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NDA SUPPLEMENT REVIEW

CHEMIST'S REVIEW 1. ORGANIZATION 2. NDA NUMBER
DDDP (HFD-540) 20-524
3. NAME & ADDRESS OF APPLICANT 4. AF NUMBER
Bertek Pharmaceuticals Inc.

Attention: Mary W. Treuhaft, PhD
Vice President, Regulatory & Clinical Affairs
Research & Development Division
320 Lakeside Drive, Suite A
Foster City, CA 94404

SUPPLEMENT s
NUMBER(S)DATE(s)
SE1-005 8 /4 /00
6. NAME OF DRUG 7. NONPROPRIETARY NAME
Mentax butenafine HCI
8. SUPPLEMENT(s) PROVIDES FOR: 9. AMENDMENTS AND
OTHER (REPORTS, etc.)
DATES

none
SE1-005 - This supplement is an efficacy supplement for the once daily, two week
treatment of tinea versicolor. '

PHARMACOLOGICAL 11. HOW DISPENSEi)

12. RELATED CATEGORY
IND/NDA/DMF(s)
Antifungal xxx Rx OTC

13. DOSAGE FORM(s) 14. POTENCY(ies)

15. CHEMICAL NAME AND STRUCTURE

16. RECORDS AND REPORTS

mw. . CURRENT

.CAS RegistryNo. - - X Yes No

g REVIEWED = = _
X Yes No

17.  COMMENTS -

The firm submitted an efficacy supplement for Mentax (butenafine-HCl) Cream 1% for
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the once daily, two week treatment of tinea versicolor. Phase III clinical studies were
conducted in support of this supplement under IND{® \.\tilizing the currently
approved formulation of butenafine HCI cream, 1%. The firm indicated that no changes
to the formulation have been made. Formulation (PD 010-C-003) is used in the Phase IIl
clinical trials and is unchanged from that in approved NDA 20-524. Other information
that was submitted in support of this supplement is as follows:

Chemistry, Manufacturing and Controls: Acceptable

No new chemistry, manufacturing and controls were submitted. The firm indicated that
they have made no changes in CMCs for the approved NDA 20-524.

Environmental Impact: Acceptable

The firm claimed a categorical exclusion as required by 21 CFR 25.31 (a). They indicated
that they are not planning to submit an environmental assessment based on the original
NDA. Furthermore, the potential for increased use is not expected to increase the levels
of aquatic contamination into the environment. They projected the use of this product to
increase by about 25% at its peak. Even with a 30 % increase in the usage, the Expected
Introduction Concentration (EIC) of butenafine HCI into the aquatic environment was
calculated to be below 0.0043 parts per billion (ppb). This value is well below the level
of 1 ppb as stipulated for Categorical Exclusion in the Guidance for Industry (see pg.1-
018 for calculations).

Labeling: Acceptable

Annotated draft labeling for the package insert and FPL for the carton and container
labels were submitted in support of this supplement. This labeling was reviewed and
found acceptable from a technical standpoint for the DESCRIPTION and HOW
SUPPLIED sections, as well as the technical information for the carton and container
labels. However, the following minor changes were observed in the labeling which do not
affect its approvability from a technical standpoint:

Under the HOW SUPPLIED section:
The 2-gram tube size was deleted.
This labeling was revised per 21 CFR 210.1(5) to reflect:

Manufacture by: DPT Laboratories
San Antonio, TX 78215

« Distributed by: BERTEK PHARMACEUTICALS INC. )
Morgantown, WV 26505 - =

Comment: Since 2- gram size is a physician sample, and not used for retail sale, the
firm deleted this size under the " HOW SUPPLIED "section.

-
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The firm should revise the word " By" to lower case "by"
(package insert only).

Under Carton and Container Labels:
The carton and packaging labels reflect:

Manufacture by: DPT Laboratories
San Antonio, TX 78215

Distributed by: BERTEK PHARMACEUTICALS INC.
Morgantown, WV 26505

18. CONCLUSIONS AND RECOMMENDATIONS
Recommend approval letter to issue for this supplement.

cc:  Orig: NDA 20-524
HFD-540
HFD-540/Vaughan
HFD-540/Mainig
HFD-520/Cross
HFD-540/EGPappas
HFD-540/WHDeCamp:R/D initialed __ /2 3ol

19. REVIEWER

NAME SIGNATURE DATE COMPLETED

Ermnest G. Pappas C:\ 01/23/01
\

DISTRIBUTION _ORIGINAL JACKET REVIEWER DIVISION FILE



