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Director, Office of Compliance and Biologics Quality (HFM-600) 
Center for Biologics Evaluation and Research 
Food and Drug Administration 
1401 Rockville Pike, Suite 200N 
Rockville, MD 20852-1448

Division of Compliance Risk Management and Surveillance 
Office of Compliance 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Ave.  
Silver Spring, MD 20993-0002

Biological product deviation reports required by 21 CFR 600.14, involving licensed biological products regulated by the Center 
for Drug Evaluation and Research (CDER), mail to:

Biological product deviation reports required by 21 CFR 600.14, 21 CFR 606.171, or 21 CFR 1271.350(b), involving products 
regulated by the Center for Biologics Evaluation and Research (CBER), mail to:

"An agency may not conduct or sponsor, and 
a person is not required to respond to, a 
collection of information unless it displays a 
currently valid OMB control number." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 2 hours per response, including the time to review 
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of 
information. Send comments regarding this burden estimate or any other aspect of this information collection, including 
suggestions for reducing this burden, to:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.
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