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| Restriction Group

Exhibit D,

-Claim Language .~ -

Doc. 1006 Att. 5;

Part 2

TE

oecurring erythropotetin, said process comprising: growing, under suitable nurient

conditions, prokaryotic or cokaryotic host cells ransformed or tramsfocted with a
DNA vestor according 1o claim 62, and isolating desired polypeptide products of
the expression of DNA sequences By said vector,

A pracess for the pm\i:‘umn of & polypeptide having part ar wlf of the primary

steucturst conformation and once or mere of the biological activities of suurally
acourring ory a=\=cp<}1.tm, said process comprising: growing, under sultable nuswicn

b 55

"Kit.lu"ﬁ. prokarvotic or cukanyotic host cells wansformed or ransfooed with o
LN veetor aveording o claim 63, and solating desired pobvpeptide products of
the cx;mssmn of DINA sequences i said veeior.

& process for the production of a polypeptide having pont or al! of the primary
structusal conformation and ene or more of the bielagieal netivities of naturally-
eccurring erythrapoletin, said process comprising: growing, under suitable nutrient
ceaditions, prokaryotic or cukaryotic host colls transfonmed er transfeeted with a
DNA veetor according to claim 63, and isoiating desired polypeptide products of
the expression of DINA sequences in sald veowr,

r the predugtion of g polypeptide hoving pan oe a1t of the primary
TR wnfu::‘.\.:tmn and ene or more of the brelowival sctivities of natursdiv.
securring envthrepaictin, sald process comprising: growing, un iLf suitubrie myiriens
conditions, pml»...i} atte of cubarvolic host colls tmsformed or bansfucted with &
DRA vegter sceording to clain 67, and tsolning destred polypeptide products of
the expression of DNA sequences in said vegtor.

Group 11 Plasmid

A binlogically functional circular plasmid or viral DNA veotor tnchuding o DNA
sequence according to cither of claims 14, 17, 34 or 35.

A prokaryotic or eukaryotic host eell stably transformed or transfected with 1 DNA
vector seconding to ¢laim 37,

Group IV Cells

Vertebrate cells which can be propagated fr virro continucusty and which upon
srowth in culture are capable of producing in the medium of their prowil in exeess
of 1045 U of erythenpotetin per {67 cells in 48 hours a3 determined by
radioimnibnoasy .

Vergbrate vells according o clabn 42 cupable of producing fn cxcess of 360 U
ervthroposietin por 157 colls in 48 hows,

Vertebraty cells scourding to chiim 42 capable of productng in exeess of 1,000 U
ervihropoictin per 107 colls in 48 hours

Vertebrate cells according 1o claim 42 which sre mammatian or avian cells,

Vertebrate colls secording (o claim 45 which are COS-1 cols or CHO cells.

Graup ¥
Plurmsceuiiea!l
Composition

A pharmacettical composition comprising an cffective amount of 2 polypeplide
sovording fo clodms 101603948 or 4 and o phamseeutically .:ccws{'-l le diluent,
wdivant or carrier,

A method for providing erytbropoietin therapy o mammal comprising
administering an effective amount of a polypeptide accarding 1o claims 1,16, 39, 46
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Restriction Group_ E - Claim Lanpuage

3. A method secording to clsim 36 wherein the therapy comprises enhancing
hematoorit fovels.

Group VI Asgay 66, Animprovement in the methed for detection of o specific single siranded
[ polynucieotide of wnknown sequence it a heterogeneous cellular of ving sample
including multiple single-stranded polynus lcm!dc» wherein:

W @ mixture of fabeled single-stranded polynucieotide probes is propared ha aving
uniformly varying sequenies of bases, cach of said probes being potensialty
specifically complementary 16 a sequence of bases which is putatively unigue to the
polynacicotide o be detected;

th) the sample s fixed o a solid substrate;

{¢} e substrate having the semple fIxed thereto it wreated to diminish funher
binding of polynuc]c{mdts thereto exeept by way of hybridization to
rnlynmi*oudus in said sample;

(d) the treated substeate having the sample fixed thereto is ransitoriiy contacted
with said mixture of hibeled probes under conditions fucilitative of hvbridization
anty between oty complementary polyvaucicotides; snd

