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FDA REPORTING PROCESS FOR DEVICE RELATED ADVERSE 
EVENT  

 

  

SCOPE The Laboratory will maintain a process for reporting of devise-related adverse 
events to the FDA and any other pertinent agencies as required by law. The 
process will be available to all employees to follow. 
 
When information reasonably suggests that a laboratory product has or may 

have caused or contributed to a patient death or serious patient injury, 
the FDA requires health care professionals to report the event 

• If the event is death, the report must be made to the FDA and the 
devise manufacturer. 

• If the event is serious patient injury, the report may be made to the 
manufacturer only. 

 
The FDA defines a “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. 

 
 

REPORTING 
PROCESS  

To determine if an event that occurs is a serious adverse event, incidents that 
occur within the laboratory must be reported to Laboratory management 
immediately.   Laboratory management will determine in consultation with Risk 
management whether the event meets the criteria for mandatory reporting to 
the FDA.  
 

If… Then… 
Incident meets criteria Local Risk management will report to 

Regional Risk management and the FDA.      
( for in-patients the Department of health 
Services will also be notified to be in 
compliance with SB1301)  

Incident does not meet criteria Laboratory management will report to 
Laboratory operations Quality sub-committee 
and PNT committee to determine need for 
voluntary reporting.  
(see attached algorithm) 
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FDA REPORTING PROCESS FOR DEVICE RELATED ADVERSE 
EVENT, Continued 

   
REPORTING 
PROCESS  

. 

FDA Reporting

Is this a Serious Adverse

Event?

Immediately Report to Local  Risk

Management

Laboratory Manager Review of

findings

Report findings to Laboratory

Operations, QSC and PNT

Laboratory Manager Review

of findings

Report findings  to Laboratory

Operations, QSC and PNT.  Should

voluntary Reporting on FDA Form 3500

be made?

Complete

Required FDA

Report

File and Keep Records

Yes
No

Yes
No

Mandatory

Laboratory FDA Reporting Process for Serious Adverse Event,

Product Quality or Product Use Problem

updated 6/14/2007 fxu
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EVENT  
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