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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
'f'ar st ) ‘995

iat Vvt

J/W/

Food and Drug Admin;
Rockville MD |

NDA 20-592

Lilly Research Laboratories
Attention: Timothy R. Fransor!, M.D.
Litfy Corporate Center
Indianapolis, Indiana

285

Dear Dr. Frans,

We have-feceived your new drug application submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for the following:

Name of Drug Product: Zyprex™ (olanzapine) 2.5 mg, 5.0 mg, 7.5 mg and 10 mg Tablets
Therapeutic Classification:  Standard

Date of Application: September 21, 1995

Date of Receipt: September 22, 1995

Our Reference Number: 20-592

Unless we notify you within 60 days of our receipt date that the application is not sufficiently
complete to permit a substantive review, this application will be filed under section 505(b) of the
Act on November 21, 1995, in accordance with 21 CFR 314.101(a). .

Under 21 CFR 314.102(c) of the new drug regulations and in accordance with the policy
described in the Center for Drug Evaluation and Research Staff Manual Guide CDER 4820.6, you
may request an informal conference with this Division (to be held approximately 90 days from
the above receipt date) for a brief report on the status of the review but not on the application’s
ultimate approvability. Please request the meeting at least 15 days in advance. Alternatively,
you may choose to receive such a report by telephone. Should you wish a conference, a
telephone report, or if you have any questions concerning this NDA, please contact Steve
Hardeman, R.Ph., Regulatory Management Officer, at (301) 594-2777.

Please cite the NDA number listed above at the top of the first page of any communications

concerning this application.

Sincerely yours,

Fron D sl

@ John S. Purvis

Chief, Project Management Staff
Division of Neuropharmacological
Drug Products
Office of Drug Evaluation |
Center for Drug Evaluation and Research
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