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	Corrective Action Progress Report



Purpose of this Form:

Complete this form to provide Medsafe with a progress report about a medical device corrective action being conducted in New Zealand.

	Corrective Action Information

	Name of Sponsor
	

	Medsafe Reference
	[Medsafe reference number for this action.]

	Reporter
	[Name of person reporting on behalf of the sponsor.]

	Affected Device
	

	Report Date
	


	Issue

	Date Corrective Action Notice Distributed
	

	Customer List detailing Acknowledgement dates
	[Include here or attach separate page]

	Sponsor Follow-Up Action
	[Detail of action taken to follow up with customers that have not yet responded to the corrective action notice.]

	Progress to Date
	[Recall action – customer list detailing quantity of product returned by each customer.  Product Corrections – customer list detailing quantity of upgrades/modifications completed for each customer.]

	Estimated date of completion
	

	Root Cause of Issue
	

	Details of Manufacturer’s CAPA
	[Information about the action taken by the manufacturer to prevent a reoccurrence of the issue that lead to this corrective action.]

	Any Difficulties or Problems Experienced
	

	Comments
	[General comments about the conduct of the action, if applicable.]

	Next Report Date
	[Date sponsor will supply their next progress report, unless a final report has been submitted by this date.]


Completed reports may be sent to Medsafe by;

Email attachment to devices@moh.govt.nz

Fax to 04-819-6806
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