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{MPEP § 201.06 (8th ed. Rev. 3, Aug. 2006))
As evidenced by the written record, eacht of Dr. Lin™s patents-in-suit meet the definition of a
divisionat application: (1} later applications for distinct or independent inventions: {23 carved
out of a pending application; {3) disclosing and claiming only subjeet manter disclosed 1n the
parent “298 application: (43 filed as a result of a restriction requirement made by the Examiner;
and {3} claims the benefit of the nonprovisional ‘298 parent application under 33 U.S.C. 120,
XII. ROCHE’S OBVIOUSNESS-TYPE DOUBLE PATENTING DEFENSE

137 Obviousaess-type double patenting is a judicialiy-created doctrine
designed 10 prevent improper limewise extension of the patent right by prohibiting claims in g
later pateat which are not “patentably distinct” from claims in a commonly-owned carlier patent
from enjoying & longer patent term. frre Braat, 937 F.2d 5389, 592 (Fed, Cir. 1991). The
underlying policy is that the public should “be able to act on the assumption thal upon the
expiration of the |earlier] patent it will be free 10 use not only the invention claimed in the patent
but alse modifications or variants whick would have been alvimes to those of odinary skill in
the art at the Ume Sy imvention was made.”™ fore Longd, 7389 F 24 887, 892293 ¢ied. Uir, 1985)
{emphasis in original} (internal quotation omitied).

138, Obviousness-type double patenting is a question of law, Jnre Berg, 140
17.3d 1428, 1432 (Fed. Cir, 1998). As with other affirmative defenses of invalidity, the defendant
bears the burden of proving obviousness-type double patenting by clear and convincing
evidence, “a heavy and unshifting burden." Symbel Techs., Inc. v. Opticon, Inc., 935 F.2d 1569,
1386 (Ped. Cir. 19913 Where. as herel the same allegations of obviousness-type double
patenting were considered and overcome during examination of the patents-in-suit, the delendan

hears an even heavier burden in proving obviousness-type double pawenting. Cf Amgen, oo v

h
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Hoehst Marion Roussel, Ine.. 126 F.Supp.2d 69, 105 (D, Mass. 2001) ("Moreover, if the Patent
Office considered a particular prior art reference, then the challenger has the added burden of
overcoming the deference that is duc o a qualified govermment agency presumed to have
properly done #s job.”} (internal quotation omitted ).

139, Double patenting is evaluated on a cleim-by-claim basts. Thuy, the
invalidity of one claim because of double patenting does not automatically require the
invatidation of other claims in the same patent. Ortho Pharm, Corp. v. Smith, 959 F.2d 936, 942
{Fed. Cir. 1992},

§40. In determining whether or not two claims are “patentably distinet,” courts
{and the USPTO) have applicd an obviousness analysis that parallels the analysis set forth in
Grabeon v Jobn Deere Co., 383 U8, 1L 13 (19063, and applied ip the context of 35 US.CL § 103,
Seee Jongd, 739 F.2d at 892 nd MPEP § 804(1IXBI(1). For this reason, the “patentably distinet”
analysis is often framed as a determination of whether a claim in a later patent is “obvious over”
a claim in a commonty-owned carlier patent, or whether the differences between two such claims
would have been “obvious™ 1o one of ordinary skill in the art an the time the invention claimed in
the fater patent was made. As part of this inquiry, couwns Took to the factars that are pertinent
when determining noncbviousaess under 33 US.CL § 103, inciading whether there was a
motivation to moedily the prior art, see, c.g., Ortho, 959 F2d at 943; Jn re Baird. 348 .24 974,
979 (C.C.P.A. 1965), a reasonable expectation of success, see, e.g., Longi, 759 F.2d at §96-97,
and objective evidence of non-obviousness, such as long-felt need, unexpected results, cic., see,
e, Inre Emerd, 124 £.3d 1458, 1462 {Fed. Cir. 1997); Longi, 759 F.2d &t 890-97; Jn re
Cledrow, 406 F.2d 1376, 1383 (C.C.P.AL 19691 One tmportant difference, however, §s that the

