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Serial No. ©8/202,874

Art Unit 1804

The disclosure itc cbjected to because of the ioll;ving informalities.

(a) In claim 96, “to mammal® should be changed to "to & wemmal® (see
Office action mailed August 16, 1994, page 2).

(b} At page 9. line 20, *(Citations omitted)® is not understood (Bee
Office action mailed August 16, 1994, page 2).

(c) In the amendment filed February 22, 1995, in the description to

N Figure 3, "hov® should be changed to *shov”.
Appropriate correction ie required.
The amendment filed Februasry 22, 1995 is objected to under 35 U.S.C.
§ 132 because it introduces nev metter into the specificetion. 35 U.S.C.
§ 132 states that nc amendment shall introduce nev matter into the disclosure
of thé invention. The added material vhich is not supported by the original
disclosure is as follovs.

(a) The description to Figure 6 is nev matter because spplicent does
not point to basis in the specification as filed for the
amendment.

(b) The description to Figure 14 is nev matter because spplicant does
not point to bacis in the specification ese filed for the
amendment.

(c) There is no besis in the specificstion as filed for *SpCEPO* in
the description to Figure 17.

Applicent is required to cancel the nev smatter in the response to this

Office action.

The folloving is a quotation of the first paragraph of 35 U.S.C. § 112:

E202874C. TXT" 2 85/15/95 15:16
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Serial No. @8/2¢2,87:

Art Unit 1804

The specification shall contain a vritten description of the invention,
and of the manner and process of waking and using it, in such full,
clear, concise, and exact terms as tc enable any person skilled in the
art to wvhich it pertains, or with vhich it is most nearly connected, to
make and use the same and shall set forth the best mode contemplated by
the inventor of carrying out his invention.

The specification is objected to under 35 U.§.C. § 112, first paraegraph,
as the specificetion, as originelly filed, does not provide support for the
invention ag is nov claimed. The recitaticn of *fragment thereof® in claim 89
is nev matter. This objection and the following rejection are repeated for
reasons already of record le.g., 0ffice action mailed August 16, 1994, page
3).  Applicent’s arguments (paper no. 42, page 8) sre not convincing because
pages 91-92 of the application discuss fregments of mature EPO, while Figure €
(referred to in claim 89) discloses unprocessed EPO.

Claims 89, 93-95, and 98 are rejected under 35 U.S5.C. § 112, first
paragraph, for the reazsons set forth in the objection to the specification.

Claims 87, 89, 90, 93-96, and 98 are rejected under 35 U.S.C. § 112,
seconc paraegreph, as teing indefinite for failing to particularly point out
and distinctly clain the subject matter vhich applicant regards as the
invention.

(a) The recitation of “heving glycosylation vhich differs from that of
human urinary erythropoietin® (claim 87) is vague and indefinite
because there is no glycosylated standard for human urinary EPQ.
This rejection is repeated for reasons blready of record (e.g.,
Office action mailed August 16, 1994, peges 4-5, item (b)).

Applicant’s arguments (paper no. 42, pages 8-9) and the coepy of

the statement by Dr. Cummings are not persussive because neither

E202874C. TXT~ 3 05/15/95 15:16
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Art Unit 1804

points out hov one of skill in the art vould knov vhether @ given
sample of EPC had a glycosylation that differed from that of human
urinery EPO in the abesence of a standard.

(b} The recitation of *Iragment thereof" (claim 89) ig vague end
indefinite because no lover limit of fragment size is mentioned.
Thie rejecticen is repeated for reasons alresdy of record (e.g.,
Office action mailed August 16, 1994, pece 5, item (c)),
Applicant’s argument (paper ne. 42, pege S, item 4) ie not
convincing because applicant faile to address the issue of an
absence to recite a lower limit for the fregeent size.

(e) Claim 9@ is vague, indefinite, and incomplete becsuse there ig no
antecedent basic for "the signal sequence of human erythropoietin
set out in FIG 6". There is no signal sequence identified as such
in FI1G 6. Applicant’s statement {paper no. 42, page 9, item S)
confirms the basis of the rejection. Accordingly, thie rejection
ie repeated for reasons already of record (e.g., Office ection
wailed August 16, 1994, page S, item (d)).

The text of thoce sections of Title 35, U.S. Code not included in thie

action can be found in a prior Office action.

Claims 87-98, 93, and 94 are rejected under 35 U.S.C. § 102(b) as -
anticipated by or, in the alternative, under 35 U.S.C. § 103 as obvious over
either one of Sugimoto et al (U.S. 4,377,513) or Chiba et al. This rejection
is repeated for reasons already of record (e.g., 0ffice action mailed August
16, 1994, paragrepb running from pege 7 to page 9). Applicant'a arguments
(paper no. 42, psges 1@-11) are not convincing because applicant merely

05/15/95 15:16
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Art Unit 1804

asserts that neither reference disclosees or enables the production of human
EPO0. No evidence of any difference betveen the products of the references and
the products embraced by the claims is preeented. This is not an invitation
to present such evidence subsequent to 2 final Office action.

