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AMENDMENT AND RESPONSE

This is in mspcmse to the Acticsii mailed March 1”}, 2(}i)8, the time far responding to

which has %beenV isxtendeci to and including September 17, 2008 by ?atition and authorization for

payment of fees subinitted hicrewith. Pleaae amand the claims as preaenied below.

Table of Contents is presented an page 2 cofthis paper.

Table of References discussed is presanted ma page 3 of this paper.

Amendments to the Claims begin on page 4 ofihis paper.

Remarksr’Argumt:nts begin an page 6 of this paper.

Applicants wish in express {heir appreciation to the Examinar fer taking the iime far the

p¥3i'3OI13.1 interview on July 15, 2008, with the undersigned, Dr. Gellcri and two other

repreaentatives of Applicants’ assignee, which iiiteririew will also be discussed furthszr iieiow.

T113 Examin<~:r’5 attentiun is called to the accmmpanying Declaraiion of Dr. Paul Richarri

Gelllert and Attashinents thereto (hereinafter “the Geller’: Declaration"), pmti-axis inf which were

presented at the interview; and addiiional portions of which previcie further ‘factual and

documentary suppoii for the pateriiaiiility arguments presented during the interview

E: is l:a2:1ieved that arguments presented in this respeiise and the factual and ,{1OCL1I?(1fZ:11iEiI'“_‘y‘

supportLprovided by {bit Geilert Declaration sstafilish the patemabiiity of the amended claims

presented below and should place this appiicaficm in rm-niiiticin for allnwanca. Therefore early

and favorable consideration is respectfully requested. However, if any autatandiiig issues

nrzvizrthaless remain, it is respectfillly requested that the Examintiir 1f€::1€iphQnf: the undersigned to

expedite the resohyiiiin {if such issues and the ailowance of this applicatimn.
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Far convenience of reference, the Rmnarks will be presented under the section headings

Iisted in the fcslktrwing Table :)fC0ntents, brsginning an the gage noted:
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IN THE CLA1MS:

This listing of claims will replace all prior versions and listing of claims in the application.

Listing of the elaimx:

Claims 1«3«-4 (cancelled).

Claim 35 (new): A method of treating a. he-rmonal depcndent benign or malignant disease

of the breast GI‘ reproductive tract by administration to a human in need of such treatrnent an

imra—musr.:ular injecting of a pharinaceutical formulation comprising fulvesitrant, a mixtxxre of

from 10 1:0 30 % wsight cf a mixmre of ethaml and benzyl alcohol per volums of fommlation

and from 10120 25 % weight ofbenzyl benzoate per volume of fmzmulation and a sufficient

amcnmt of 21 casmr mil vehicle, whrsicby a therapeutically significant blmd plasma fiflvszstrani

concentration of at least 2.5ng*nl‘* is attained for at least 2 weekg after injectim.

Claim 36 (new): A methcbd cf treating a honnenal clerpendent benign car malignant ciiseage

cf the breast er reproductive tract by administratim ta a human in need of such treatment an

intra~muscular in} action cf3 pharmacetmical fcsrmulatien mmprising fillvestrant, a mixture of

from 10 to 30 % weight of a mixture of ethanol and benzyl alcohol per voluma of fonnulatian

and frum 10 to 25 % weight of benxyl benzcaate per volume of fonnulation and a sufficicnt

amount of a castor oil vehicle, whereby the fommlation cw:-mprises at least éfimgmfl of

fillvestrant.

Claim 37 (new): The method as claimed in claim 35 or 36 wherein the formulation

comprises a mixture of from 15 to 25 % Waight of a mixture of ethanol and benzyl alcohol per

volume of fortnulaiion and from 12 to 20 % wcight csf bcnzyl benzzoate par mlume mf

fcmnulation.

Claim 38 (mew): The methmi as claimed in claim 35 0: 36 wherein the forrnulation

caxnprises 3. mixture csf from 8.5 to 11.5 % wcigln of ethanol per volume of f0m1ulation, fmm

8.5 to 11.5 % weight ivflzsenzyl aicelml per ‘volume sf formulaticm and E2 is 18 % weight of

DB l;a§ZC:‘i‘{3.i£r3.3.
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benzyl benzoate per volume of fonnulatitm.

Claim 39 (new): The method as claimed in claim 35 wherein the bleed plasmalfulveslrant

cuncentration is attained for at least 3 weeks after injaclion.

Claim 40 (new): The method as claimed in claim 35 wherein the blood plasma fulvestrant

concentration is attained far at lsast 4 wcelzs after in}action,

Claim 41 (new): The mstlmd as. claimed in claim 35 wherein a therapeutically significant

blood plasma fulvestrant concentration cat” at least 3ngrnl" is attained for at least 2 weeks after

injectian.

Claim 42 (new): The method as claimed in claim 35 wherein a therapeutically signifmant

blood plasma fulvestrant cmncentratian of at least Syfingml" is attained for at least 2 weeks after

injactiim.

Claim 43 (new): The metlmci as claimed in claim 35 whensin a therapeutically significant

blond plasma fulvestrant ceneentration of at least 8.5ngml" is attained for at least 4 weeks afier

injection,

Claim 44 {new}: The methed as claimed in claim 35 01‘ 36 wherein the total volume sf

the fonnulaticen administcred to said human is ffoml 0.1‘ lags, and tha cztmcfirtttation of fillvestrant in

said formulaticm is at least 45mgml".

Claim 45 (new): The method as claimed in claim 35 or 36 wherein the total vcslume of

the forrnulation administered to said human is éml or less, and the total amount of fulaxestrant in

said mlums: sf fmmulatizm is 250mg or more.

Claim 46 (new): The method as claimed in claim 35 or 36 wlmrein the benign or

malignant disease is ljreagt calmer.

DB l:v63(l7Ql63.l
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