double-patenting analysis involves & comparison of two elaims, and 1t is impermissible Lo trend

o
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the patent speciilcation underlying one claim (or even the disclosure (ound in that claim} as prior
art against the other claim. See Gen, Foods. Corp. v. Suddiengesellschaft Kohle mibil, 9727 24
1272, 1281 (Fed. Cir. 1992) (*Our precedent makes clear that the disclosure of a patent cited in
support of 2 double patenting rejection cannot be used as though it were prior an, even where the
disclosure is found in the claims.”™); Longi, 739 F.2d at 802 0.4, In re Kaplan, 789 F2d 1374,
1380 (Fed. Cir, 198617 1tis impermissible to apply the carlier commonly-owned patent’s
disclosure in assessing double patenting—it does not qualify under 33 ULS.C § 102 as prior art.
The reason Tor this is because “that disclosure is the applicant’s and Is not in the “prioe art.™
Gerber Garment Tech., Inc. v. Lectra Sys., Inc., 916 F.2d 683, 687 (Fed. Cir. 1990}
i41. Under certain cireumstances where the USPTO has determined that a

putent spphication containg claims o multiple independent and distinet inventions wnd has issued
4 requirement forging the applicant o divide owt and prosecate claims 1 these ventions in
separate applications (ic. a “restriction requirement”), 35 U.S.C. § 121 bars Htigants and the
USPTO from using the claims in one of the resulting applications (or in the patent issuing
therefrom) against the ¢laims in another for double patenting purposes. Section 121 provides in
pertinent part.

A patent issuing on an application with respect to which a

cquirement for restriction under this section has been made. or

an application filed as 2 result of such @ requirement, shall not

he gsed as g refurence cither i the Patent and Trademark Office
or in the courts against 2 divisional application or against the

7 In several instances in his report, Mr, Sofocieous mistakenly overlooks this important principle
when he contends that “the “008 parearr” is available as a double-patenting reference against the
clainis of Dr, Lin's patents-in-suit. See, e.g., Sofocleous %Y 447, 450, 437, 465, 4068, 474.

9 Unian Carbide Corp. v. Dow Chem. Co., 619 F, Supp. 1036, 1060 (3. Del, 1985) ("It is almost
inevitable that some refinement of the claims will occur afier restriction is ordered, since
restriction often comes s a preliminary step before the examiner reaches the merits of the patent
cluims.”™)

A
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original application or uny patent issued on cither of them, if the
divisional application is fifed before the issuance of the patent
on the otlier application.

142, Congress enacted § 121 as a remedial statute to protect applicants and
patentces from the uniair consequences of USPTO restriction practice. For this reason, § 121 s
ofien deseribed as providing a “safe barbor” for patentees. Section 121 operates by “effectfing] »
form of estoppel that shields the applicant from having 1o prove the correciness of the restriction
requirement in order 1o preserve the vadidity of the sccond patent.” Studiengesellschafi Kolle
mbiiv. N, Perochemival Co., 784 T.2d 331, 361 (Fed. Cir. 1986) (Newman, ., concurring), In
so doing, § 121 "assures that the wehnicatities of restriction practice are not elevated {rom their
purpose of examination convenience 10 a potential wint on the validity on the ensuing patenis.”
Applicd Materials, Inc. v, Adv, Semdeasductor Materiols Ao, dne 98 B0 13630 13068 {Fed. Cir,
19963, At its most basic fevel, § 121 makes sense because it would be unfudr to require a
patentee to defend against double patenting awacks if the reason why he has muitiple patents s
because the Patent Office required him to separate one application into multipte applications
which fed to the multiple patemts, CF Applied Materfols, 98 F.3d at 1368 (] W jhen the existence
of muitiple patents is duc o the administrative requiremoents impossd by the Patent and
Trademark Office, 35 U.8.C. § 121 provides that the inventor shall not be prejudiced by having
complicd with those requirements.”).

