Date: XX Month 20XX
<If Class I> CRITICAL [TYPE OF ACTION]
<If Class II> URGENT [TYPE OF ACTION]
Product Name [brand/name, model]
Batch/Lot/Serial Number(s):	Expiry Date(s): [if applicable] 
ARTG:
TGA Ref: RC-20XX-RN-0XXXX-1
Sponsor Ref: [if applicable]
Dear [Patient’s name/Surgeon’s name/Procurement Manager/Head of Nursing/Chief Pharmacist, etc.] <as applicable>
[Company/Sponsor Name], following agreement with the Therapeutic Goods Administration (TGA), is conducting a [type of market action] of the above [product name and form/model/description]. The potentially affected product [has been/may have been] supplied to your organisation.
	WHAT IS THE PROBLEM?
	· [Clearly describe the identified problem]
· <You may include other product identification details here – include images of the product and/or defect where possible.>

	WHAT IS THE HAZARD/RISK?
	· [Clearly describe the potential hazard and associated health risk]
· [How users could be exposed to the hazard/s]
· [Health consequences for users exposed to the hazard(s) – must detail the worst-case scenario and
· Describe any applicable standards that the product is not in compliance with.]

	WHAT SHOULD YOU DO?
	· Inspect your stock [immediately (for Class I and II)] and quarantine affected stock of [batch numbers] on hand to prevent further use.
· [For market actions involving implanted goods, provide advice about ongoing patient management for the affected implanted medical device or biological.]
· [For Product Alerts or Product Corrections where stock will remain in the market, describe how users can temporarily mitigate risk].
· Complete the attached Customer Response form [immediately <for Class I and II> or by a [specific date] <for Class III>] even if you do not have any affected stock and return it to <include at least one: email address; fax number; online survey link; QR code linking to an online form, or document delivery system> so we can reconcile this [type of market action]
· Return affected stock on hand with the completed response form to the following address: [Address for return of affected stock].
· Ensure relevant staff members are informed of this [type of market action].
· If you have supplied or transferred any potentially affected product to another facility or organisation, provide that facility with a copy of this letter [immediately <for Class I and II>].
· Place this letter in a prominent position for at least one month.

	HOW WILL THIS BE RESOLVED?
	· [bookmark: _Hlk161924178][Product name] is a suitable [replacement/alternative] which is currently [available for order/being shipped]. The product code is [insert product code]. Please contact us to arrange for replacement. 
<OR>
· No alternative stock is available currently. Alternative stock is expected to be available from [company] on [date] and will be [available for order/shipped to you].
· [Describe what steps the manufacturer or sponsor is taking to mitigate or correct the problem permanently so it will not re-occur and provide an approximate timeframe].


	CONTACT INFORMATION
	For questions regarding this letter, please contact:
[Australian Contact Person]
[Phone Number and Email]


Thank you for your assistance in helping us to manage this [type of market action].
<OR>
[Company name] sincerely regrets any inconvenience caused to your organisation.
(signature)
[Name of the responsible staff for the market action from the company]
[Position]
