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Re:  Request for Revision of Regulatory Review Period
FASLODEX
Docket No. 03-E0030
Client/Matter No. 056291-5080

Dear Sir:

Applicant on the subject Request for Extension of Patent Term, through undersigned
counsel, hereby requests reconsideration and revision of the Regulatory Review Determination
published in the Federal Register on April 17, 2003 (F.R. 68, No. 74 at 18992). In accordance
with 21 C.F.R. § 60.24(a) the following information is provided:

1 The Type of Action Requested

It is respectfully requested that the “date and exemption under § 505(i) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.P. 355(i)) became effective be corrected from the January
8, 1997 date given in the Notice to the January 5, 1997 dated claimed by applicants, for the
reasons detailed below, and that the Regulatory Review Period be recalculated accordingly.

2) The Identity of the Product

The product for which this regulatory review period was determined is FASOLODEX.
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(3) The Identity of the Applicant

The applicant on the Request for Extension of Patent Term is AstraZeneca UK Ltd.
This Request for Revision is being filed on behalf of applicant.

4) The FDA Docket Number
The FDA Docket Number is Docket No. 03E-0030.
(5) The Basis for the Request for Revision, Including any Documentary Evidence

At page 17 of Applicants’ Request for Extension of Patent Term Pursuant to 35 U.S.C.
§ 156, Applicants stated that the IND application for FASLODEX® (fulvestrant) Injection was
submitted on December 6, 1996 and the IND became effective on January 5, 1997. In support of
these dates, Applicants attached thereto as Exhibit 5 a letter from the FDA dated December 13,
1996, acknowledging receipt of the IND application on December 6, 1996. A further copy of
this letter is attached to this Request as Exhibit A. The IND application was hand-delivered to
the FDA on December 6, 1966, and a copy of the cover letter under which the IND application
was filed was acknowledged and stamped by the Center for Drug Evaluation and Research as
having been received on December 6, 1996. A copy of Applicants’ cover letter submitting the
IND application bearing this received stamp is attached hereto as Exhibit B.

It is respectfully submitted that the FDA acknowledgements submitted herewith as
Exhibits A and B clearly establish that the receipt date of Applicants’ IND application was
December 6, 1996. Since no “clinical hold” was placed on this IND, the effective date of the
IND application was 30 days thereafter, that is, January 5, 1997. Applicants therefore request
that the regulatory review period determination for FASOLDEX® be revised to correct the
receipt date to December 6, 1996, and an IND effective date of January 5, 1997.

dqplicants further request that the length of the regulatory review period be recalculated
e account the corrected IND receipt date.

AN

DJB:mk
Attachments
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DEPARTMENT OF HEALTH & HUMAN SERVICES! | ¢

IND 52,121 Date

DEC ) 3 100

Zeneca Pharmaceuticals

A Busineas Unit of Zeneca Inc.
1800 Concord Pike, PO Box 15437
Winington, DE 19850-5437

Attention: Frances M. Kelleher, Ph.D.

Dear Sir or Madam.

We acknowledge receipt of your Investigalional New Orug Apgplication (IND) submitted
pursuant 10 Section 505(i) ol the Federal Food, Drug, and Cosmeuc Act. Please note the -
following identifying data:

IND Number Assigned: 52,121

Sponsor: Zepecda Pharmaceuticals
Name of Drug: Paslodex(ZD9238)

Oate of Submission: December §, 1996

Date of Receipl: Decembar 6, 1996

Studies in humans may not ba »niated uatil 30 days after the date of receipt shown above. If,
within the 30-day wailing penod, wa dentify deficiencies in the IND that require correction
before human studies begin or that require restriction of human studies uatil correction, we
will notify you immediately that the study may not be initiated {“dinical hoid”} ar that certain
restrictions must be placed an 11 In the event of such natficalion, you must continue ta
wilhhold, or 10 restrict, such studies until you hava submitted material to correct the
deficiencies, and we hava notilied you that the material you submrted is satisfactory.

