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Office Action Summary

  

   U9fl'55,29'l EVANS ET AL.

Examiner Art Unit

San-ming Hui 1611? 7
-« The MAILING DA TE of this communication appears on the cover sheet with the correspondence address —

Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXF’lRE g MONTH(S) FROM
THE MAlL|NG DATE OF THIS COMMUNICATION.
- Extensions of time may be available under the provisions of 37 CFR r.-meta). In no event, however. may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If the period for reply specified above is less than thirty (30) days. a repiy within the statutory minimum of thirty (30) days will be considered timely.
- If NO period for repiy is specified above. the maximum statutory period will apply and will expire SIX (6) MDNTHS from the mailing date of this communication.
- Failure to reply within the set or extended period lor reply will, by statute. cause the application to become ABANDONED (35 U.S.C. § 133}.
— Any reply received by the Office later than three months after the mailing date of this comrnuniration. own it timely filed. may reduce any

earned patent term adjustment. See 3? CFR 1.T04(b).
Status

1) Responsive to communicationts) filed on 13 September 2002 .

2a)l:I This action is FINAL. 2o)® This action is non-final.

3)[:] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 0.63. 213.

Disposition of Claims

4) Claim(s) giflislare pending in the application.

4a) Of the above claim(s)_:

5)|:l Clairn(s)_ islare allowed.

BJEI Ctaim(s) gi.5_o islare rejected.

7)|:l Claimt-3}j islare objected to.

8)I:I Ctaim(s) __

Application Papers

9)I:l The specification is objected to by the Examiner.

10)I:I The drawing(s) filed onj is/are: all] accepted or b)I:I objected to by the Examiner.

Applicant may not request that any objection to the drawingts) be held in abeyance. See 37 CFR 1.85(a).

11)l:l The proposed drawing correction filed on :_ is: all] approved b)l:l disapproved by the Examiner.

 
 

 

 

  

islare withdrawn from consideration.

are subject to restriction andior election requirement.

If approved. corrected drawings are required in reply to this Office action.

12)C] The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. §§ 119 and 120

M 13)E Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(3)-(cl) or (f).

£08] All b)l:] Some " c)I:l None of:

1. Certified copies of the priority documents have been received.

2.E] Certified copies of the priority documents have been received in Application No.

3.I:l Copies of the certified copies of the priority documents have been received in this National Stage
appticalion from the international Bureau (PCT Rule ‘l7’.2(a)).

“ See the attached detailed Office action for a list of the certified copies not received.

a) 1:] The translation of the foreign language provisional application has been received.

’l5)I:I Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 andfor 121 .
Attachmenttsi

1) [1 Notice of Ftelerenoes Cited iprosszj
2) CI Notice of Draflspersolrs Patent Draining: Review {PTO-948)

4) El Interview Summary (PTO-413») Paper Noisl. __ .
5) El Notice of Informal Patent Application (PTD~152l

31$ |nfcln'nation Disclosure Statement[sl(PTO«144Q) Paper hints) ..-1'3 . 6} D Othen
U.S. Patent and Traderrnrlr Olfloe

PTO-326 (Rev. 04-01) Office Action Summary Part of Paper No. 13
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14)l:l Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(9) {to a provisional application).
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Application/Control Number O9/756.291 Page 2

Art Unit: 1617

DETAILED ACTION

The amendments filed September 13, 2002 have been entered. The cancellation

of claims 1-23 in the amendments filed September 13, 2002 is acknowledged. The

addition of claims 24-50 in the amendments filed September 13, 2002 is acknowledged.

Claims 24 — 50 are drawn to a method of treating benign or malignant disease of

the breast or reproductive tract.

The outstanding objection is withdrawn in view of the cancellation of the claims.

The IDS received September 13, 2002 ahs been considered.

Claim Objections

Claim 32 is objected to because of the following informalities: no period at the

end of the claim. Appropriate correction is required.

