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Addendum FORM 02: Quality Complaint / Alert Assessment and Decision form
	[bookmark: _Hlk178855117]BACKGROUND INFO 

	PO number
	

	WCO/ HUB reporting the complaint 
	

	Date of the report
	

	Name of reporter
	

	Contact details
	

	Location
	



	INITIAL ASSESSMENT OF THE CASE RECEIVED BY HQ QA FOCAL POINT  

	Date 
	 Details/ comments 

	
	

	
	

	
	



	CLASSIFICATION: 

	Not quality related
	
	

	Not genuine
	
	

	Confirmed quality issue 
	
	

	Date 
	
	



	 QUARANTINE DECISION 

	Date
	 

	Yes
	
	
	

	No
	
	
	



	CLARIFICATION WITH MANUFACTURER / SUPPLIER  

	Date 
	Details/ comments

	
	

	
	

	
	



	QUALITY CONTROL (duplicate if need) 

	QC needed (Y/N) 
	

	Date of the request
	

	QC laboratory details
	

	Date of the results
	

	Detail of the results
	



	OTHER POSSIBLE IMPACTED PRODUCTS

	Product details
	Details/ comments

	
	

	
	



	RISK ASSESSMENT 
	Date:

	Minor
	
	Major
	
	Critical
	

	


	 



	ROOT CAUSE INVESTIGATION

	Possible cause


	

	Possible corrective action


	

	Information forwarded to supplier (date and details)


	

	FINAL DECISION: 

	Date : 
	

	Reminder of risk level :  
	

	Decision on product use: 

	

	Impacted locations


	



	FURHTER ACTIONS POINTS 

	

	

	

	



	FEEDBACK  DECISION SENT TO 

	Date
	 Contacted person 

	
	

	
	

	
	

	
	

	
	



	SUMMARY DECISION PER LOCATION 

	Date
	Location
	Action taken

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



	CLOSURE OF THE CASE 

	Date
	

	Signature
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