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	Complainant (Name & Title)
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	Product Information

	Product Name: 
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	Product Number:
	[bookmark: Text35]     

	Lot or Serial Number:
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	Incident Information

	Date of Incident:
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	Specify how information was received:
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	Description of complaint:
Include any supporting data provided (i.e., site evaluations, etc.) (If possible, include complainant’s exact verbiage in quotes.)

	     

	Initial Assessment:

	At the initial communication does the information reasonably suggest that:

	1)
	A break/burn was reported?  
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	2)
	A serious patient injury or death was reported?
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	3)
	A malfunction was reported that reasonably suggests that the device may have caused and/or contributed to serious patient injury or death?
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	4)
	The device was being used to treat and/or diagnose?
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	5)
	Can it be determined if the device failed to meet performance, labeling or packaging specifications?									   
	[bookmark: Check31][bookmark: Check29][bookmark: Check30]|_|  No  |_| Yes   |_| Unknown

	

	
	

	

	

	Form Completed By

	Name:
	
	Title:
	
	Date:
	

	Reviewed/Approved By:
	
	Title:
	
	Date:
	

	


[image: A blue and white logo

Description automatically generated]                              											          
Form ####	Revision A	Effective Date:  DRAFT
Page 1 of 1
image1.png
opton




image2.png
2pton