Claim Rejections - 35 USC § 112

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

The specification shall contain a written description of the invention, and of the manner and process of
making and using it, in such full. clear, concise, and exact terms as to enable any person skilled in the
art to which it pertains, or with which 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.

Claims 24-50 are rejected under 35 U.S.C. 112, first paragraph, because the

specification, while being enabling for cancer and certain hormonal-dependent benign

diseases of the breast and endometrial lining, does not reasonably provide enablement

for other non-hormonal dependent conditions of the breast and the reproductive tract.

The specification does not enable any person skilled in the art to which it pertains. or

Astrazeneca Ex. 2132 p. 3f 
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Appiicatianicantrai Mumeer; i39l755,2Q1 Page 3

Art Unit: 151?‘

with which it is most neariy connected, to uae the invention commensurate in scope with

these ctaima.

in the irtetantcaae, the epecitieatirm fails to provide infermatier: that would aiiew

the skirted artisan ta practice the instant invention without undue experimentation,

Attention is —directed to In re Wanda, 8 USPQ2d 1400 (CAFC H388) at 1404 where the

ceurt set forth the eight factors to censider when assessing it a disclosure weuid have

required undue experimentation. Citing Ex parre Forman, 23:3 USPQ 548 {Bd/Apia

198$) at 54‘? the ceurt retzited eight factere:

1} the quantity of experimentation necessary,

2) the amount of direetian er guidance provided,

3} the presence of absence of werkirrg exampiee,

4) the nature of the invention,

5) the state of the prior art,

6) the reiative eisziil efthese in the art

7) the preeictahiiity at the art, and

3) the breadth of the ciaima.

Appiicant fails to set ferth the criteria that define "benign disease at the breast

and reproductive tract". in the instant case, eniy a iimiteci number at “disease of the

breast and reproductive tract" exampiee are set ferth, thereby failing to premiere sufficient

working exampiea. it is hated that these examples are neither exhaustive. nor define

the type or kind of disease treated. The pharmaceutical art is unpredictable, requiring

each embodiment ta be individualiy assessed for physiatogieat activity. The instant

Astrazeneca Ex. 2132 p. 4f 
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Appiicatianlcontml Number: OQ!?56,29‘l Page 4

Art Unit: 1617’

claims read cin g; "disease of the breast and reproductive tract“ which including nrmn

hcirmonal-dependent meciicai condiiicms, such as yeast vaginiiis, bacterial vaginitis,

geniiiai herpes, viral vaginiiis, and sexual iransmittad diseases, necessitating an

exhaustive Search for the embodiments suitable to practice the claimed invention.

Applicants fall to provide information sufficieni to practice the claimed invention, absent

undue experimentation.

The feilowing is a qucriaiion of the seccind paragraph of 35 11.8.6. 112:

The s :ies:;ificatiori shall czonciude with me ctr more claims particulariy painting nut and distinctly 1
ciaiming ihe subject matter which the appiinzani regards as his invention. ’\...—»r»

Claim 32 is rejected under 35 U.S.C. 112, semnd paragraph, as being indefinite

far faliing to particuliariy paint out and distinctly claim the subject matter which applicant

regards as the invention.

Claim 32 is net understood b&£3ElUSB it is an incomplete claim.

Ciaim Rejections - 35 USC § 1'03

The follciwing is a quotation cf 35 U.S.C. 103(3) which iczrrns the ibasis for ali

obviousness rejeciicms set fczrlzh in this Qfiirse aciirm:

{3} A patent rrzay not be obtained though the invention is natlidantically disclesed um described as set
forth in section 102 {if this title, if the differences between the subject matter smighi to be patented and
the prior art are such that the subject matier as a whole wauld have been obvious at the time the

invention was made to a person having crciinary ski): in the art to which said subject matter periaina
Paieniabiiity shall not be riegaiived by the manner in which the invention was made.

Astrazeneca Ex. 2132 p. 5f 
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