CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:NDA 20-237/S-007

ADMINISTRATIVE DOCUMENTS




Srecautions.
g receiptc
apply lo

}
i
uct until the!

R

ary 19, 1¢
Je!

EVEREI

“Page 2

Certification Statement

MGI PHARMA . [NC. hereby certifies that it did not and will not use, in any
capacity, the services of a éerson debarred under Section 306 of the Federal
Food, Drug and Cosmetic Act, in connection with the supplement application
submitted to NDA #20-237 on February 11, 1997.

MGI PHARMA, INC.

Dated: zzfji_[f’_z ___________ By: %ﬂﬁéf L
H

. Gustafson,Ph. D.
Director, Regulatory Affairs
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/“*M )  DEPARTMENT OF B T & HUMAN SERVICES ® Public Health Service
-3
”nh Food and Drug Administzation
- G Rockville MD 20857
( NDA 20-237/5-007 Div Fies
- FEB | 4 00
MGI PHARMA, INC.
Suite 300E, Opus Center e
9900 Bren Road East

Minnetonka, MN 33343

Attention: Jo H. Gustafson, Ph.D.

Dear Dr. Gustafson:
We acknowledge receiprt of your supplementai appiication for the following:
Name of Drug: Salagen Tablets

NDA Number: 20-237

~1

Supplement Number: S-00

~

Dare of Supplement: Feoruary 11, 1697
Dare of Receipt: February 12, 1997

Unless we fnd the apeiication not acceptable for fling, this appiication will be filed under Section
503(b)(1) orthe Act on Apnl 13, 1997 in accerdance with 21 CFR 314.101(a).

All communications concerning this NDA should be addrassed as follows:

- Center for Drug Evaluation and Research
Division of Dermatologic and Dental Drug Products, BFD-340
Office of Drug Evaluation V
Attention: Document Controi Room
5600 Fisners Lane
Rockville, MDD 20857

Sincerely,

Mary J. Kozma-Fornaro

Supervisor, Project Management Staff

Division of Anti-Infective Drug Products, HFD-340
Office of Drug Evaluation V

Center for Drug Evaluation and Research
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SUPPLEMENT ACKNOWLEDGEMENT