{xj the speeific polynuclontide {5 detected by manitoring fur the presence of 2
hybridization reaction between it and a totly mm;ahsvct‘tm profe within said
mixture of labeked probes, as evidenaed by the presence of 2 higher & denstiy of
tabeled ninterial on the substrate at the locus of the specific nelynucleotide in
compuarisen w a bockgronnd density of labeled mutein resuhing from non-speific
nding of labeled probes o e substrate,

suid impravement comprising using in excess of 32 mixed probes snd peeformunce
af one or more of the following:

{1} employing & nylon-based paper as said solid substrate;
(2} treating with & protease in siep {e);

(31 employing individua! labeled probe concentrations of approximately 9.025
picomeles; and

{4} employing as one of the hybridization conditions in stop ) stringem
temperatures approaching to with 4°C away from the lowest caleulated Td of sny of
the prebes employed,

149, As the Examiners pointed out in this Office Action, by a Prefiminary
Amendment filed April 24, 1986, Amgen’s counsel had selected the DNA-related inventions

wentified as Group 11 for continued examination in Dr. Lin’s 298 application. Thus, the

G
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Examiners withdrew the non-elected claims directed to the other inventions of Groups | and 11~
VI from further consideration in the *298 application. When an Examiner withdraws claims
from further consideration, under USPTO practice and procedures, it means that those claims are
not subject o examination in the present application. Therefore, after the Examiners withdrew
the non-elected claims from further examination in the 298 application, Amgen's counsel's
option for obtaining patents on Dr. Lin’s other inventions clalmed in Groups | and 1H-V] was to
file ndditional applications to have those claims examined separately from the claims in the ‘298
application {which, as will be explained i more detaif below, is exacily what Ampen’s counsel
didd}.

F30. Dr. Lin's ' 298 application ultimately issued on October 27, 1987 as the
008 parent. Dr. Lodish has explained that, “consistent with Amgen's election w have the Group
Il claims examined in the 298 application, all of the ‘008 patent claims fal} within the scope of
gstriction Group 1.7 Lodish § 331,

B. Dt anes f 349 CLAIMS ARE NOT INVALID FOR OBVIOQUSNESS-TYPE
DOUBLE PATENTING OVER DR, LIN'S *008 CLAIMS

1. Examination History of Dr. Lins ‘349 Patent
151, My discussion of Dr. Lin™s 349 paent begins with U.S. Patent

Application No, 06/113,179 (“the 179 application™). Dr. Lin’s *179 application was filed on
October 23, 1987, afier the restriction requirement that was entered during examination of Dr.
Lin's “208 application. The 179 application was filed under 37 CF.R. § 1.60, which permiticd
Amgen’s counsel o fHe the *179 application by subinitting i true copy of the pricr 298
application, including 2 copy of the oath or decliration originally Gled in Dr. Lin's “298
application. In keeping with the carlier restriction requirement, Amgen’s counsel cancetied al

claims that befonged {o restriction Group H (which were being examined in Dr. Lin's *298
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application), and selected originad claim 1 — which befonged 1o restriction Group | — for
examination m Dr. Lin’s “179 application,

152, On June 6, 1993, Amgen's counsel advanced the examination feading 1o
the 349 patert by filing U.S, Patent Application No. 08/468,369 {“the *369 application™), Like
the *17% application, Dr, Lin's *369 application was filed under 37 C.F.R. § 1.60, which
permitled Amgen’s counsel 1o file the “369 application by submitting & true copy of the prior
179 application, including a copy of the oath or declaration orteinaily filed in Dr. Lin"s 179
apphication. And, us i had done when filing Dr. Lin's " 179 application. Amgen’s counsel,
consistent with the Examiners” 1986 resuriction requirement, canceled all clains that belonged o
restriction Group H and selected claims from the other, non-clected groups Jor examination in
Dr. Lin's 369 application, Specifically, Amgen’s counsel selected original claims 42-44, and 46
- which belonged to restriction Group 1V - for further examination in Dr. Lins ‘369
applivation.® Dr. Lin’s *179 application provided continuity for Dr. Lin’s *369 appiication to
permit the '369 application to claim the benefit of the filing date of Dr. Lin's 298 application
under 33 U.S.C. § 120,

153, As often happens during the course of examination of a patent application,
on May 16, 1997, Amgen's counsel chose to cancel the claims then pending in Dr. Lin’s *369

application and to replace them with now claims to advance the gxamination of the application.

