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Sir:

RE3PONSE TE) OFFICE ACTi0N, SUBMISSKJN UNDER 37 C.F.R. § 1.114,

AND PETlTi0N FDR EXTENSION 0F TIME

In repiy to the Finai Office Actipn mailed September 16, 2011 (“Office Action”),

Applicants respectfutly request reconsideration of the claimed invention in View of the

foilowipg amendments and remarks. This paper fulfilis the requirements pi‘ a

submission under 37 C.F,R. § 1.114, and is flied tegether with 3 Request for Ceniinued

Examination (REE).

Applicants hereby petition for e one-month extension of time to respond to the

Office Action, extending the period for resppnse to January 16, 2012. The requisite

exiensien~of—-time fee is being paid ccincurrentiy with this filing.

Amendments tn the Claims are reflected in the iisting of clairne, which starts on

page 2 of this paper. Remarks foiiow the amendment sections at this paper and start

an page T.
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REMARKS

1. Status of the claims and amendments

Upon entry of the instant amendments, Claims 24, 26, 27, 29, 30, 32, 34-36, 38,

39, 41, 42, 44, 45, :37, and 54-57 will he pending in this appiieatien. Ciaime 25, 28, 3?,

33, 37', 40, 43, 45, and 48-53 are cancelled in this Response without preiudice or

disclaimer. New claims 545.? are added in this Response and find support, tar

exampie, in the specification at 11 {@0531}

Applicants amended ciaim 24 to recite a fermuiatioh comprising “about 50 mgmi—

‘l at tulixestrant; about ‘i()‘’/-.» wfv of ethanoi; about 10% wfv of benzyi alcohel; and about

15% wfv at benzyl benzoatef‘ Support for this amendment can be found, for exampie,

in the specification at ‘M {Q9721-{G075}. Appiicante also amended claim 24 to recite that

the method achieves a therapeutieaiiy significant bioed piaema fulveetrant cencerntration

“for at least four weeks.” Suppert far this amendment can he found, for exampie, in the

specification at 11 {0052]t Applicants amended ciairn 36 in a eimiiar manner ta eiaim 24,

with supper’: in the same portions of the specification as the ameneimente to claim 24

mentiened ahave. Appiicante amended ciaime 32, 34, «£4, and 46 to change their

dependency because the claim from which each depended has been cenceileci in this

Response. Mane of the claim amendments introduce new matter.

Ciaime 24, 26, 27, 29, 30, 32, 34, 35, 54 and 55 are directed to methods for

treating a hormenai dependent benign er malignant dieeaeeof the breast or

it Uhieee etherwiee eeecitied, ail citatione to the instant specification refer to the
eagination in the puhiisheci apeiicatien, US 201019152149.
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reproductive tract comprising administering intramuscuiariy to a human in need of such

treatment a formulation t:omprising various components. Claims 36, 38, 39, 41, 42, 44,

46, 47', 56, and 57 are identical to claims 24, 26, 2?, 29, 30, 32, 34, 35, 54 and 55

except that the phrase “formulation consisting essentiaiiy of’ replaces the phrase

“formulation eomprising‘ the various components.

1]. Statement of Substance of interview under 37 (:.F-R. § 1.'¥33(b}

Applicants wouid like to thank Examiner San Ming Hal for granting a personal

interview to Appiicants an August 4, 2611. Applicants present this Statement of

Substance of interview in connection with that interview soondueted between Examiner

San Ming Hui, the undersigned, Dr. Patti R. Geilert (AstraZeneca Pharmaceuticals), and

Mr. Ailen F. Gites {Astrazeneea Pharmaceuticals).

During the interview, the undersigned and the Examiner discussed the then

pending claims 24-53 and the disclosures of the toliowing references: a) Hawaii et ai.,

“Pharmaeekineties, Pharmacological, and Anti-mmour Effects of the Specific Anti-

Estregen iCl ’l82?'8C.i in Women with Advanced Breast Cancer,” Brit J. Cancer 74:300-

308 (1996), a) European Patent Appiicatien No. EP 0 346 die, and Meteskey et ai.,

“Tamoxifen-Resistant Fibroblast Growth Factor-Transfected MCF-7 Cells are Cross-

Resistant in Vivo to the Antiestrogen {Cl 182,780 and Two Arornatase inhibitors," Clih.

