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FDA REPORTING PROCESS FOR DEVICE-RELATED SERIOUS ADVERSE EVENT

	Purpose
	To define the process of reporting device-related serious adverse event to FDA.


	Workplace Safety
	Not Applicable.


	Background
	An important part of the Food and Drug Administration (FDA) program for regulation of medical devices is surveillance of problems after entry of the device into the marketplace. Surveillance is performed to assure safety and timely identification of performance problems. When problems are identified, FDA works with manufacturers to take necessary action to protect the public health.


	Policy
	Mandatory Reporting:

When information reasonably suggests that any laboratory instrument, reagent or other device (including all instruments in the central laboratory, satellite laboratories, point-of-care testing programs, and accessory devices used for phlebotomy or specimen collection) has or may have caused or contributed to a patient death or serious patient injury, the FDA requires hospitals and outpatient diagnostic facilities, including independent laboratories, to report the event. If the event is death, the report must be made both to FDA and the device manufacturer. If the event is serious patient injury, the report may be to the manufacturer only, unless the manufacturer is unknown, in which case the report must be submitted to FDA. Reports must be submitted on FDA Form 3500A (or an electronic equivalent) as soon as practicable but no later than 10 days from the time medical personnel become aware of the event.

FDA defines “serious patient injury” as one that is life threatening; or results in permanent impairment of a body function or permanent damage to a body structure; or necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure. Device malfunctions or problems that are reportable may relate to any aspect of a test, including hardware, labeling*, reagents or calibration; or to user error (since the latter may be related to faulty instrument instructions or design). An adverse patient event that may have resulted from inherent limitations in an analytic system (e.g. limitations of sensitivity, specificity, accuracy, precision, etc.) is not reportable.
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	Policy (continued)
	FDA defines “serious adverse event” as any undesirable experience associated with the use of a medical product in a patient. The event is serious and should be reported to FDA when the patient outcome is:

· Death
· Life-threatening

· Hospitalization

· Disability or Permanent Damage

· Cogenital Anomaly/Birth Defect

· Required Intervention to Prevent Permanent Impairment or Damage

Voluntary Reporting:

Health care professionals in hospitals and outpatient diagnostic facilities, including laboratories are also encouraged to submit voluntary reports of device malfunctions and patient injuries that do not quality as serious injuries by using FDA Form 3500.

Training:

The laboratory must document training of staff on the FDA reporting process for device-related serious adverse event.

· All Mandatory and Voluntary Reporting to the FDA and/or the manufacturer must be reviewed by Laboratory Operations Director, Regional Quality Sub-Committee, Laboratory Operations Committee, local Risk Management, and NTAC prior to submission.


	Process 
	The flowchart below describes the process of reporting for device-related serious adverse event.
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	Uncontrolled Document(s)
	The table below lists the uncontrolled document(s) for this process.


	Document Number
	Document Name

	FDA 3500A
	Mandatory Reporting Form

	FDA 3500
	Voluntary Reporting Form

	
	


College of American Pathologist, Laboratory General Checklist GEN.20371 (Revised 7/31/2012).
	References
	http://www.fda.gov/safety/medwatch/howtoreport/ucm053087.htm  Retrieved 2/1/203.


	Author
	Louie Farnacio, MBA, CLS, MT(ASCP)DLM
Marian Azuma, CLS
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Reviewed and approved by:

	SIGNATURE
	DATE

	
	

	Julie Toti, CLS, MS

Manager, Clinical Laboratory – Los Angeles Medical Center
	

	
	

	Joseph Thompson, M.D.

Director, Clinical Laboratory – Los Angeles Medical Center
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