W During examination, Amgen peinted oul o the Examiner that claims $2-44 and 46 were
“substantially wentical” 10 claims 42-40 by the "298 application thut were assioned to restriction
Group IV, “drawn to colls.™ (See *349 File History, Tab 8, 12/24/96 Sccond Prediminary
Amendment (AM-TC 0609426933). Amgen also pointed out 1o the Examiner that ¢haim 61 {the
predecessor of *349 claim 73, although not an original *298 claim, was “directed 1o a method for
using the novel vertebrate celis of claims 42-44 and 46 for the production of erythropoictin,”
which the ‘298 specification taught as the intended use of the cells claimed in the Group 1V
claims. Jd.
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These new claims, numbered 66-72, were ultimatefy allowed by the Examiner on September 9,

1997, and they issued as claims 1-7 of Dr. Lin's *349 patent on May 26, 1998,

154,

I may use the following table i my testimony in light of Dr. Lodish's

expest report to explain how the claims in Dr. Lin's 349 patent relate (o the original claims in

Dr. Lin’s “298 application that were assigned 1o restriction Group 1V:

QOriginal Group IV Claims
42. Verwebrate cells which can be propagated in

vitro cominuously and which upon growth in

- culture are capable of producing in the medium
af their growth in excess of 100 Uof
erythropoietin per 10° cells in 48 hours as

determined by radicimmunonssay,

43, Vertebrate cells according to claim 42
' capable of producing in excess of 300 U
erythropotetin per 10° cells in 48 hours.

44. Vertebrate cells according 16 claim 42
- capable of producing in excess of 1,060 U
erythropoietin per 10° cells in 48 hours.
45, Verebrate celis according to claim 42
which are mammalian or avian cells,

40. Vertebrate cells according o claim 45
which are COS-1 cells or CHO cells,

349 Cell Claims
1. Vertebrate cells which can be propagated in
vitro and which are capable upon growth in
culture of praducing ervihropoictin in the
meditm of thelr growth in excess of 100 U of
ervthropoletin per 10° colls in 48 hoers as
deterntined by radioimnunoassay, said cells
comprising non-human DNA sequences which
control transeription of DNA encoding humun

erythropoietin,

2. Vertebrate cells according to claim | capable
of producing in excess of 300 U ervihropoietin
per 10%cells in 48 hours.

3. Venebrate cells according 1o claim | capable
of producing in excess of 1000 U
erythropoietin per 10° cells in 48 hours.

4. Verwebrate cells which can be propagated i
vitro which comprise transeription comrol
DNA sequences, other than human
erythropoictin transeription control sequenges,
for production of human ervthropaictin, and
which upon growth in culture are capable of
praductng in the medium of their growth in
excess of 100 U of erythropoietin per 10% cefls

i 48 hours as determined by

Page 5 of 17
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Original Group' 3Y Ciéims IR AP 349 Cell Claims' :
radioimmunosssay.

3. Venebrate celis according fo olaim 4 capable
of praducing in excess of 300 U ervthropoictin

ya . o
por 107 cells in 48 hours,

6. Vertebrate cells according to claim 4 capable
of producing in excess of 1000 U
erythropoietin per 10” cells in 48 hours

7. A process for producing erythropoietin
comprising the step of culturing, under suitable
autrient conditions, vertebrate cells according

weltim 1,2, 3.4, 3 or 6.

