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Restrictibn t6_one,of.thé‘following inVentiqns_ié'
required under'35 h.S.C._12l: _ . . .
' I. Claims 1-13; 16, 39-41, 47-54 and 59, drawn to
polypeptide, classified in Class‘266,<subciés§al}2.
 1I. - Claims 14, 15,.17-36, 58 and 61-72, drawn to
'E;q.puA,lclassifieafin3c1a§§ 536, subclass 27. :
</ 1. Claims 37-38, drawn to plasmid, classified in
Y, ‘Clﬁss 435,ngbclass 317; _ o .
ig\l V. Cléims-42—46,‘drawn to.cells, classified in
Class 435, subclass 240.
V. Claims 55457;_draWn'to_phéfméceutical com?
position, classified in Class 435, subclass 177.
" VI. Claim 60, drawn to assay, classified in Class

435, subclass 6.

- Inventions I.ana‘II ﬁref:elatedfaslprocess of
making and product made.

" The invehtions‘ére distinct if either (1) the pro-
cess as claimed can be used to make another and
materially different product, or (2) the product as
claimed can be made by another and materially different
process. MPEP 806,05(f). S

In this case, thé'product as claimed may be made by =
a materially different product, suéh a$ isoldtion from a
naturally occurring. source.

Inventions II and III are relatéd as product and
_§rdcess of uge.

The inventions are distinct if .either (1) the pro-.

. cess for using the product as.claimed can be practiced
with another and materially different product, or (2)

the product as claimed can.be nsed in a materially dif-
ferent process of using the ‘product. MPEP 806.05(h). -
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Invthis'case; the product as elaimed may Be-made hy
a materlally dlfferent produet, such .as . 1solatlon from
“urine. . '
' Inventlons I and V are related as subcomb1nat10ns
) dlsclosed ‘as’ useable together in a sxngle ccmblnatlon.
uThe subcomblnations are dlstlnct from each other if they
.are shown to ‘be separately useable.. In the 1nstant
_case, 1nventlon I has separate utillty such as ‘use. 1n an
..assay. See MPEP 806 05(d). ‘ _
' Inventlons 1 and VI are related as subcomblnatrons
disclosed as~useab1e together in - a srngle comblnatlon.

The subcomblnatlons are dlstlnct from each other if they

are shown to be separately useable. In the 1nstant
case,. 1nventlon I has separate utlllty such as use -as a
pharmaceutlcal See MPEP 806 05(d).

' Because these. 1nvent10ns are dlstlnct for the
reasons given abOVe and have acqulred a separate status
71n the art because of - the1r recognxzed dlvergent subject
matter restriction for examlnatlon purposes as “indicated

1s proper. ‘ ]

In a prellmlnary amendment f11ed Aprll 24, 1986
Appllcant elected group II, clalms l4, 15 l7~36 58 and
61—~ 72 W1thout traverse. The- non—elected clalms are
withdrawn from further conSLderatlon.

' Chlngw1n et al (Ref C8) has ot been con51dered
because a complete copy of the artlcle was not among the

papers in applicants prior art statement.

R008891910
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The’folloWLng is ‘a quotatlon of the flrst paragraph
-of 35 U.s.C. 1l2: -

‘The - specxflcatlon shall contain ‘a. wrltten descrlp—

tion of - the: anentxon, and ‘'of the manner ' -and_pro-

i 0 full, cl T
-33531?5 mg%éngx “S%R é&' onegag¥e g% 'perggn'
skilled in the art to—whlch it pertalns, or with

. which 1t ‘is .most nearly ‘connected,. to make and use
the -same -and’ shall set forth the best ‘mode con-.
templated by the 1nventor of carrylng out hls
,1nventxon.

The speCLflcatlon is objected to under 35 u. S c.

