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	Notify Center for Biologics Evaluation and Research
Federal regulations, Current Good Manufacturing Practices for Blood and Blood Components (21CFR606.170(b)) require fatalities due to blood transfusion to be reported to the Director, Office of Compliance, Center for Biologics Evaluation and Research.
The following information is required:
· Dates of collection, transfusion, death

· Product code, unit number, collection site

· Patient’s medical records including laboratory reports and autopsy results if available.

· Brief description of the incident

· What you believe at that time to have been the cause 

· Any new procedures implemented to avoid a recurrence of the error or accident

The Bureau can be reached at (301) 827-6220 0800-1630 EST or at fatality@1cber.fda.gov
and they will advise you of any further action required.

A written report is sent to:

Director,  Office of Compliance

Center for Biologics Evaluation and Research

1401 Rockville Pike, Suite 200N HFM-655

Rockville, MD  20852-1448



	Notify Joint Commission
Joint Commission must be notified within seven days of any transfusion-related fatalities, by one of the following methods:
Joint Commission Sentinel Event Hotline 630-792-3700

www.jointcommission.org
A Root Cause Analysis must be documented and sent electronically. See Laboratory Director for information.
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