143 In the Htigation context. § 121 provides patentoes with & defense o cerlain
claims of invalidity based on double patenting, Although the heavy burden of proving
obviousness-type double patenting remains with the pany challenging the validity of the patent
at all times (e, it never shifls 1o the patentee), the patentee bears the burden of proving. by a
preponderiance of the evidence, that the safe harbor provision of § 121 applies. Pfizer fic v

Teva Phorms, USA, Ine., No. 04-cv-754, 2007 LLS. Dist. LEXIS 20190, 2t *213-16 (D.NJ. Mar,
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24, 20073, The determination of whether § 121 applies iv 2 question of taw, Bristel-Alyers
Squibh Co. v, Res. Carp. Teehs., Inc., 361 ¥ 3d 1343, 1348 a1 (Fed, Cir. 20043 Applied
Muarerichs, 98 ¥.3d at 1367,

f44, There are Lwo fundamental cloments required for proving the applicability
of § 121 in a Hiigation context: {1} the patent-in-suit issued frony an application that was {ied as
a result of a restriction requirement; and {2) the claims in the patent are consonant with the
restriction requirement, Gerber, 916 ¥ 2d at 687-88.

143, Reguirement (1) is satisfied 1f the first application giving rise 16 the pateat-
in-suit filed afler the restriction requirement contained claims drawn only 1o the non-clected
Bivention or inventions {and not to the invention ekected in response {o the restriction
requirement for examination iy the parent application). Gerber, 916 F.2d a1 687-88. This
requirement makes sense because it ensures that the protections of § 121 are not extended 1o
applicants who voluntarily file multipte patent applications, or who rectaing the invention elected
for examination in the perent application.

146, Requirement (2} - “consonance” — is satisiied as long as the claims in
the issued patent fall within the same group(s) as the claims in the parent application drawn to
the non-elected invention or inventions and “do not cross the line of demarcation drawn around
the invention clected in the restriction requirement.” Symbol Techs., 935 £.2d at 1379, Thus,
new or amended claims in the patent-in-suit (1.¢.. ¢laims that were not originally in the
application fed “as a result of " the eestriction requirement) also are entitled 1o the protections of
§ 121, provided they falt within the scope of the non-elected group{s) snd are ot drawn to the
invention elected in response 10 the restriction reguirensent and prosecuted in the parent

application. Id This requirement makes sense because it allows for ¢laims to be added or
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amonded during examination, which is “almost inevitable,™ but at the same time ensures that the
protections of § 127 are not exiended to apphicants who reclains the mvention clected in the
parent application during subsequent examination of the application filed as 2 result of the
restriction requirement. CF Gerber, 916 F.2d a1 688 (A consonance requirement is consistent
with the legislative purpose behind Seetion 121, Congress could not have intended to deny all
inquiry into whether the restriction requirement esteblished in Section 121 had been disregarded
during prosccution of a divisional application.”), When assessing whether claims are consonant
with a restriction requirement, the proper poimt of reference is the actual restriction groupings
{i.c., the substance of the claims in each restriction group), not the examiner’s wrilten
deseriptions thereof. Texas Instronents Ine, v, JTC, 988 F.2d 1163, 1179 (Fed. Cir. 1993}
A, THE JULY 1986 RESTRICTION REQUIREMENT

147. After an initial assessment of Dr. Lin's *298 application, on July 3, 1980,
Examiners Thomas Wiseman and Joanne Giesser decided that the *298 application inciuded
claits to mahtiple independent and distinet inventions ander 33 U.S.CL § 121 and, for the
comvenicnce of tie USPTO and its examination, insisted that the clainis to these inventions be
examined in multipke epplications. Accordingly, they issued an Office Action requiring that
Amgen's counsel select ene of six invention groups for further examination in Dr. Lin's 7298
application and forcing Amgen’s counsel to prosecute separately the elaims to the other, “non-
clected” inventions, The text of this “restriction requirement” read as follows:

“Restriction to one of the following inventions is required unde
IFUSLCR2LE

1. Claims 1213, 16, 3941, 47-34 and 39, drawn to
polypeptide. classified in Class 260, subclass 112,

1§, Claims 14, 13, 17-36, 38 and 61-72, drawn 10 DNA,
classificd in Class 336, subclass 27.
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11, Claims 37-38, drawn to plasmid, classified in Class 433,
subelass 240,

1V, Claims 42-46, drawn (o cells, classifted in Class 433,
subclass 240,

V. Claims 33-37, drawn to pharmazceutical composition,
classitied in Class 435, subclass 177,

VI, Clainy 68, drawn to assay, classiiied in Class 433,
subolass 0.

Inventions § and 11 are related as process of making and product
made.

The mventions are distinct if either (1) the process as claimed
can be used 1o moeke another and materially ditferent product, ar
{23 the product as claimed can be made by another and
materiaily ditlerent process. MPEP 806,031}

In this case, the product as claimed niay be mude by o
materially difierent product, such as isolation from a natarally
gocurring source.

Inventions It and HI are related as product and process of ase.

The mventions are distines if either (1) the process for using the
product claimed can be practiced with another and materiatly
different product, or (2) the product as claimed can be used ina
materizily different process of using the product. MPEP
806.03(h).

Inn this case, the product as claimed may be made by o
materially different product, such as solation from urine,

Inventions [ and V are related as subcombinations disclosed as
uscable together in a single combination. The subcombinations
are distinct from cach other if they are shown 10 be separately
uscable, In the inslant case, mvention | has separate utility such
s use i an assey. See MPEP 806.03{(d).

Inventions  and Vi are refated as subcombinntions disclosed as
uscable wgether in a single combination, The subcombinations
are distinet from cach other i they are shown 1o be sepanstely
useabie, Inthe instant case, invention | has separate wiility such
as use as 2 pharmaceutical. Sce MPEP 800.03(d).

Beeause these inventions are distinet for the reasons given

63
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above and have acquired a separate status in the an because of
their recognized divergent subject matler restriction for
gxamination purposes as indicated 18 proper,”

{See 008 File History, Tab 8, 7/3/86 Office Action (AM-1TC 00952300)).

148. The fanguage of the claims identified in the Examiners’ restriction

requirement is shown in the following chart, which I may use in connection with my testimony:

Restriction Group | /1 e Claim Language .

| Group b Polvpeptide | L & purified and isolated pelvpeptide having part or 2l of the primary strecturad

i conformation and ong or more of the Bictogical propenties of natembiyv-oucurring
ervihrepoietin 2ad churscterized by being the praduct of prokanvatic or eukaryatic
expression of un exogenous DNA sequence,

2 A polypeptide according to clainy | further characterized by being free of
association with any mammalian protein,

A polvpeptide sceording to claim § wherein the oxogenous DNA sequence i a
CEINA sequenoe.

=3 A pobvpeptide according to claim [ wherens the cxogennus DNA seguience s 8
manfnctared DNA sequence.

il

A poiyvpeptide sccording 1o claim | wherein the exogenous DNA seguenec s @
genomic INA sequence.

G, A polypeplide according to claim | wherein the exegenous DNA sequence i3
cartted on an awtehomous replicating circular DNA plasniid or viral veetor,

7. A polypeptide according Te claim | possessing part or all of the primary structiral
conformation of human erythropoietin as set forth in Table V1 o2 any mtarally
oeeurting wllelic varlan! trereof.

K, A polypestide aceording to olaim 1 possessing past o a8 of the pramary structurst
confurmation of monkey envthrepoictin s set forth in Tabde ¥ or sy natuerally
aegurting allelic variant duereol

G, A polypeptide according 1o claim | which has the immunaiogical properties of
naturably-sechsring orythropoictin,

1 A polypeptide sccording to claim | which has the iz vive hiojupical activity of
nataratly-ocesring erythropoictin,

11 A polypeptide sccording to claim 1 which has the in vitro biotogical actdvity of
naturaliy-occurting ervthropoietin,

12, A polyvpeptide sccording w elaim ) funher chareterized by being covalently
aesosied with g detectible fubet subitance.