2, Under 353 U.S.C. § 121, Dr. Lin"s *008 Patent Claims Cannot Be
Used as a Reference to Invalidate Dr, Lin's *349 Patent Clyints

135 In his report, Mr. Sefocleous appears to suggest that the safe harbor
provisions of 35 U.S.C. § 121 do not prevent use of Dr, Lin’s 008 patent claims for purposes of
double-patenting against Dr, Lin's *349 patent because the applications giving rise to Dr. Lin's
"334 patent did not expressly state that the claims in those applications were being filed as a
result of the restriction requirement in Dr. Lin's *298 application:

In addition, Applicant made no mention in the continuation
‘381 application that he was filing the claims which issued as
the *349 in response 1o the restriction requirement in the *298

application, let alone that he was filing cach of the claims as a
result of that restriction,

Sofocieous 4 456,
156. As an tnitial matter, Dr. Lin's "381 application, which issted as Dr. Lin's

"698 putent. §s irrclevant to determining whether § 121 protection applics o the 349 patent. But
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even assuming that Mr. Sofocleous intended 1o refer to Dr. Lin's *179 or *369 applications,
which led to Dr, Lin"s *349 patent, 1 disagree with any suggestion that an applicant must recite
the words “in response 1o the restriction requirement” or “as a rosult of the restriction
requirement,” or any other such phrase, in order 10 gain the protections of § 121, Mr. Sofoclieous
does not cite any fegal support for this proposition. Nor am 1 aware of any such legal
requirement, Rather, as explained above, the § 121 requirement that the application be filed “as
a result of a restriction requirement” is satisficd i the first application eiving rise 1o the patent-
st fHed after the restriction requirement contained claims drawn onfy 10 1he non-clected
nvention or inventions (and not to the invention elected in response to the resiriction
requirement for examination in the parent application).

157 Having reviewed the file history for Dr, Lin®s ‘349 patent, and based on
my understanding of the subject matter of the claims assigned 10 the various restriction groups as
informed by Dr, Lodish’s expert report (Lodish $4 524-330), it is my opinion that the
applications giving rise to Dr. Lin's “349 patent were filed after the Examiners’ July 1986
restriction reqairement in the *298 application and contained claims drawn o the non-ciceted
invention or inventions and not to the Group 11 invention clegted and prosecuted 1o isseance in
Dr. Lin’s *008 patent. Therefore, it is my opinion that the applications giving rise to Dr. Lin's
*349 patent satisty the “filed as a result of” requirement for § 121 protection even though they
are mot technicady fnbeled as divisional applications.

!

L

8. Lisewdhiere i his repors Mr, Sofocleous opines thar chim 7 of the <349
patent “broke consonance with the July 1986 vestriction requirement thal required all process
claims 10 be prosecuted together in restriction Group 1,” and that, “[als a result, the saft harbor

provisions of 35 U.S.C. § 121 do not apply, and the *008 patent claims are available for double-

74




Case 1:05-cv-12237-WGY Document 1006-6  Filed 09/06/2007 Page 8 of 17

patenting purposes against the “349 patent.,” Sofocleous § 437, This opinion is flawed because it
relics on the premise that there was a requirement that &l process claims be prosecuted waothor
in restriction Group H. As Dr. Lodish explains, the focal point of Group H was not “process
claims™ per se, but rather the DNAL Lodish § 5324,

139. [ have carefully reviewed the July 3, 1986 Gifice Action in which
Examiners Wiseman and Giesser issucd a restriction reguirement {or the claims in Dr. Lin's *298
apphication. Nowhere in the restriction requirement do the Examiners state that "ol process
claims {must] be prosecuted together i restriction Group 1.7 Rather, as guoted above, the
Lxaminers deseribed Group Hoas "Clalms 14, 15, 17-36. 38 and 61-72, drawn 1o DNA, classified
in Class 336, subclass 27.7

160. The Examiners’ description of Group 1 in terms of the claims assigned o
Group H reflects the principle that the line of demarcation is drawn around a restriction group
based on the subject matter of the chiims assigned to that group, rather than any label that the
Lxaminer may use to refer o the group. The language of the claims in Dr, Lin's *298 application
that the Examiners assigned to Group H is sct forth in § 148, above.

161, Having reviewed each of the ¢laims In Dr, Lin's 298 application that the
Examiners assigned 1o Group 11, and Dr. Lodish’s analysis of them, T nofe that these claims
inclueded both progess and non-process claims. In fact, only 4 of the 33 claims assigned to Group
Howere process claims. Theretore, disagree with Mr. Sofocloous™s suggestion that the focal
point of Group H s “process claims.”

