Memorandum


Department of Health and Human Services

Public Health Service

Food and Drug Administration

                                       Center for Biologics Evaluation and Research

DATE:
February 4, 2000

FROM:
Michael B. Fauntleroy

Acting Director, Electronic Submissions

Office of the Director

CBER, HFM-588

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

Submission:


Biologics License Applications (BLA)

Product License Applications (PLA)

Establishment License Applications (ELA)

New Drug Applications

Regulatory Citation:

21 CFR 601.2 and 21 CFR 314.50

Effective Date:

February 4, 1999

On June 1, 2000, CBER will start to accept fully electronic original license applications and their subsequent supplements; as electronic only documents.  Please provide paper archival copies of the FDA form 356h, User fee coversheet, FDA form 2567 and any other form requiring a legally binding signature.  

The Guidance for Industry Providing Regulatory Submissions to the Center for Biologics Evaluation and Research (CBER) in Electronic Format – Biologics Marketing Applications [Biologics License Application (BLA), Product License Application (PLA)/Establishment License Application (ELA) and New Drug Applications (NDA)]; 64 FR 61647, November 12, 1999, supercedes the following guidances;

Guidance for Industry: Electronic Submissions of a Biologics License Application (BLA) or Product License Application (PLA)/Establish License Application (ELA) to the Center for Biologics Evaluation and Research (draft 5/98)

Guidance for Industry: Electronic Submissions of Case Report Forms (CRFs), Case Report Tabulations (CRTs) and Data to the Center for Biologics Evaluation and Research (draft 5/98)

Guidance for Industry Electronic Submission of Case Report Forms and Case Report Tabulations (Draft 11/96)

Guidance for Industry Submitting Application Archival Copies in Electronic Format (Draft 11/96)

Computer Assisted Product License Applications – CAPLA – Guidance Manual (Draft 3/96)

An electronic copy of Guidance for Industry Providing Regulatory Submissions to the Center for Biologics Evaluation and Research (CBER) in Electronic Format – Biologics Marketing Applications [Biologics License Application (BLA), Product License Application (PLA)/Establishment License Application (ELA) and New Drug Applications (NDA)] may be found at http://www.fda.gov/cber/guidelines.htm.  Additional guidance describing acceptance criteria for electronic submissions is contained in the Guidance for Industry: Providing Regulatory Submissions in Electronic Format - General Considerations, which can be located at http://www.fda.gov/cber/guidelines.htm.  

Please place this notification on the official docket, 92S-0251.

