Company Letterhead
Date

Recall contact at affected customer sites

Urgent Medical Device 
Recall for Product Correction
Description of items under recall (Brand, model)

Affected product (lots, versions, serial number range, date of manufacture, expiry date)

[Sponsor] is conducting an urgent recall for product correction of the above device.  We are contacting you as potentially affected product [has been/may have been] supplied to your organisation.
Issue

[Detail about the nature of the issue leading to the recall for product correction and how the affected devices can be identified.]

This action does not affect any other batches/lots/versions of [product name and form/description] or any other [company name] products [as applicable]. This batch/lot/version has been distributed to [hospitals/pharmacy/dentists] since [insert date].

The health risk associated with this issue is [details of consequences for the patient/healthcare professional using an affected product].

Action

· Please immediately check your stock and quarantine affected stock on hand to prevent further use 

· Please immediately complete the attached Acknowledgement form even if you do not have any affected stock and return it to [fax numbers, preferably free fax] or scan and email to [email address]. 

· We will be in contact with you to arrange to have the affected product [modified/upgraded] at a mutually convenient time.
· Ensure relevant staff members are informed of this recall for product correction, including [locums, inwards goods, credit returns staff, biomedical engineers, relevant clinicians who may need to monitor for adverse events, as applicable] 

· If you have supplied any potentially affected product to another organisation please advise that organisation of this recall for product correction and contact us so we can follow up with them

This recall action is being taken in consultation with the Medsafe, New Zealand Ministry of Health. 

For further information please call [number or number and name]. 

Thank you for your assistance in helping us to manage this recall for product correction.

Yours sincerely,

Name of Sponsor’s Recall Coordinator

Position

Customer Acknowledgement Form

Urgent Medical Device Recall for Product Correction
Description of items under recall (Brand, model)

Affected product (lots, versions, serial number range, date of manufacture, expiry date)

On behalf of this organisation I acknowledge receipt of the Urgent Medical Device Recall for Product Correction notice date [insert date of notice] relating to the above product.

	Name
	
	Date
	

	Position
	
	Signature
	

	Organisation
	


Affected Stock

	If you have no affected stock tick this box     [     ]

	
	
	

	If you have affected stock please complete the table below



	Product
	Batch/Lot/Serial Number
	Qty

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	TOTAL AFFECTED PRODUCT 
	


Has your organisation supplied potentially affected product to any other organisation?

[     ]  No

[     ]  Yes (please supply names and contact information of the organisations)
	

	

	


Completed forms are to be returned by fax to

0800-123-456

