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This is a communication from the examiner in charge of your applicatian,

COMMISSIONER OF PATENTS AND TRADEMARKS

ﬁ] This application has been examined m Responsive to communication filedon [ ] This action is made final.

A shortened statutory period for response to this action is set to expire_.g_month(s), — . days from the date of this letter.
Failure to respond within the period for response will cause the application to become abandoned. 35 U.5.C. 133

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

L[] Notice of References Cited by Examiner, PT0-892, 2. ] Notice re Patent Drawing, PT0-948.
3. [] Notice of Art Cited by Applicant, PTD-1449 4. [} Notice of informal Patent Application, Form PT0-152
§. [ ] Information on How to Effect Drawing Changes, PT0-1474 6. ]

Part ll SUMMARY OF ACTION

1. m Claims 6 ? . ? { are pending in the application.

Of the above, claims are withdrawn from consideration.
2 [xj claims __1 = L& have been cancelled.
3. [ Clams are allowed.

-
4 ¥ claims 6 ; ~ ;3 are rejected.

5 [] cCiaims are objected to.

6. [ ] Claims are subject to restriction or election requirement.

7. :] This application has been filed with informal drawings which are acceptable for examination purposes until such time as allowable subject
matter is indicated.
8. [j] Atlowable subject matter having been indicated, formal drawings are required in response to this Office action.

9. [:_] The corrected or substitute drawings have been received on . These drawings are 1:] acceptable;
[T not acceptable {see explanation).

10. [T] The' ] proposed drawing correction and or the ~ ' proposed additional or substitute sheet(s) of drawings, filed on
has (have) been :_j approved by the examiner, j disapproved by the examiner (see explanation),
1L [ The proposed drawing correction, filed , has been Dapproved. ] disapproved (see explanation). However,

the Patent and Trademark Officc no longer makes drawing changes. 1t is now applicant’s responsibility to ensure that the drawings are
corrected. Corrections MUST be effected o accordance with the instructions set forth on the attached letter “INFORMATION ON HCw TO
EFFECT DRAWING CHANGES", PT0-1474,

L

12. ") Acknowledgment 1s made of the cfatm for prionty under 35 U.S.C. 119, The ceruitied copy has (] been received not been received

been filed in parent application, ser:al no, ; fried on .

13 ::] Since this application appears to be 1 condition for allowance except for forma! matters, prosecution as to the mertts 1s closed in
accordance with the practice under Ex parte Quayle, 1935 C.D. 11; 453 0.G, 213.

14. (] Other

%

\ | AM 27 033473

‘v, 7-82) EXAMINER'S ACTION

AM-ITC 00473422

RIS Ip

lma



19

Case 1:05-cv-12237-WG]Y Document 501-56  Filed 06/14/2007 Page 3 of 6

Art Unit 186 2
Serial Number 07/ 113,178

15, The text of those sections of Title 35, U.S. Code not included

in this action can be found in a prior Office action.

16.Claims 67 to 75 are rejected under the judicially created
doctrine of obviousness-type double patenting as being unpatentable

over ¢laims 1 to 11 of U.S. patent no. 4,667,016.

As set forth in the last office action, the recombinantly
produced erythropoeitin as instantly claimed, would have been a
prima facie obvious modification of the claimed process of producing
rezcombinant EPO recited in previously patented claims of Lai et al.
Of particular relevance here is the fact that the identical cell
lines used in the instant disclosure by applicant were used by Lai
et al to produce the impure recombinant EPO, whioh was then
processed according to the process of purification recited in the
claims. It is not likely that use of identical mammalian COS or CHO
cell lines to produce a recombinant species of EPO will give rise to
a species of recombinant EPO that differs in a material fashion from
the instantly claimed EPO product of applicant. Furthermore, this
rejection is not simply a rejecotion of the EPO as being
recombinantly produced, and therefore being equivalent to the unique
recombinant product as claimed instantly. Rather the rejection is
based upon the fact that identical source material of the
recombinant species of EPO purified by the procedure of Lai et al

will be indistinguishable from the instantly claimed product.
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This is not an identical patenting situation. The c¢laims of
the Lai et al patent are clearly directed to a process of producing
the species of EPO instantly claimed. Thus, no rejection over 35 USC

101, for identical type double patenting has been made.

16. The obviousness-type double patenting rejection is a
judicially established doctrine based upon public pelicy and is
primarily intended to prevent prolongation of the patent term by
prohibiting claims in a second patent not patentably distinct from
claims in a first patent. JZn re Vogel, 164 USPQ 619 (CCPA 1970). A
timely filed terminal disclaimer in compliance with 37 C.F.R.
§ 1.321(b} would overcome an actual or provisional rejection on this
ground provided the conflicting application or patent is shown to be

commonly owned with this application. See 37 C.F.R. § 1.78(d).

17. Claims 67 to 75 are rejected under 35 U.5.C. 112, first and
secend paragraphs, as the claimed invention is not described in such
full, clear, concise and exact terms as to enable any person skilled
in the art to make and use the same, and/or for failing to
particularly point out and distinctly claim the subject matter which

applicant regarde as the invention.

As pointed out in the discussions between applicant’s
representative Mr. Odre on 6/22/89, the claims as set forth continue
to be deficient under 35 USC 101. Applicant must recite that the

measure of EPO activity is based upon the ability of the recombinant
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EPC to cause human bone marrow cells to increase production of
reticulocytes and red blood cells. This is an essential and
critical feature of applicant’s invention, and is not presented in
the claims. Failure to recite accurately the means of discerning
the invention which is disclosed and ¢laimed renders said claims
deficient for failing to particularly point out and define that

which applicant considers his invention.

Applicant’s representative acknowledged that this modification
of the claim would be appropriate and forthcoming. No response has

been received as of the date of this action, however.

18. THIS ACTION IS MADE FINAL. Applicant is reminded of the
extension of time policy as set forth in 37 CFR 1.136{a). The
practice of automatically extending the shortened statutory period
an additional month upon the filing of a timely first response to a
final rejection has been discontinued by the Office. See 1021 TMOG

35.

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-MONTH SHORTENED STATUTORY PERIOD,
THEN THE SHORTENED STATUTORY PERICD WILL EXPIRE ON THE DATE THE
ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT TO 37 CFR
1.136(a) WILL BE CALCULATED FROM THE MAILING DATE OF THE ADVISORY
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ACTION. IN NO EVENT WILL THE STATUTORY PERIOD FOR RESPONSE EXPIRE
LATER THAN SIX MONTHS FROM THE DATE OF THIS FINAL ACTION.

19, Applicant’s arguments regarding points 1,2, and 4 of the
rejection over 35 USC 112 presented in the last office action are

persuasive, in view of the amendments to the claim 67.

19. The amendment to claims 67 also obviates the basis for the
rejeotion over the prior art of Sugimoto et al. The c¢laims, nov are
limited to species of recombinant EPO.produced by non-human host
cells and this obviates the basis for rejection as set forth in the

last office action.

20. Any consideration of applicant’s ooncern over the joining of
thie application to the interferences declared would be premature,
Thiz ¢ongideration and a determination therefrom will be appropriate

when thie application is in condition for allowance,

21, Any ingquiry concerning this communication or earlier
communications from the examiner should be directed to Examiner
Kushan whose telephone number is (703) 557-7627. Any inquiry of a
general nature or relating to the status of this application should
bg diregted t?ut¥§ Group receptionist whose telephone number is

{703) 557-0664.

Jpk M M
September 14, 1989. MARGARET MOSKOWITZ
SUPERVISORY
PATENT EXAMINER
ART UNIT 186
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