Cancer Res. 4:69?-Y1 '3 (1998).

At the interview, the undersigned aise mentioned the status of the lawsuit

between Astrazeneca Pharmaceuticals and ‘fairs Parenteral Medicines concerning a

generic: product containing 50 mg/ml of fulvestrant, which was aiso mentioned in the

information Disclosure Statement fiied on June 20 , 201i.

-3-
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No agreement was reached and the Examiner indicated he would consider the

information presented at the interview in the preparation of the next Office Action.

Ill. Double Patenting Rejection

The Office rejected claims 24-53 under the noneiatutory obviousnese-type

double patenting doctrine as being unpatentabie over: (a) oiairns 1-8 of US. ‘atent

No. 6,774,122 (“the *1 22 patent”) and (b) claims 14 2 of LL8. Patent No. 7,456,‘i60 (“the

WEB patent”).

With the sole purpose of expediting prosecution, Applicants submit a Terminal

Disclaimer concurrently with this Response, which shows common ownership of the

instant application and the ‘i22 and ’160 patents and should obviate this rejection.

Aooordingiy, Applicants respestfuiiy request that this retention be withdrawn.

The filing oi‘ the Terminal Disclaimer is not an admission of the aileged

obviousness of the instant siaims in light of the ciaims in the '1 22 and “:60 patents.

See, e.g., M.P.E.P. § 8(}4.02.ii; Quad Environmental Teonnoiogies, Corp. if. Union

Sanitary District, 946 F.2d 870, 874 (Fed. Cir. 1991).

W. Errors in the specification

Applicants wouici like to remind the Office of certain errors appearing in the

instant specification. Applicants mentioned those errors in the Deciaration Under

35 U.S.C §t.132 of Dr. Paul Getiert tited on August20t:18(“the Gellert Declaration"), in

the parent appiication (Appiication No. “i0!8?2,784). Applicants iisted the Geliert

Declaration in an inforrriation Disciosure Statement being filed oonourrentiy with this

Response.
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V. Rejections under 35 U.S.C. 103(3)

The Office rejected claims 2463 under 35 U.S.C. iO3(a} as being unpateniatnie

over it/icLesl<ey et ai,, Clinical Cancel Research 4:89?’-711 (i998) (“Mci_esirey’); in View

of European Patent Specification No. EP 0 346 (314, which names Michael Dukes as

inventor (“Du.i<:es"); Osborne ei all, Journal of National Cancer institute, 87(20}:7’45-750

(i995) (“Osborne"}; and the abstract of Wakeling et al., “lCI ‘l82,?80, J. Steroid

Biochemistry and Mclecuier Biology, -t~3(’l -3):? ?’3-~'i 7? (1992) (“Wakeling”). Office Action

at 5.

According to the Office, McLesl<ey teaches “a etuo[y] employing subcutaneous

injection of fulvestrant to nude mice” and a “fuivestrant formuiaiion containiingfl Sfirngfmi

in a vehicle of 10% ethanci, 15% benzyl benzoate, 10% benzyl alcohol brought to

volume with castor oil." Id. The Office acknowieoges that McLesl<ey does not expressly

teach “the use of tulvesirant in treating hormonal dependent diseases of breast”, “the

dosing regimen in be once a month, intramuscuier administration”, “the volume

administered”, or “the herein claimed serum concentration of fuivestrant." id.

in the Oi‘fice’s view, Dukes teaches that “antiestrogen agent[s], including

fulvestrant, via intramuscular route of administration may he used in a dosage of 50mg

to 59 in vehicle comprising castor oil anti benzyi alcohol.” id. at 5-6.

The Office cites Osborne as teaching that fuivestrani is “useful in treating human

breast cancer" (to. etc) and Walrefing as teaching that “the administration of fullvestrant

(H3! 182789} demonstrat[es} the antiestrogenic effect for over a “l month period.” In’.

According to the Office “[i§t would have been obvious to one of ordinary Sklli in

the art at the time the invention was made to employ fuivesiranl: in [Mctesirsy], in the

-19-
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