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	Replace text in the square brackets [formatted this way] with the required information.
Text <formatted this way> is instructional and should be deleted once the required information is included and the letter is finalised.


[Company’s letterhead]
[Date]
[Name and title of the recipient]
[Address]
<If Class I> CRITICAL [TYPE OF ACTION]
<If Class II> URGENT [TYPE OF ACTION]
TGA Reference Number: RC-[Number]
[Product name: brand/name, model]
[Description of items: ARTG, lot, batch, serial and/or catalogue numbers; product codes; version updates; dates of manufacture; expiry dates, as applicable]
<If this letter contains a list >5 items long, consider using a table or an excel spreadsheet attachment. All relevant product identifiers listed above should be included.>
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/description]. 
 The potentially affected product [has been/may have been] supplied to your organisation.
What is the problem?
<Clearly describe: 
· the identified problem
· the potential hazard(s)
· the associated risk of the hazard(s) 
· 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.>
[bookmark: _Hlk161910675]This [type of market action] does not affect any other [batches/lots/versions] of [product name and form/description] or any other [company name] products. 
This [batch/lot/version] has been distributed to [hospitals/pharmacy/dentists, etc.] since [date].
<You may include other product identification details here – include images of the product and/or defect where possible.>

What should you do?
Inspect your stock [immediately (for Class I and II) and quarantine affected stock <batch numbers> on hand to prevent further use].
[For a market action involving implanted goods, provide advice about ongoing patient management for the affected implanted medical device or biological.]
[For Product Alerts and Product Corrections where stock will remain in the market, describe how users can mitigate the risk temporarily, or if there are any actions they need to perform, such as installing software, reviewing new warnings, etc.]
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], including [locums, inwards goods receiving staff, credit returns staff, biomedical engineers, relevant clinicians who may decide to monitor for adverse events] <as applicable>.
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.
Replacement stock <if applicable>
[Product name and form/description] is a suitable [replacement/alternative] which is currently [available for order/being shipped]. The product code is [insert product code]. Please contact [add company contact details] 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].
For further information please call [contact number and, if applicable, contact name].
[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.]
[bookmark: _Hlk161925045]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 and Position of the responsible staff for the market action from the company]
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