64
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<,

Ly

Ciaim Language

A polypeptide aceording to claim 12 wherein seid detectable kabel s a8 radicibel.

A polypeptide product of the expression of s DNA sequence of claim 14 ina
profaryotic o eukaryotic host.

A polypeptide preduct of the expression in a prokaryotic o eukeryolic host ccl of a
DNA sequence secording to clatms 17 or 34,

A glvcoprotein product having 2 primary structura conformation sufficiently
dugplicative of that of a naturatly-occurring erythrepoietin to allow possession of one
ur more of the biclogical properties thersof and having an average carbohydrate
composition which differs from thut of naturallv-occurring ervthrepoietin,

A wlveeprotein product having 2 primany struciurad conformation sulficiently

dupitcative of that of & natsrally-cecurring human erythropaictin o shlow
possession of one or more of the biological properties thereol and having an
average carbohydrate composition which differs from that of naturatly-cccurring
fiman erythropoletin,

A synthetic polypeptide having part of all of the amino acid sequence s set forth in
Table V and having ane or more of (e f vivo of in vitro biological sctivities of
naturably-eceurring monkey crvthropoietin,

A synthetic polypeptide having pant of alf of the amine acid sequence us set forth in
Tuble V1, other than a seguenee of residues entirely within the sequence numbred
? through 28, und kaving o blological propeny of naturiily-nocurring human
erythrnpoictin

A synthetic polypoptide having part of afl of the secondiry confornution aof prars o

att of the amine seid sequence get forth in Table VI, other than o dvgieorer of
residues sntiredy within the sequence numbered 1 fhwough 28, having o bislogical

propory of aatueally-occurring human enythropaietin,

A process for the production of a polypeptide having part of ol of the primary
structural conformation and ene or more of the biclogicat properties of naturally-
cccurring erythropoletin, suid process comprising: growing, under suitable notrient
conditions, prokaryotic or cukaryotic host cells wansfornied or iransfected with a
DNA vector socording to clabm 37, and isclating desited polypeptide produscts of
the expression of DNA sequences in siid vector.

An artibody substanee characterized by immunoreactivity with ervihropoletin and
with a1 synthetic polypepiide having s primary steactursf conformation substantiatly
duplicative of 2 continuous sequence of amine acid residucs extunl in niturally-
oecurring envthropoictin oxcept for any polypeptide comprising 2 sequence of
amino acid residues entirely comprehended within sequence, A-P-P-R-L-1-C-D-5-
RVLAE-RAY-L-L-E-ACK

At antibody according to claim 31, which is & moseclonal anttbody.
An antibedy secording to clvim 31, which is & polyclonal antibody.

An antibody according to clains 51, which is immwnoresclive with ervibropeictin
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Restriction Group | .~ -~~~ - v o0 oo - Claim Language © -

Cand a syn:hcmp-:}%},;fcudcinv:.wchscqumc §|C‘.ICF=C::
-1 I\\"\! AW ELRAA VG KB AL SR DA AR VoY ol
LB Ga R R LY TGl A O RGO DR

9. A polvpeptide product of the expression of a DNA sequence zecording te chim 38
s prokiryosic o eukaryotic bost eeth

Group Il INA . A DNA sequence for use in seduting expression in g prokur\ otic or eukaryotic host
cell of a polypeptide product havmg at jeast a part of the primary struciura
conformation and one of mere of the biological propertics of neturally-orewring
ervihiropoietin, said DNA sequence selected from winong: {2} the DNA scquence
set out in Tubles V and V1 or their complementary strands; (b} DNA sequences
which hybridize to the DNA sequences defined in (a} or fragments thereoll and {¢}
DNMNA sequences which, bui i'u e degeneracy of the genetiv code, weuld hybridize

w the DNA sequences defined i {a) or (b,

15 A prokaryote or cukanvatic hast cell trunsformed or trumfeeted with g DA
seguence weootding o chom B in a manaer allowing the host ool to express said
podypeptide product,

