MEMORANDUM 

DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE

    FOOD AND DRUG ADMINISTRATION

 Center for Drug Evaluation and Research

DATE:

July  xx, 2002

FROM:  
Patrick W. David, Acting Director

Office of Information Technology

CDER, HFD-070

SUBJECT: 
Docket 925-0251 - 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: 

Abbreviated New Drug Applications (ANDA)

Regulatory Citation: 
21 CFR 314.94



Effective Date: 
7/12/2002

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

A guidance document entitled, “Providing Regulatory Submissions in Electronic

Format – ANDAs,” has been issued by FDA to aid those submitting records electronically.   See 67 FR 124, June 27, 2002.  This guidance provides information for applicants on how to submit ANDAs in electronic format.

