Tr 4, G64-86; 5, 123- ]'2'4) ‘i'hr'swasmaﬂrsl'rime

Aad § L el el " Y N wy
al Lifi e I.',.IE-EU_I’IIHJLI groared &g USed W0 58I of NOOaS, Doy

fully degenarate, from two diferent regions of the EPQ gena 10 screen
a genomic library. (Tr, 5, 91, 124). Amgen (someone ather than Dr,
Lif) sequenced fhe gana to confirm i was the EPO gene (Tr. 4,74).
in fafe Cocfober, 7883 Lin cloned the mankey cOha EFPQ
sequence. (Tr. 4, 72). On Decembar 3, 1983, Lin also
hybridized the human EPQ gene lo mankey EPO cDNA so
that he could determing from an electran micrograph which
araa of the human DNA consisted of introns, and what the
sizes of the exons and introns weve. (Tr. 4, 68-72; PX 63-38).

b oh o d ok ok ok ch o

By Jaruary 10, 1984, Amgen had exprassed human
.E.F"ﬂm human emnivyonic kmﬁr'rE].r cells cﬂhl'ed 283" cells
and in COS cells, which are monkey kignay calls, (7T,
. 4-T5-T7; PX 63-39; FX §3-41). Someana other than Or.

- Lin did the work with the mammalian axpresgion system.
{Tr. 5 51-52]. Lin was personaly invalvad in the E, Codl

gL dkelp

EXOrESEI0n -anF'ﬂ (Tr. 5,52). On Fabryary 13 and 14,
1984, Amgen conduched axparnmeants fo show inat tha
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Case 1:05-cv-12237-WGY  Document 1038-4  Filed 09/10/2007 Page 14 of 17

FRIMSCMET AL. v LIN

Irvite T a0l o 10 0EY

W R R R h R R

By May 2, 1984, human rEPD had beean expressed in
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As for Fritsch et al the Distict Court noted that Fritsch et al were
unsuceessful in cloning tha EPO gere prior 1o August, 1984 summarizing the Fritach et
al position as follows (page 1751):

On May 30, 1984, the genomic library for isolating the EPD gens
was plated and nybricized wsing o sets of probes, both fully
degenarate, from diferant ragions of the aming acid sequence. (Tr.
26, 56-98), This process reswited in the identifcation of two clones
in Juke 1084 Mhmwm.huwn!hnmﬂnﬂmﬁwﬁm iTr. 28, 100

102). ?nm was the first ima that GI vsad fwo sels cﬂ'ﬂ.nrn.r degenarate
probes based on the correct aming acid saquence far EPQ. (Tr. 37,
45). Also, Or. Fritsch used a hybridization solution called TMAL,
which had not bean wsed by Or. Lin when he cloned the EPD gang

Me T 4101 98 AR
pri. @, v £0, o,

The posithve clonas were than used fo construct a single long probe
to screen a CONA library constructed from human fetal iver, and on
August 6, 1984, cONA clones were successfully isolated. (Tr. 26,

s o

r = r[rj?_'rl-lll |-I-J rrg_n;lxma L_II‘!IHI _‘J'__‘-\.FIIJ I.I.I'H'I'I H r'l Jﬁ.l'l.l. |"'H"I-Id'.l- II'F!IF' L—H!‘_i_l: _fIF_IIE'
was [Ne axpression sysfem with which G was most familiar. (Tr. 26,
107,
£
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The District Court’s uncontested factual findings can thus be summarized

in the following chronalogy:

AM 17 010859
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ACTIVITY

Lin clones human EPO gene

Amgen (for Lin) confirms EPO gene

Lin clongs monkey EPO gene

.Amgan (far Lin) expresses human EPD geng

e g L [
[= . F R S N )

Amgen (for Lin) determinegs biological
activity of recombinant human EPO gene
expression product

Amgen (for Lin) determines 0 vivg
biological activity of recombinant
heman EPQ gene expression product

Amegan {for Lin) express
EPQ gene in CHO cells

Fritsch identfies two clones

Erdemn swmrssses Mook Rl § mses

B raLauAn hﬂp‘wm TILATICEIE R WF thm

in CHO calls

The above undispuied faciual summary from

Filed 09/10/2007

CATE
Sept.-Oct. 1983
Sept,-Oct. 1983

Late Oct. 1983

Jan. 10, 1984

Feb. 13-14, 1384

March 1-9, 1984

Page 16 of 17

thus clearly and unegquivocally shows that Lin made the invention at issue, ie., he

expressed in vivg biclogically actve recombinant human EPD by a process involving

culturing [or growing) @ mammalian host cell transformed with the isolated EPD DMNA
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sequence and isolating an n_yivD Dylogrcally active exprassion product, belore Fritsch
et al even conceved of the essential DMNA sequence ™.

It is appreciated that the Count decisions use shorthand language (e.g.
‘expressed") concemning the preparation process rather than reciting the specific language
of the prasent count. However, there can be no distinction between Lin's expression of

in vive biologically active recombinant human EPQ using 203, COS cells and CHO cells

LT Bt g e e R T B W e

and the determingtion of its activity as found by the Courts and the specific lenguage of
the count. Glycosylation i necessary to provide in vivo biological activity. This 5 art-
recognized and the Examiner-in-Chief has noted that Fritsch et al have not challenged

this. See Paper No. 44, sentence bridging pages 2-3, Transforming or transfecting a

&

T T o e e | I Y
1R sl LA 0
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patert and growing (or culturing) this transformed cell under nutrient condition neceassarily
and inhergntly involves ranscription, transfation and glycosylation as specified in steps
(@) (i (i (i) of the Count to provide the in vivp biciogically aciive recombinant EPD.
Fritsch et al cannot challange this as thew claims corresponding to the Count simpaly recite

claimed processes by not bringing a motion urging no interferenca in fact. This leave step
(b} for consideration and Lin notes that determination of the n vivD beclogical activity
obwigusly requires isolation (b) of the product from the host cells.

— B b= oo i P b e ey s

WvieE A i oL T W:DMMHMMﬂ1mrmL"_gi'gmm
conception/reduction to practics postion. i is noted that the District Count aiso found that Lin concebsed
tha probang method in Octobar, 1981, La. bafore Fritsch et sl (13 USPO2d at 1763). Henca, s noted
mdw.Fusmmucmﬂmnnﬂmﬂ.hmm.mwﬁmnuHm prior to rediction 1o

practice on the basis ol the probing mehod
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