MEMORANDUM 

DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION

Center for Biologics Evaluation and Research

DATE:

August 8, 2003

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: 
Establishment Registration and Listing for Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) (Form FDA 3356)

Regulatory Citation: 
21 CFR 1271.22



Effective Date: 
August 08, 2003 

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

In addition to accepting by mail, beginning August 08, 2003, CBER will accept electronically the Establishment Registration and Listing for Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) (Form FDA 3356).  Instructions for completing the electronic format are available at 

http://www.fda.gov/cber/tissue/tisreg.htm. 