112, f1rst paragraph, as faxllng to prov1de an - enabllng
dlsclosure. The-lnventlon depends on certa1n speciflc -

iplasmlds/ icroorganlsms.: ‘As such, a- de9031t is requ;red

.under 35 USC 112 Condltlons surroundlng the dep051t
o Awhlch must be met-are enumerated in MPEP 608 Ol(p)(C).
U///jThe deposxt papers supplled w1th the prellmlnary amend--
ment have been consxdered ' However, it is not clear .
;that appllcants promlses to replace ‘these cultures
should this become necessary. Assurance of compllance
may be in- ‘the form of an oath or declaratlon.
" Claims 14, 15, 17-36, 58 and 61-72 are rejected
V// under 35 U.S.c.,llz flrst paragraph, for the reasons
. set forth 1n the above objection to the speclflcatlon.
Claims 14, 15, l7 ~36, 58 and 61~ 72 are reJected _
-under 35 U S c. 112, second paragraph, .as belng 1ndefi—
_nite for falllng to partlcularly point out. ‘and

dlstlnctly clalm the subject matter. which applicant’

regards as the 1nvent10n. clalms 14, 15, 62, 64, 66,.

R008891911
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68, and claims depending. from them'are:unduly‘alter-”:
_native in-their_tecitation-df'Fprocaryetic or

- eucaryotic” host cell'as-these-are not. equivalent terms.

C1a1ms 14, 17, 34, 58, 69 72 and claims dependlng from

them are -indefinite in that the fragment size claimed is

so vague as to read on srngle base palrs. Purported i
llmitatlons as to "broldgiéal properties without
further characterlzatlons are so-: Lndeflnlte as to be

meaningless. Claims 14 20, 23, 27, 30, 58 and those

depending_onathem are 1ndefinite in that they refet to a

‘figure when they can be adequa;e}y expressediin'wordsi
ang

CIaim'14'has-impr0per Markush uage. Cla1m 69 Omlts

-‘the number of the. clalm it is. dependent upon.

35 U. S C. 101 reads as follows-

Whoever 1nvents or dlscovers any new-and useful
process, machine, manufacture, or composition of
matter or any new and useful improvement thereof,
may obtain a patent therefor, subject to the con-
ditions and requirements of this title.

Claims 14, 15, 17-36, 58 and'61f72.provisionally
rejected under 35 U.S.C. 10l as claiming the same inven-—
tion as that of c;g;ms;13—24 and 27 of copending appli-

cation Serial 582185,
- \ __________ T ’

. This is a prov1sional double patenting re]ectlon
since the conflrctlng claims have not in. fact been

. patented,

‘Claims 14, 15, 17-36, 58 and-61-72 are prov1—

'-51onally rejected under. 35 U, S.C. 101 as clalmrng the .

—48-ofrcopending

application Serial No. 655841,

“neq vo/0472007
ety

Page 6 of 10
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ThlS is-a provisional double patentlng IEJeCtlon
. since. the confllctlng clalms have rnot in fact been
patented : ‘ ) . .
Clalms 14, 24, 34 and 36 are rejected under 35
U.8.c. 101 because the. clalmed 1nventlon is dlrected
towards non statutory sub]ect matter. clalms 14, 24, 34
and 36 all read on’ the naturally occurrlng erythro-
p01et1n gene and- portlons of 1t present in-
erythrop01et1n-produc1ng cells. The purported'limita—
tlon of "manufactured"® ln c1a1m.24 does not dlstlngulsh
] er naturally occurring as it could read on DNA manu-
L////i:ctured-by the cell naturally. ‘As products of nature,
these DNA ‘'séquences are not subject to patent protec-

‘tion.

~ The follow1ng is a quotation of the appropriate
paragraphs of 35 U.S.C. 102 that form the basis for the
rejections under this seé¢tion made in this Office
action:

A person shall be entitled to a patent unless-

(a) the invention was known or used by others in
this country, or patented or described in a printed
publlcatlon in this or a foreign country, before
the invention thereof by the appl:.cant for patent

(b) the invention was’ patented or described in a

prxnted publication in this or a foreign country or

~ in public use or on sale in this country, more than
. one year prior to the date of" appl1cation for
patent in- the Unlted States.-

Claims 14, 24, 34’ and 36 are rejected under 35
U.S.C.V;QZ (b) as ant1C1pated_by or, in the alternative,
under 35 U.S.C. 103 as obvious over Sugimoto et al.

L// sugimoto_et,al‘teach_a cell line which produces' erythro-
-poietin.

