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VIA FACSIMILE 
CONFIRMAlkk W ITH EXHIBITS TO FOLLOW 

Dockets Management Branch 
(HFA-305), Food &  Drug Administration, rm l-23, 
12420 Parklaw Drive 
Rockville, MD1 20857 

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, hereb,y 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. 5 60.24(a) the following information is provided: 

(1) The Type of Action Requested 

It is respectfully requested that the “date and exemption under 0 505(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. 
5 156, 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 regulat’ory 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. 

to t 
licants further request that the length of the regulatory review period be recalculated 

account the corrected IND receipt date. 
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DEPARTMENT aP HEALTH 8 HUMAN SERVICES 

.- -_ 1 
f&d and thug Administratian 
Rackvib MD 20857 

INO 52,121 Date 

Zeneea pharmaceuticala 
A Bwlnees Unit of Zeneca Inc. 
1800 Concord Plka, PQ Box X-437 
Whla~ton, DE 19850-5437 

At!tentlan: Frances M. Kslleher, Ph.D. 

Dear SV or Madam. 

We acknowledgu receipt cd yod lnvosti allonal New Dru Application (IND) submItted 
pursuant 10 Sectron 505(i) 01 rhe Federal B ood, Dtug, and ostncl~c Act. Please note the ? 
following identifying data: 

INDN~mberArrrgned: 52,121 

Spon5nr; Zeneca Phaxmaceutkals 

NdmeofDrug: Paelod6tx(ZD9238) 

Date cl! Su4mllrion: December 6, 1996 

Date cd Receial: December 6, 1996 

51udies in human5 may IIOI be lnltlirled until 30 da s attef the date of receipt 5bown above. If, 
within the 30-day waitiw penod. we Idenrify de qencler VI rhe IN0 that req~ira COrreCtiOn 

#, 

before human studies be in of thal require cestriction of human studies until correction, we 
will notify you immediate y 7 tt~dt the sludy may not be initieted (“clinical hald”) or that certain 
restrictions musk be placed a11 II In the event of such not&cation. bou must continue to 
withhold, or IO rehct. such studies until you have rubmitted material to correct the 
dcficiencles. and we have ncz~i lied yalr that rhe material you submg-tted is wtisfactory. 
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PIarm forwnrud all future communicstionr concemlng thlrr IND In trldkate, ldentifed h the abeve IND 
nunber, and &I&U a3 fM0ws: 

FbYdtWdDlUgAClllG4CldtlM 
Cunrer for Drug Evaluti~ and Reoeerch (HFD-I#11 
Attfxtcion; Document Contrul Roem 
6eoo Ftirs Lane 
Rockvllle, MPryllnd 20667 

IND ACKNOWLEDGEMENT 
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4 
ZENECA 

PlMiMcrUtleal8 
Ak~l~ruUnhofZwwmlr~c. 

1800c6nmfdPlke 
PQBtbX15437 
Wilmington, DE 19860-5437 

--. 

mu IljLI bpplioat%tdl iw prrprtud ia thm form&a dmncribbd in F~rul pn* 1671 
aad con~irrta of 30 volumar mdnaittd in triplicate. 
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