162 As Dr. Lodish cxplained in his expert report, e focal point of the Group
i claims is DNA:

The Examiner deseribed Group ) as “drawsn 10 DNA.” Based
on the subject manter of the clabms assigned 1o Group 1, | agree

~ad
104
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with this characterization, The claims assigned o Group 11

mcluded both process and non-process claims, The common

feature of claims 14, 13, 17-36, 38, and 61-72 is that cach claim

requires a specifie, purified, and isolated DNA scquence,

encading cither haman or monkey ervthropoictin or an anafog

polypeptide related 10 erythropoietin in both structure and

function. While some of these clalms are directed to host eelfs

CORmRInG Or processes using such purified and solated DNAS,

none are directed 1w erythropoittin polypeptides or

erythropoietin pharmaceutical compositions. Nor do any of

these claims refate 10 st cells or processes for use defined by

structures other than the introduction of purified and isolated

DNA encoding the desired polypeptide. Additionally, these

claims do not refate 10 cells or processes defined by a required

production level for any polypeptide. Therefore, based on the

subject matter of the claims assizned 1o Group 1, it is my

cpinion that the focal point of Group If was the recited DNA.
Lodish © 524, Basced on Dr. Lodish's opinion that the focal point of the Group 1 claims is DNA.
and not process claims (as opposed 1o non-pracess claims), it is my opinion that the mere fact
that *349 claim 7 s a process claim s trrefevant (o determining whether that claim is consonant
with the Examiners’ restriction requirement. For this sanve reason, the fact that *349 claim 7
appeurs to Mr. Sofocteous (s non-technical expert) to be “very similar” to other process chims
thut were filed (and later cancelled) in Dr. Lin's “381 application {Sofocicous ¢ 4547 also is
frrclevant to determining whether *349 claim 7 is consonant with the Examiners® restriction
reguirement.

163, Zisewhere in his report, Mr. Sofocleous asserts that “Claim 7 of the *349
application recites a *process for producing a polypeptide” similar to the restricted Group 11
claims 69-72 of the 298 application [which] recite *a process (or the production of a polypeptide
.. comprising . hostcells.”” Sofocleous § 433, There are 2 number of problems with this
arguntent. First, Mr. Sofocleous mischaracterizes the wxt of 349 claim 7. As is plain from the

text of the clabmowhich is set forth in % 134, above, 349 ¢laim 7 does not recite the words

“process tor producing & polypepiide.”™ Nor do any of the other elaims of Dr. Lin's *349 puicnt,
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Sceond, for the reasons described above, 1t s frrelevant 1o the consonance delermination tha
“349 cluim 7 and claims 69-72 of Dr. Lin's “298 application are ali process claims. Finally,

because all limitations in @ claim are relevant to defining the scope of the claim, it also is

irrelevant to the consonance determination that, by using ellipses to omit the bulk of the claim

language (including some of the very Himitations which differentiste these claims), Mr,

sofecleous can eremte the misimpression that *349 cluim 7 s sebstantvely simifar 10 claims 69-
72 of Dr. Lin's “298 application.

164. Dr. Lodish examined the substance of Dr. Lin's *349 claims from a
technical perspective and concluded that “{ajone of the claims of the *349 patent *cross the fine
of demarcation” drawn around restriction Group 11, *drawn to DNA.'™ Lodish 4 545, Dr. Lodish
explained why his opinion was not inconsistent with the fact that some of Dr. Lin's “349 claims
pecHe the erm "DNATS

Although "349 claims 1.3 recite “DNA encoding human
erythropoletin” they do not ¢ross the line of demarcation drawn
around the EPO DNA inventions of restriction Group 1 because
the *349 claims do vequire that the EPO DNA in the veriebrate
cells be isolated or purified at any time, Rather, the DNA
encoding human EPO in these verlebrate ¢ells merely nceds to
be transcriptionally controlled by “non-human DNA "
sequences.” This interpretution is confirmed by the Federal
Circunt’s holding that *349 claims {-7 are infringed by a process
asing “gene activated” EPO DNA, wherein the EPO DNA was
never purified or isolated, Amgen Ine. v. Hoeohst Marion
Rowssed fne, 457 F.3d 1293, 1317 (Fed. Cir. 20063,
Ladish % 347, For the reasons explained in Dr. Lodish's expert report, it is my opinion that none
of the claims of Dr. Lin"s *349 patent cross the line of demarcation drawn around the Group 1]
invention clected by Amgen's counsel following the Examiners’ 1986 restriction requirement.