17, A purificd and isolated DNA sequence coding Tor prokanvotic of cukirnvotic bost

expression of a polypestide having part or all of the primary structurad conformation
and one or more oF the biological sctivities of ervthroportin,

T8, A cDHNA sequence according 1o elaim {7,
19, A monkey species envihropoietin coding BNA sequence according to claim {8,

0. ABDNA sequence sccgrding to claim 19 and including the protein coding region set
forth i Figure 3

21, A genomic DNA sequence soconding to chim 17,
27 A human specivs envthropoletin coding DNA sequence according to claim 21

-

23 A DNA sequence according w elaim 22 and including the protein coding region sot
{orth in Fisure 6,

24, A menufectured DNA sequence seeording o claim 17,

25, A manufaciured DNA sequence dLCOfdlil“ to claim 24 and ineluding ane or more
codons preferred far expression in £ coli cells,

26, A munefacired DNA seguence according to olaim 23, coding for expression of
human speces ervibrepoieting

270 A munufacnred DNA sequende accarding to clim 26 moluding the protein coding
eeuton set forth in Froure 7.

28, A mmwfactured DNA seavence scvording to clabn 24 and ¢ i Et;dmsz ane of fore

66
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Restriction Group |-t Claim Language .

codens preferred for expression in yeast cells.

29, A manufactured DNA sequence according to claim 28, coding for expression of
humun species enythropoietin.

300 A manufaciured DNA scquence according o cfaim 29 including the pratein coding
region set forth in Figure 8.

310 A DNA secuenee seeording to olaim 17 covalently sssociated with 2 desestable

! {obet substance,
320 A DNA sequence according 1o claim 31 wherein the detectable labse! i5 3 richinlabel,
330 Asingle-strand DNA sequence sceording o claim 33, :

34 A purified and isolated INA sequence coding for x polypentide frapment or
polypeptide anatog of naturaliy-occurring ervihropoietin,

35, A DNA scqu“mc vOdI!!g, for %Ph” \}er}. {P".tw}ugf—ﬂ;&. E],hc“s}z‘f{ﬂ}‘ “ ﬁﬁ}}:;&;:%)' 1."\5!‘;:
des- pf@ throus "h He® iJ T {dc‘:»'ﬁw‘ u thro Jgh i‘si'g'%};—;-}w L {Lﬂ?*ﬁj};q;m},

360 A DNA sequence accending to claim 34 which bs a manelactured sequence.

38, A pwified and Boluled DNA sequence as set out in Flgure 3 or 6 or a frzgment
theseof or the complementany strand of such 2 sequence or fagaient.

61, A biolegically functional circutor plasmid ar viral DNA veotor including 3 DINA
seguence according to claim 14,

62, A prokaryotic o eukaryotic host cell stably transformed or mansfected with 3 DNA
verier according 1o clim 61,

63. A biologically functional circular plasmid or viral DNA veetor including a DMNA
sequence according fo claim 17,

&1 A prokarvolic or cukarvalic host coll stably fransformed or transfected with a DNA
vector sccording o claim 63,

A% A biclogieally functiona] cireolar plasmid or viral DNA wootor inchuding o EINA
segience according o Claln 34

&6, A prokanvotic or cukanvotic hest cel! siably trnsfonmed or tnosfected with 5 [INA
vester sccording to claim 65,

$7. A biologleally fnctions chroular plasmid or viral DNA vector including 2 IINA
sequence according w clzim 335

68. A prokuryolic or enkuryolic host ol stably sransformied or transfedted with 3 DNA
vector aecording to ofaim 67,

69, A process for the production of & polypeptide having part or alt of the primary
structursd confermation and one or more of the hm!e;ua% sctivities of satunlly-

67