Claims 935, 96, and 98 are rejected under 35 U.S.C. § 183 as being
unpatentable over Sugimoto et al. Thie rejection is repeated for reasons
slready of record le.g., Office action wailed August 16, 1994, first full
paragraph on page 9). Applicant’s argument is not convincing for the reasons
aiven in the preceding rejection. Applicant did not argue this rejection
separately from the reiectiun over Sugimoto et sl ae outlined sbove.

Claims 89, 90, 93, and 94 are rejected under 35 U.5.C. § 102(bd) as
anticipated by or, in the alternative, under 35 U.S.C. § 103 as obvicus over
either one of Espada et al (Fed. Proc. 41: 1159 (1982)) or Miyske et al (J.
Biol. Chem. 252: 5558 (1977)). This rejection is repeated for reasons already
of record (e.g., Office action mailed August 16, 1994, page 9, second full
paragraph). Applicant’s argument (paper no. 42, page 11) and the copy of the
statement of Dr. Cummings are not convincing. Neither the argument nor the
statement of Dr. Cummings identifies either of the references. Thie is not an
invitetion to submit further evidence subsequent to a final Office action.

Clain 95 is rejected under 35 U.S5.C. § 183 as being unpatentable over
either one of Sugimoto et al or Chiba et al as applied to claime 87-58, 93,
and 94 above, and further in viev of applicant’s admitted state of the prior
art (pasge 87, line 29 through page 88, line 28). This rejection iB repested
for reasons alreedy of record (e.g., Office action mailed August 16, 1994,
paragraph bridging pages 9-1@). Applicant srgues that the primary reference

E202874C. TXT~ S 85/15/95 15:16
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Art Unit 1804

fails. The discussion in connection vith Sugimoto et al and Chibe et al
hereinabove ic incorporated here.

Cleim 95 is rejected under 35 U.S.C. § 1@3 as being unpatentable over
either one of Ecpada et al (Fed. proc. 41: 1159 (1982)) or Hiyeke et al (J.
Bicl. Chem. 252: S558 (1977)) as spplied to cleims 89, 9@, 93, and 94 above,
and further in viev af applicant’s admitted state of the prior art (page 87,
line 29 through page 88, line 28). This rejection is repeated for reasons
already of record (e.g., Office action meiled August 16, 1994, first full
paragraph on page 12). Agpplicant argues that the primary reference fails.
The discussion in connection with Espade e§ 8l ond Miyske et al hereinabove is
ancorporated here.

Claime 96 and 98 are rejected under 35 U.S.C. § 183 as being
unpatentable over either one of Sugimoto et al or Chiba et al as applied to
claiwms 87-98, 93, and 94 above, and further in viev of Papayannopoulou et al.
This rejection it repeated for reasons already of record (e.g., OQffice action
mailed August 16, 1994, second full paragraph on pege 12). Applicant argues
that the primary reference fails. The discussion in connection with Sugimoto
et al and Chiba et al hereinabove is incorporated here.

Claims 96 and 98 are rejected under 35 U.S.C. § 183 as being
unpatentable over either one of Espada et al (Fed. proc. 41: 1159 (1982)) or
Miyeke et al (J. Biol. Chem. 252: 5558 (1977)) as applied to claims 89, 90,
93, and 54 above, and further in viev of Papsyannopoulou et al. This
rejection is repeeted for reasons already of record (e.g., Office action

meiled August 16, 1994, peragrsph bridging peges 10-11). Applicant argues

E202874C. TXT~ 3 85/15/9S5 15:16
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Art Unit 1884

that the primary reference fails. The diccussion in connection with Espada et
al and Miyake et 2l hereinabeve is incorporated here
THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of

time policy as set forth in 37 C.F.R. § 1.136(a).

A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL ACTION IS SET TO
EXPIRE THREE MONTHS FROM THE DATE OF THIS ACTION. IN THE EVENT A FIRST
RESPONSE IS FILED WITHIN TWO MONTHS OF THE MAILING DATE OF THIS FINAL ACTION
AND THE ADVISORY ACTION IS NOT MAILED UNTIL AFTER THE END OF THE THREE-XONTH
SHORTENED STATUTORY PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE ON
THE DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUAKT TO 37
C.F.R. § 1.136(a) WILL BE CALCULATED FROM THE MAILING DATE OF THE ADVISORY
ACTION. 1IN NO EVENT WILL THE STATUTORY PERIOD FDR RESPONKSE EXPIRE LATER THAN
SIX MONTHS FROM THE DATE OF THIS FINAL ACTION.

Certain papers related to this application may be submitted to Group
1800 by facsimile transmission. Papers should be fared to Art Unit 1804 at
(703) 308-4312. The faxing of such papers must conform vith the rules
published in the Official Gazette, 1156 0OG €1 (Kovember 16, 1933).

Any inquiry concerning this communication should be directed to J.

Hariinell at telephone number (723) 3@8-@296.

= /2]

JAMES MARTINELL, PH.D.
SENIOR LEVEL EXAMINER
GROUP 1800

E202874C. TXT" ? 95/15/95 15:16
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