163, Equalty important, Dr. Lodish examined the substance of Dr. Lin's ‘349

claims as compared 10 that of the original claims tn Dr. Lin"s 298 application and conchuded that
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"

all the *349 claims, including claim 7, fall within the scope of Group IV, one of the restriction
aroups not elected for examination in the earlier 298 application, Lodish 99 344-5347, As Dr.
Lodish explained in his report;

The cell elaims of Dr. Lin's *349 patent are very similar to the
Dr. Lin's original cell elaims that were assigned to restriction
Group 1V in the *298 application. Both swts of claims cover the
same types of cells (vertebrate cells), and require the sume EPQ
production capabilities, The difference between the “34% cell
claims and the origina cell claims assigned 1o restriction Group
IV is that original cell claims (numbered 42-46) did not include
any structural fimitation regarding the contents of the cells. . .
Therefore, 3t is clear that the 349 claims fall within the scope of
restriction Group TV and do not fall within the scope of
restriction Group H.

Lodish % 347, The language of the claims in Dr, Lin's *298 application that the Fxaminers
assimed to Group 1V is set forth in § 148, ahove,

166. Mr, Sofocleous appears Lo suggest that because *349 claim 7 is a process
claim and not a product claim, it is not consonant with the original Group [V ¢laims in Dr. Lin's
"298 application. Sofocleous 435, Having reviewed cach of the claims in Dr. Lin's 298
application that the Examiners assigned to Groups 1V 1 note that other restriction groups, such
as Group H, also contained praduct claims. For this reason, | do not sgree that the fecal point of
the Group 1V claims is “product claims™ {as opposed 1o process claims).

167, Moreover, Dr. Lodish has explained that the focal point of the Group IV
claims is cells:

The common feature of claims 4246 is that each claim requires
a vertebrate cell that produces the large quantities of
crythropeictin polypeptide required for the practical use of the
protein. Moreover, the cells in Group IV are distinet from the
ceils in Group 1 because the Group [V cells do not require that
they be transiecled or ransformed with exogenous EPQ DNA,
Therefore, based on the subject matier of the claims assigned 1o

Group IV, it is my opinion that the focal point of Group 1V was
the recited cells,
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Lodish 529, Thus, for the reasons explained in Dr. Lodish's expert report, it 13 my opinion that
all the claims of Dr. Lin's *349 patent, including *349 claim 7, wre consonant with the claims in
Dr. 1107 *298 application that the Examiners assigned 1o restriction Group 1V, and thit none of
the *349 claims cross the line of demarcation drawn around the Group 11 invention clected by
Amgen’s counsel following the Examiners’ 1986 restriction requiremient.

108. For the reasons discussed above, it is my opinien that safe harbor
provisions of 33 U.S.C. § 121 apply to Dr. Lin"s “349 patent, and that Dr. Lin’s *008 patent
claims cannot be used for double-patenting purposes to invalidate Dr. Lin’s *349 patent claims.

In connection with my (estimony regarding this opinion, | may use certain graphics or
demonstratives, such as those included in Exhibit 4 to my repont.

3. Dr. Lin's *349 Patent Claims Are Patentably Distinef from Dr.
Lin’s ‘008 Patent Claims

169, In his report, Mr, Sofucieous voncludes that "the 349 patent has not been
terminatiy discleimed over the *008 patent, thereby tmproperly extending patent protection
approsimatety 10 34 years beyond the expiration of the 008 patent.” Sofoclkeous % $38. Mr.
Sofocicous also meludes in Exhibit C of his report two unnumbered demonstratives, both titfed
“Term of Amgen EPO Patents,” which graphicatly depict his conclusion that Dr. Lin's 349
patent improperty extends the term of patemt protection for Dr. Lin’s ‘008 patent. Lven if § 121
did not prohibit use of Dr. Lin’s ‘008 claims for double patenting purposes against Dr. Lin's *349
claims {which it does, for the reasons explained above), it is my opinfon that Mr. Sofucleons's
conclusion in 438 and related demonstratives is uisupponted because it depends on the unstated
assumption that the claims of Dr. Lin™s *349 patent are not patentably distinct from the claims in

