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This ls a communication from tha examiner in charge of your application

COMMISSIONER OF PATENTS AND TRADEMARKS ' C OP‘(

BTHB application has been sxaminad 1 Responsive 1o sommunlcation filedon I:] This action is muda final.
)

A shortened statutory period for rasponse to this action s set 1 expira ,2 month(s), __~———tiys from the data of this lelter.
Faiture 1o respond whhin the period for response wiit cause the application to become abandoned. 35 U.S.C. 133

Part| THE FOLLOWING ATTACHMENT(S) ARE PART OF THIS ACTION:

. D Notice of Referances Ched by Examiner, PTO-892. D Notice of Draftsman’s Patent Drawing Review, PTG-348.
Noilce of Art Citad by Applicant, PTO-1449. Notica ot Inioml.—.d Patent Apphwﬂnn PTG-152.

3.
5. [:] Infarmation en How to Effect Drawing Changes, PTO-1474, 6 / 4 ggm!mg?g Yorm FPTo—f13 .

Part it  SUMMARY OF ACTION
1. B crams 20 4 2= (5

Of the above, claims

are pending in the application,

are withdrawn from consideration
2. D Clalms,

have been cancelled.
3. D Claims are aflowed.
4. EZ Clalms 70 + 7,/7\_ 75 e rejocied.
8. D Claims are objected to.
6. D Claims are subjett 10 reslriction or election requirement,

7. D This appllcation has baen filed with informal drawit igs under 37 G.F.R. 1.85 which are acceptable for examinaton purposes
8. D Formal drawings are required In respange to this Office action,

9. [j The corrected or substitute drawings have haen recelved on . Under 37 C.F.R. 1.84 thase drawings
are [} acceptable; L not acceptable (see explanation or Notlee of Draiisman's Patent Drawing Review, PTO-648).

€18Y10 LT NV

10. D The proposed additlonai or substiiute sheet(s) of drawings, filed on

. has (have) been [Japproved by the
examiner: [l disapproved by the examiner (see axplanation).

11. L—.] The proposad drawing correction, filed

_.hasbeen [Japproved; [3J disapproved (ses explanation).

12, D Acknowlgdgement is made of the claim for priatity under 35 U.S.C. 119. The certified copy has [ been received L[] nol been received
LI been fited in parent application, sarlsl no. ililed on__

13. D Since this application apppoars to be in condition for allowance except for formal Matters. DrAgACIMIAN 56 #n tha maces I 0o - 3 1=

AM-ITC 00454749
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Art Unit 1805

At the request of the Director of Group 1800 (see Paper No. 40), this application has been
withdrawn from issue and prosecution is hereby reopened.

Claims 70 and 72-75 are rejected under the judicially created doctrine of obviousness-type
double patenting as being unpatentable over claims 1-6 of U.S. Patent No. 4,703,008 in view of

5 Yokota et al. (U.S. Patent No. 4,695,542}, Yokota et al. teach methods of producing a
alycosylated protein (GM-CSF) using DNA encoding a manmmalian GM-CSF.  Although the
conflicting claims are not identical, they are not patentably distinct from cach other because it
would have been obvious to one of ordinary skill in the art to modify the method of Yokota et
al. by substituting the instant erythropoiletin encoding DNA for the DNA encodng GM-CSF. To

10 do so would be using a known method for its known and expected purpose.

The obvicusness-type double patenting rejection 1s a judicially cstablished doctrine based
upon public policy and is primarily intended to prevent prolongation of the patent term by
prohibiting claims in a second patent not patentably distinet from claims in a first patent. [n re
Pogel, 164 USPQ 619 (CCPA 1970). A timely filed terminal disclaimer in compliance with 37

15 CF.R. § 1.321(b) would overcome an actual or provisional rgjection on this ground provided the
conflicung application or patent is shown to be commonly owned with this application. See 37
CFR. § 1.78(d).

Claims 70 and 72-75 are rejected under 35 U.S.C. § 112, second paragraph, as being

indefinite for failing to particularly point out and distinctly claim the subject matter which
0 applicant regards as the invention.

Claim 70 is vague and indefinite in the recitation "an in vive biologically active
erythropoietin polypeptide.” Applicant has failed 1o set forth the meles and bounds of the

instanily claimed invention because il 15 not clear what activity or activities the erythiropoietin

polypeptide is intended to possess. The specification discloses an assay for measuring an in vivo
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1 ﬁdes made usmg the mslant ‘method- (page: 58 cxample 9}

- However “the’ specxﬁcahon also refers to \numerous other typcs of in vivo-biologically . activities
contemplatad fo"the erythmpmetm P()lypeptldes made w:th the instantly claimed met‘nod (page

"'wluch of these acfthxes apphcant ‘intends-:the - clalmed_": o

s ‘ ﬁol;&;eptt&es to° pnsses.sv 'Accordmgly, the ‘metes. and ‘bounds ‘of the- cla:med invention -are - |
: mdcﬂm’te. It is suggested that applicant may intend fo clajm a process for the preparation ofan .. :
ewthmpmeﬁn polypepnde havmg the in vive blologxcal property of causing bone marrow ccl!s

1o mcrease productmn of reﬁculocytes and red blood cells |
Certam ‘papers related 10 ﬂ'ns apphcatmn xﬁay b _submltte;d 0 Group 18&1 by facsimile ‘

10 transmxssxcm Papers should bc faxed to Group lSDO via thc PTO Fax Center located in Crystal

: Ma]l 1 (CMI) The faxmg of such papers must conform wu‘h thc notices pubhshed in the

Ofﬁcml Gaz:ette 1096 06 30 (0ctober 19 1988) and 1157 OG- 94 (December 28 1993) (bee 37

CFR. § 1. 6(d)). The CM1 Fax Center number is (703) 305-3014. NOTE If Apphc:mt does

submit a paper by fax, the ongmul signed copy should be retained by apphcant or applicant's

representative. WO DUPLICATE COPIES SIIOULD BE SUBMITTED so as 1o avoid the

processing of duplicate papers in the Office.

Any inquiry concerning this communication or earlier communications from the examiner

should be directed to Robert Hodges whose telephone number is (703) 308-4229. The examiner

can normally be reached on Mondsy~'fhursday from 7:00 AM to 430 PM. The examiner can

also be reached on alternate Fridays. i
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