MEMORANDUM 

DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION

Center for Biologics Evaluation and Research

DATE:

May 22, 2002

FROM:  
Michael B. Fauntleroy 



Director, Electronic Submissions

Office of the Director

CBER, HFM-26

SUBJECT: 
Docket 92S-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 Biologics Evaluation and Research (CBER), please find attached notification of CBER’s readiness to accept electronic regulatory submissions for: 

Submission: 

Investigational New Drug Applications

Regulatory Citation: 
21 CFR 312

Effective Date: 
September 30, 2002

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

On September 30, 2002, CBER will begin accepting fully electronic Investigational New Drug Applications (IND). Original submissions of this application type should be provided to CBER for review on appropriate media.  Amending submissions, to previously submitted electronic INDs, maybe provided for review via CBER’s secure email paradigm or through the delivery of appropriate media.  Previously submitted paper INDs maybe converted to electronic format.  All prior submissions should be converted to the appropriate electronic presentation and delivered to CBER.

The following document “Guidance for Industry Providing Regulatory Submissions to CBER in Electronic Format – Investigational New Drug Applications (INDs)” has been issued by FDA to aid those submitting records electronically.  See Federal Register/ Vol. 67 No.61, March 29, 2002/ Notices. 