Dr. Lin's *008 patent — an issue that Mr. Sofocleous did not address anywhere in his report.
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170. Morcover, based on the expert report of Dr. Lodish, it is my opinion that,
in addition 1o being unsupported, Mr. Sofocleous’s conclusion in € 438 and related
demonstratives is wrong. [ have been informed that *349 claim 7 is the only claim of Dr, Lin's
*349 patent asserted in this case, and the only “349 claim which Roche contends in invalid for
double patenting over Dr. Lin's 008 patent claims, As Dr. Lodish explains in detail in his expert
report, 349 claim 7 is patentably distinet from the claims of Dr, Lin’s ‘008 patent. Lodish %9
#25-432. One of the distinctions Dr. Lodish discusses in his expert report is that 349 claim 7
does rot require transfected EPO {or EPO analog) DNA, the key element of the 008 claims.”
Lodish 9429, Other distinetions between the *349 and *008 patent claims also are explained in
Dr. Lodish's expert report, Lodish $9430-43 1.

171, As noted earfier, the cbviousness-type double patenting doctrine is
designed to prevent improper timewise extension of the patent right by prohibiting clainis in a
later patent which are not patentably distinct from claims in a commonly-owned carlier patent
from enjoying a longer patent term, Because, for the reasons discussed in Dr. Lodish's expert
report, the clatms in Dr. Lin's "349 patent are patentably distinet from the claims in Dr. Lin's
*GO8 patent, the *349 patent claims do ned extend the tenn of patent protection for the G008
patent.

C. DR, Lan's $933 Ann ‘080 ParenT CLAIMS ARE NOT INVALID FOR
OBVIOUSNESS-TYPE DOUBLE PATENTING OVER DR. LINS “008 PATENT

Crams
1. Examination History of Dr. Lin’s 933 and *081 Patents
172, My discussion of the examination historics of Dr, Lin's "933 and '086

nafeims beging with LS, Patent Application No. 06/113,178 (the - 178 application™. Dy, Lin's
; & Pp 1 P .
"178 application was filed on October 23, 1987, afler the restriction requirement that was entered

during examination of Dr. Lin's ‘298 application. The 178 application was filed under 37
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C.IR. § 160, which permitted Amgen's counsel to file the 178 application by submitling a truc
copy of the prior 298 application, including a copy of the vath or declaration originally filed in
Dr. Lin's "298 application. In keeping with the carlier restriction requirement. Amaen's counsel
vaneciied all cluims that belonged 1o restriction Group 1 (which were being examined in Dy,
Lin's 298 application), and selected original claims 1-13, 16, 39-41, 4749, and 35-57 - which
belonged to restriction Groups [ and V — for examination in Dr. Lin's * 178 application.

173, On February 28, 1994, Amgen's counsel advanced the examination
teading 1o the "933 and 080 patents by filing U5, Patent Application No. 08/202.874 (“the *874
applicaton™). Dr. Lin's 874 application was filed under 37 CILR. § 1.62 and utilized what was
known as the “file wrapper continuing” procedure. As a resalt of filing the “§74 appiication
under 37 C.FLR.§ 1,62, the prior *178 application was abandoned, and its specification, claims
and drawings, including all amendments, were carried forward and “continued” (i.c., physicatly
included) in Dr. Lin’s *874 application. Dr, Lin’s *178 application provided continuity for the
"§74 application to permit the “874 application (o chdm the benefit of the filing date of Dr. Lin's
298 application under 35 ULS.CL § 120,

