
M E M O R A N D U M DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
Center for Drug Evaluation and Research

DATE: January 29, 1999

FROM: David Isom, Directo
Office of Information Technology
CDER, HFD-070

SUBJECT: Docket 925-0251- Update Transmittal

TO: Chief, Dockets Management Branch, HFA-305

Pursuant to 21 CFR Part 11 .2(b) (2), and on behalf of the Center for Drug
Evaluation and Research (CDER), please find attached notification of
CDER’S readiness to accept electronic regulatory submissions for:

Submission: New Drug Application Submissions
Regulatory Citation: 21 CFR314 (50)
Effective Date: 2/1 /99

Please add the attached notification to the official docket 92S-0251.

The New Drug Application notice supersedes the 9/25/97 notices
associated with Case Report Tabulations and Case Report Forms, please
remove these notices from the official docket.

cc: HFD-007,  Thomas C. Kuchenberg
HFD-006,  Nancy E. Derr
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10. An electronic copy of additional guidance describing the acceptance
criteria for this electronic record may be found in...