1t has not been our policy Lo obyect 1o a sponsor, upon receipt of this acknowledgement letter,
either obtaining suppliies of the investigational drug or shipping it (o investigators listed in the
IND. Hawsever, if drug is shipped Lo investigators, they should be reminded that studies may
not ngin under the IND unul 30 days after the IND receipt date ar (ater if the IND 15 placed an
clinical holel

FORM FDA 32283 (989} PREVIOUS EDHION (% OBSOUE TE.

Fxhibd A
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You are responsible for compliance with the Faderal Food, Drug, and Casmetic Act and the reguistions
implemanting that Act (Thie 21 of the Coda of Federal Regulations). Those responaibilities include reparting
any adversa axparience associated with use of tha drug that is both sarious and unexpected 1o the FDA
aa soon a3 peesible and in no event leter thar 10 working daye after initial raceipt of the information
and reporting 8y unexpocted fatsl or lifs-thraatening experience to the FDA by telephone no later than
3 working days aftr recaipt of tha information {21 CFR 312.32), and submission of anhual prograss
reports (2 CFR 312.33),

Plenaa forward all future communications concerning this IND In triplicate, identified bry tha above IND
muanbar, and addraxsed as follows:

Food and Drug Administration

Ceney for Drug Evalustion and Resesrch (HFD-150)
Artention; Document Control Room

56800 Fishers Lane

Rockviila, Marylend 208567

Should you have any questions conoeming thie IND, plessa contact: M’Z/&%)

Pragust M amagen, al Go1) E94-5718.

Gincarely yours,

Chief, Project Monagement Staff
Divislon of Oncologic Orug Products
Office of Drug Evaluation |

Canter for Drug Evalustion and Research

cc: Orignal IND - pink
HFD-160 - yallow
HFD-180/CB0 - grean

IND ACKNOWLEDGEMENT

FORM FOA 3X228e (Y 1/05)

P.

J
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Acknowiladgement Letter

1800 Concord Plke
PO Box 15437
Wilmington, DE 19880-5437

ZENECA

Pharmaceuticals

A Businwss Uait of Zensca Ine.

¥ood and Drug Administration
/6 Centzal Dorument Room
12229 wWilkins Avenue
Rockville, MD 20852

Daar Madam/8ix:

Re: PASLODEX® (Zepaca TD92368) [foxmerly ICI 183,780)
Inveatdgaticnal MNew Prua Agplication

In acoordance with 21 CFR §312, Faneca Pharmageuticwls haraby submit an
Investigational New Drug Application (IND) for our product FASLODEX® (zD923s)
[formerly ICI 182,780). TFASIODEX is a pure anti-estrogen baing devaloped for
ume in traatment of Dreast cancer.

Thig IND application is prepsrad in tha format describad in Form FORA 1571
and consists of 30 volumes submitted in triplicate.

The initisl olinical trial conducted under the IND will be Trial 0021,
A Double-Blind, Randomixed, Phama II/III Multiceater Trial Comparing the
Bfficacy and Tolerabilicy of 1235 and 250 wmy FASLCDEX (long acting ICT 182,780)
With Anastrozels (ARIMIDRX) 1 my in Postusnopausal Wemsn With Advanced Breast
cancer.

Pleass nnta that tha anastrannla tablsts wil) be pepufmctured and
released in aceordancs with Zenacs’s approved ARIMIDEX® (ansstroscle)
MOA 20-541 (see Item 7 regarding Cowparater Drug informaticm). Becausa of cha
double-blinded design of the trial, ths anastrarole tablets used in this trial
wil] not tagliated.

Tha information cootained in this application is considered confidentisl.

Under the provisiocns of 21 UBC ¥331(j} and /or 1B USC §1905, we harehy claim
confidentiality of this material.

B bl
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If you have suy questions on this applicaticn, plazss do pot hasitate Ibc
In wy absence, pleass contact Dr. Fransas M. Kelleher, Manager,

contact ma.
Drug Registration at (302) 886-8457.

X
Bincerely,

i

¥. Jupe Valas, ¥h.D.
Regulatory Consuitanc, Dxug Registzatien

Drug kegulmtory Affairs Department

(302} BBE-2322
{302) 896-2822 (fax)

BIV/3x/4643/43
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