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It is recommended that the request for a claim of categorical exclusion for
an Environmental Assessment should be approved.
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Summary of the Application

Arimidex {anastrozocle) is currently approved for the treatment of early breast
cancer in postmenopausal women. This supplemental NDA application provides for
the use of Arimidex as adjuvant treatment of early breast cancer in post-
menopausal women. It will be given as a daily dose of 1 mg for up to 5 years. A
claim of categorical exclusion for an Environmental Assessment was submitted in
the amendment, dated 13-Mar-02.

The applicant certifies that the expected level of anastrozole introduced into
the environment, as the result of the approval of this efficacy supplemental
application and the previous approval, will not exceed a concentration of 1 ppb
at the point of entry into the aguatic environment. The applicant stated that to
his knowledge, no extracrdinary circumstances exist.

Although the applicant claimed that the request for categorical exclusion was
prrovided in the first installment of the sNAD rolling submission as a combination
of paper and electronic media in the 13-Mar-02 amendment, it should be noted that
no CMC information was submitted in Electronic Arxchive (See attachment). The
paper copy was provided to the reviewer at a later date (14-Mar-02).

Conclusion and Recommendation

Adequate information has been presented to show that the regquested approval of
the efficacy supplement NDA 20-541 SE1-010 qualifies for a categorical exclusion
from the requirement to prepare an EA under 21 CFR 25.31(b). It is recommended
that the claim for a categorical exclusion for an EA should be approved.

/S/

Yung-Ao Hsieh, Ph.D.
Review Chemist, HFD-150

/S/

Rebecca H. Wood, Ph.D.
Chemistry Team Leader, HFD-150
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ATTACHMENT

ASUALENECA OATMRCCURGIS LI
Wilmington, Delaware 19803-8355

ARIMIDEX* (anastrozole)
Table of Contents for SNDA 20-541/5-010 (n/a = not applicable)
Item Description Papcer Archive Copy Electronic
Volume No. Archive
Copy Folder
1 | Table of Contents (Index) 10.1 N20541
2 | Labeling 10.1 labeling
3 | Summary n/a nfa
4 | Chemistry Section 101 n/a
5 | Nonclinical Pharmacology and nfa n/a
Toxicology
6 { Human Pharmacology and n/a n/a
Bioavailabijlity/ Bioequivalence
7 i Clinical Microbiology 10.1 n/a
8 | Clinical Data Section n‘a n/a
9 | Safety Updaic n/a n/a
10 | Statistical Section n/a ‘n/a
11 | Case Repont Tabulations 10.1 crt
(CRTs)
12 | Case Report Forms (CRFs) nfa n‘a
13 | Patent Information n/a n/a
14 | Patent Certification 10.1 n/a
15 | Eswblishment Description n/a nfa
16 | Debarment Certification 10.1 n/a
17 | Field Copy Certification nfa n/a
18 | User Fee Cover Sheet 10.1 n/a
19 | Financial Information 10.1 n/a
20 | Other 10.1 n/a
Links to Supporling Documents
1 Cover Letter N20541\cover.pdf
2 Form 356h N20541\356h.pdl
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