Company Letterhead
Date

Recall contact at affected customer sites

Urgent Medical Device [Safety/Hazard] Alert
Description of items under recall (Brand, model)

[Sponsor] is conducting a [safety/hazard] alert relating to the above device.  We are contacting you as this product [has been/may have been] supplied to your organisation.
Issue

[Detail about the nature of the issue leading to the alert and how the affected devices can be identified.]

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

Action

· To confirm your receipt of this [safety/hazard] alert please immediately complete the attached Acknowledgement form and return it to [fax numbers, preferably free fax] or scan and email to [email address]. 

· Ensure relevant staff members are informed of this [safety/hazard] alert, 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 of this product to another organisation please advise that organisation of this [safety/hazard] alert and contact us so we can follow up with them

This [safety/hazard] alert has been issued 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 [safety/hazard] alert.
Yours sincerely,

Name of Sponsor’s Recall Coordinator

Position
Customer Acknowledgement Form

Urgent Medical Device [Safety/Hazard] Alert
Description of items under recall (Brand, model)

On behalf of this organisation I acknowledge receipt of the Urgent Medical Device [Safety/Hazard] Alert dated [insert date of notice] relating to the above product.

	Name
	
	Date
	

	Position
	
	Signature
	

	Organisation
	


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

