 
 

	CUSTOMER COMPLAINT REPORT
	
	

	
	CCR #:
	

	
	
	

	
	CONTROL #
	

	

	Device Type (Model)
	Serial Number:

	
	

	Name of Complainant
	Phone No.

	
	

	TI/AI Employee:
	Date:

	
	

	
	

	POINT OF FAILURE
	
	During Calibration
	
	While In Use
	
	Patient Involved

	

	COMPLAINT DUE TO:                        METHOD RECEIVED:

	
	Out of Warrant                                                           Visit   (                                           

	
	Defect                                                                     Phone   (

	
	Packaging                                                                Letter   (

	
	Labeling                                                                      Fax   (

	
	Patient Death                                                          E-Mail   (

	
	Patient Injury                                              Other (specify)  (

	
	Product Malfunction

	
	Other (specify)

	

	Comments/Description of Event:

	

	

	

	

	

	Evaluation Report (Action Taken)

	

	

	

	

	                                                                                                

	

	

	Received By QA
	Date

	Failure Analysis Required:     YES (
                                                NO (
CAR Required:  Yes (    No (
	Reason

Sign                                            Date

	Assigned To
	Response Due

	
	

	Reportable To Regulatory Bodies:  Yes  (   No  (                Reason:                         

	                                                                         
	
	 
	
	                                         

	
	
	          Sign
	
	                                          Date
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