It appears that the DNA inherently present in
. . ‘e

‘_\PAge 7 of 10
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these.celis'is the same as_the'DNA'claimed. vThﬁs appli-
‘cants DNA is the same as or obvious oVér-that of
. Sugihotp et al.‘- ) . - . 
‘ , ‘c1aims.:1"4‘,i15,‘ 17, 18, 20}_24,_'25., 26, 27, 33, 3a,
sa,fsl,‘sz, 63, 64, 65, 66, 69, 70, and 7l‘arerrejeé£ed

under' 35 U.S.C. 102(a) as being anticipated by Lee-Huang:
et al. The DNA éequepces,specifically claimed appeﬁr.t§
be the same as those hadeiby Lee~-Huang et al.
///’/Claims 14, 15, 17-20, 24, 33, 34, 36, S8, 61, 62,
63, 64, 65, 66, 69, 70, 71 are rejected under 35 U.S.C.
102 (a) as‘antiéipated by or, in'the alfernative, under
35 U.5.C. 103 as obvious ovér anticipated.Lin'et al.
The sequences cloned_by Lin et al appear to be the same
‘ as those of fhe'instant case.

The folloﬁing is a quotation of 35 U.gs.c. 103 which
forms the basis for all obviousness rejections set forth:
in this Office action: ‘ . ‘

. A patent may not be obtained though the inven-
tion is not identically disclosed or described as
set forth in section 102 of this title, if the
differences between the subject matter sought to be

ordinary skill in the art to.which said subject
matter pertains. Patentability shall not be nega-
tived by the manner in which the invention was
made. i ‘ ‘

Subject ‘matter developed-bycanother person, which
‘qualifies as prior,art_only;uhder subsection (f)
~and (g) of Section 102 of this title, shall:not
-preglude.patentability underjthis-section'wheré the

'_subjegt matter;and-the,claimedﬁinvention‘were, at - -
the time the-invention'was-made, owned by the same
person or subject to an obligation of assignment to
the same person. .= : ' . =

B

e e,
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Claims .14, 15,17, 18, 20, 21, 22, 23, 24, 34 35
36, 58 and 61-72 rejected under 35 U.s. c. 103 as. belnq
unpatentable over,Suglmoto et al in view.ofvSuglmoto et
al'in.vieunof Paddock'and Cohen et'al.' Sugimoto et al
-teach cells from whlch erythropoletln RNA can be’ xso—‘
'lated,-as they have a hlgh erythropoxetln-Eroductlon.
b, Paddock teaches maklng cDNA from RNA, and Cohen et al’

‘ -teach clonzng of ‘a desired strand of DNA. Further,
Sugimoto et al suggest that the erythropoietln gene could
be so cloned. Thus it would be obvious to one of ordi-
nary skill in the art to isolate and clone the erythro—

poietin gene, as the techniques for doing so are well

known in the art and the expected result is obtalned,

Claim 19 is rejected under 35 U.S.C. 103 as being
/ unpatentahle'over Sugimoto et al in view of Paddock and
| Cohen et al as applied to claims 14, 15, 17, 18, 20, 21,
\j 22> 23,.24V 34, 35, 36, 58 and 61 72 above, and further
in view of Farber et al. The process and productlon of
human EPO DNA is obv1ous as explalned supra. Farber et
al teach a monkey source of RNA for erythropoietin; and
its subsequent"translation.. Thue*in the ahsence of
unexpected. results, it would be obvious to substltute
one source of the MRNA - for another known source.

. Claims 25 30 are rejected under 35-U.8, C. 103 as

'belng unpatentable over Sug;moto et al in view of

\\Paddock and Cohen et. al as applied to claimal4 15, 17,_ :

-
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18, 20, 21, 22, 23, 24, 25, 34, 35, 36 58 and 61-72

above, and further 1n view of Bennetzen et al or Gouy et

~al. The process and productlon of the DNA is obv1ous,

as discussed supra. TUsing codons which are known to be

preferred by Lewin. The process and-productlon,of the
DNA is obvious, as discused supra. Lewin. teaches

radioactively labeled DNA, and its use. Thus in the

absence of unexpected results, it would be obvious to be .

label applicants' DNA, as its use is the same,

'Any inquiry concerning this communication should be

directed to Joanne M. Glesser at telephone number
703-557-0296.
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