174 On June 6, 1993 Amgens counsel advanced the examination leading 1o
the “080 patent by filing LS. Patent Application No. 08/468,556 (“the *35¢ application™). The
*330 application was filed under 37 C.E.R. § 1.60, a provision of the USPTO Rules of Practice
which permitted Amgen's counsel to file Dr, Lin's *356 application by submitting 2 true copy of
the prior "874 apphication, inctuding & copy of the oath or declaration originally filed in Dr, Lin's
"874 apphication, Because Dr. Lin's "336 application was filed under 37 CF.R. § 1,60 amd not
under 37 C.FR. § 162, filing of the' 556 application did not automatically result in abandenment

of the prior *874 application. The *874 and *179 applications provided continuity for Dr, Lin's
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"536 application 10 permit the 356 application 1o claim the benefit of the filing date of Dr. Lin's
"298 application under 35 U.S.C. § 120. Claims 69-73 of the *336 application were ulimately
allowed by the Examiner on January 6, 1997, and they issued as claims 1-7 of Dr. Lin's *080

On June 7. 1995, Amgen’s counsel advanced the examination kading to

patent on April 13, 1997,
“the 774 application”™). Like

m e

173,
the “933 patent by filing ULS. Patent Application No. 08/487,774 (
the earlier “874 application, Dr. Lin's *774 apptlication utilized the “file wrapper contimation”
procedure under 37 CF.R. § 1,62, As a result, the 874 application was abandoned, snd its
specification, claims and drawings, including all amendments, were carried forward and
“eontinved” {i.e., physically included) in Dr, Lin's 774 application. The *874 and 178

applications provided comtinuity for Dr. Lin's 774 application to permit the *774 application 1o

cluim the bepefit of the fifing date of Dr. Lin's "298 application under 35 ULS.C. £ 120, Claims
100-113 of the "774 apphoation were shiimately sllowed by the Examiner on March 14, 1996,

and they issucd ay ¢laims 1-14 of Dr. Lin's "933 patent on August 20, 1996,
Because Dr. Lin's *774 and *336 applications both contained claims drawn

176,
to the inventions of Groups | and V of the restriction requirement in the *298 application,
Amgen’s counsel voluntarily fifed a terminal disclaimer to ensure that the end of the term of the
"086 patent coincided with the ond of the term of the *933 patent, {See *086 File History, 'Fub 3,
12220796 Verminad Disclainwr (AM-ITC 00941986). Examiner Mastined! stated in the file

history that he was “{avorably impressed” by Amgen's voluniary decision to file g terminal

disclaimer. (See "080 Pile History, Tab 4, 12/11/96 Interview Summary (AM-1TC 66941982)).

I 'miay use the following table in my testimony in Hght of Dr. Lodish’s

177,
expertreport to explain how claims 1.8 of Dr. Lin's 933 patent relate o the origing] claims in
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Dr. Lin's ‘298 application that were assigned to restriction Group &
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33 Polypeptide Claims-

presentative Original Group | Claims

1. A purified and isolated polypeptide L. A non-naturally cecurring ervihropoictin
having part or ali of the primary structural | glycoprotein produet having the 1 vive

conformation and one or more of the hiological zetivity of causing bone marrow
biologieat propertics of naturally-oceurring 1 cells w increase production of reticulooyies

- erythropoictin and characterized by being | and red blood cells and having

the preduct of procaryolic or cucaryotic alycosylation which differs from that of
expression of an exogaous DNA human urinary erythropoietin,
L sequence.

2. The non-nawrally occurring EPO

40, A glycoprotein product having a glycoprotein product according to elaim
primary structural conformation wherein said product has a higher
sufficiently duplicative of that of a molecular weight than human urinary EPQO

naturatly-occurring ervthropoiclin to allow | as measured by SDS-PAGE.

possession of one or more of the biological

propertics thereof and having an average 3. A nonenaturally ocourring glycoprotein
carbohydrate composition which ditfers product ¢f the expression in a mammakian
from that of naturally-occurring host eell of an exogencus DNA sequence
erythropoictin, comprising a DNA sequence encoding

human erythropoietin said prodact

possessing the i vive biclogical property
of causing bone marrow cells 1o increase
production of reticulocyies and red blood

cohis,

4. A non-naturally occurring human
eryihropoictin glycoprotein possessing the
in vivo biological property of causing bone
marrow cells 1o increase production of
reticutocyies and red blood cells which is
the product of the process comprising the

steps of:

{a} arowing, une

- suitable nutrient

84



