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INTERIM (6 WEEK) REPORTING REQUIREMENTS:

Please include ‘Interim report’ and the relevant TGA Market Action ID number in the email subject line – e.g. RC-20XX-RN-XXXXX-X    

	
1.
	
Customer response rate to the customer letter: ______________%

Comments:


	2.
	(a) ☐ Recall

       Affected stock returned from customers: ______________%


(b) ☐ Product Correction

       Affected stock corrected: ______________%


(c) ☐ Product Alert


Comments (if applicable):



	3.
	What is the expected Australian completion timeframe for this action?  ______________


If the expected timeframe exceeds the agreed TGA close out report date, please provide a valid justification:





3 MONTH CLOSE OUT REPORTING REQUIREMENTS (or the previously agreed timeframe):
Please include ‘Close out report’ and the relevant TGA Action ID number in the email subject line – e.g. RC-20XX-RN-XXXXX-X

	
1.
	
Customer response rate: ______________% 

Follow-up attempts: 

#1 - Date: ______________ Method: ______________      #2 - Date: ______________ Method: ______________      #3 - Date: ______________ Method: ______________

If less than 100% we expect a minimum of three follow up attempts after the initial customer letter was sent. These attempts should be made by at least two different methods of contact, such as email, phone call, on-site visit, or escalation to senior management.

Comments:


	2.
	(a) ☐ Recall

Affected stock returned from customers: ______________%


	
	Fate of affected stock:
	☐ Destroyed   
	☐ Returned to manufacturer
	☐ Disposed on-site

	
	Evidence attached:
	☐ Certificate of destruction
	☐ Consignment documentation
	☐ Customer declaration

	
	
A Certificate of Destruction is to be provided where the goods have been destroyed, or consignment documentation is to be provided where the goods have been returned to the manufacturer. 

(b) ☐ Product Correction

Affected stock corrected: ______________%


(c) ☐ Product Alert


Comments (if affected stock returned or products corrected is less than 100%, please provide valid justification):



	3.
	What was the root cause of the defect that led to the action?








The root cause information needs to address the fundamental reason why the problem occurred or the goods were defective, and not reiterate the reason for the action i.e. ‘the screws would break and fall apart’ is the reason for the action. The root cause is WHY the screws were breaking i.e. ‘the screws were misaligned by 5mm during the manufacturing process increasing the load on the screws’, or ‘the screws were a copper alloy which was more prone to corrosion and breakage than anticipated’, etc. 

Succinct responses are acceptable, however responses such as ‘Manufacturing defect’ or ‘software glitch’ do not provide enough information. Inadequate root cause information will result in additional follow up.

	4.
	(a) What remedial action has the manufacturer proposed to prevent the recurrence of the defect that led to the action?







The remedial action should address the root cause and briefly explain what was changed in the product design, manufacturing process, or quality control system to rectify the problem.

Responses such as ‘new design implemented’ or ‘software was updated’ do not provide enough information. Inadequate responses will result in additional follow up. 

(b) Have all remedial actions been implemented? ☐ Yes ☐ No

If not, please advise estimated date of implementation:
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