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	Notice of Corrective Action




Purpose of this Form:

Complete this form to provide information to Medsafe about a medical device corrective action to be conducted in New Zealand.

	Date
	
	Sponsor Ref
	


	Sponsor Information

	Name of Sponsor
	

	Contact Person
	

	Telephone Number
	

	Email Address
	


	Device Information

	Notified to WAND?
	 [   ] Yes, WAND No.
	-WAND-

	
	 [   ] No, IVD
	
	

	
	 [   ] No, Clinical Trial
	
	

	
	 [   ] No, other.   Reason
	

	Manufacturer of Device
	

	Brand of Device
	

	Model of Device
	

	Name of Device
	

	Intended Purpose of Device
	

	Catalogue /Part Number
	

	Batch / Lot /SN
	

	Expiry Date
	

	Version Number
	


If devices from more than one device / WAND notification are affected please copy this page and complete the Device Information table for each device / WAND notification.

	Distribution of Affected Product

	Qty Imported into NZ
	

	Date of Importation
	

	Qty Distributed
	

	Customer List
	Attached

	Qty in Stock
	

	Qty of Loaners/Demo
	

	Exported?
	[   ] No

	
	[   ] Yes, Countries
	


	Issue

	Reason for Corrective Action
	

	Risk Posed by Issue
	

	Root Cause of Issue
	

	Manufacturer’s CAPA
	

	Sponsor Proposed Action
	


Completed forms are to be sent to Medsafe by one of the following methods;

Email to devices@moh.govt.nz

Fax to 04-819-6806
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