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	TGA USE ONLY


This form, when completed, will be classified as 'For official use only'.
For guidance on how your information will be treated by the TGA see: Treatment of information provided to the TGA at <https://www.tga.gov.au/treatment-information-provided-tga>.
Manufacturer’s Declaration of Conformity for system or procedure packs (other than Class I or Class 1 IVD system or procedure packs)
This is a declaration of conformity made under clause 7.5 of Schedule 3 of the Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations).
Important: This declaration must be completed by the manufacturer of a system or procedure pack that is classified higher than Class I or Class 1 IVD. For more information on how to complete this declaration, refer to Guidance for Declaration of Conformity for system or procedure packs (other than a Class I or Class 1 IVD system or procedure pack). Manufacturers of Class I or Class 1 IVD system or procedure packs must use a separate template to make this declaration.
Manufacturer’s details
	Manufacturer’s name
	[bookmark: Text1]     

	Manufacturer’s business address
	     


Classification of the system or procedure pack
[bookmark: _Hlk86431065][bookmark: _Hlk86431109]Specify the overall classification of your system or procedure (noting the overall classification is determined by the medical device/IVD medical device with the highest classification that is included in the system or procedure pack):
[bookmark: Check15]|_| Class I (sterile)
|_| Class I (measuring)
|_| Class IIa
|_| Class IIb
|_| Class III
|_| Class 2 IVD
|_| Class 3 IVD
|_| Class 4 IVD

GMDN code and term
Specify the most appropriate Global Medical Device Nomenclature (GMDN) code and term applied to the system or procedure pack:
	GMDN Codes and terms
	     


Identification of the system or procedure pack
	Name/identification (including Unique Product Identifier UPI) of the system or procedure pack
	     


Note: Where multiple configurations of system or procedure packs are to be included, please add a schedule (for example: Schedule A Identification of the system or procedure packs) to this declaration specifying the information required in the box above.
Contents of the system or procedure pack
	Specify each item in the system or procedure pack
	     


Note: Where multiple items are to be included in different configurations of system or procedure packs, please add a schedule (for example: Schedule B Items within the system or procedure packs) to this declaration specifying the criteria in the box above. For each medical device including IVD medical device that is included, ensure the below information is contained in the same schedule and if applicable, other details such as, specific or ranges of batches, lots or serial numbers etc.
For each medical device including IVD medical device in the system or procedure pack, specify:
	Name or identification (including Unique Product Identifier, model numbers) of the medical device
	Classification of the medical device
	Details of the conformity assessment document issued by the TGA or comparable overseas regulator for the medical device (other than Class I or Class 1 IVD medical device or custom-made medical device)
	ARTG number for any medical device (if applicable)
	[bookmark: _Hlk86428550]If there has been any modification to the packaging of any medical device or to any medical device that is included (other than Class I or Class 1 IVD medical device or custom-made medical device)

	     
	     
	     
	     
	[bookmark: Check14]|_| Yes – If this is selected, you must complete the below section
|_| No


If there has been any modification to a medical device including an IVD medical device in the system or procedure pack, or to the packaging of a medical device including an IVD medical device in the system or procedure pack, specify:
	Has the modification been done in accordance with the instructions for use for the medical device as specified by its manufacturer?
	|_| Yes
|_| No – If this is selected, you must complete the below row

	If the modification has not been done in accordance with the instructions for use for the medical device as specified by its manufacturer
	|_| Not applicable (only applicable, if you selected ‘Yes’ above)
Specify if the modified device is:
|_| Class I or Class 1 IVD
|_| Custom-made
|_| Other – If this is selected, you must complete the below applicable row

	If you selected ‘Other’, specify details of the conformity assessment document issued by the TGA or comparable overseas regulator for the modified medical device
	|_| Not applicable
|_| Applicable - specify details of conformity assessment document



For each medicine, biological or other therapeutic good in the system or procedure pack, specify:
	ARTG number for each medicine in the system or procedure pack
	     

	ARTG number for each biological in the system or procedure pack
	     

	ARTG number for each other therapeutic good (unless the other therapeutic goods are tampons, menstrual cups or disinfectants that are exempt from inclusion in the ARTG)
	     


If the system or procedure pack is intended to be supplied sterile, specify:
	Details of the conformity assessment certificate issued by the TGA or the comparable overseas regulator conformity assessment document for the system or procedure pack in relation to the aspects of the manufacturing process that relate to ensuring that the system or procedure pack is supplied and maintained in a sterile state.
	     


This declaration is being made under clause 7.5 of Schedule 3 to the Regulations for a system or procedure pack. 
By signing this form, you are agreeing that:
You have reviewed the Declaration of Conformity procedures under Part 7 of Schedule 3 of the Regulations and the system or procedure pack complies with the applicable provisions of those procedures.
This declaration is a declaration of conformity made under clause 7.5 of Schedule 3 to the Regulations.
The manufacturer has evidence (i.e., a conformity assessment document, a declaration of conformity under clause 6.6 or a statement under subclause 7.2(2)) that the relevant conformity assessment procedures have been applied to each medical device in the system or procedure pack.
The manufacturer has evidence that each medical device in the system or procedure pack complies with the applicable provisions of the essential principles.
Where the manufacturer has not modified the packaging of any medical device or modified any medical device included in the system or procedure pack, you have a conformity assessment document, a declaration of conformity under clause 6.6 or a statement under subclause 7.2(2) for each medical device in the system or procedure pack for which such a document, declaration or statement is required.
Each medical device in the system or procedure pack is intended to be used for its original intended purpose, and each medicine, biological or other therapeutic goods in the system or procedure pack is intended to be used within the approved indications of the medicine, biological or other therapeutic goods.  
The mutual compatibility of each medical device, medicine, biological or other therapeutic goods, and any other goods in the system or procedure pack has been verified in accordance with the instructions for use of each medical device included in the system or procedure pack, being the instructions for use provided by the manufacturer of the device and the approved indications of each medicine, biological and other therapeutic goods (if any) included in the system or procedure pack; and that you have manufactured the system or procedure pack in accordance with those instructions or  approved indications.
The information supplied with the system or procedure pack for the use of the system or procedure pack includes instructions for use provided by the manufacturer for each item in the system or procedure pack.
The process of manufacturing the system or procedure pack, and the verification and packaging (if any) of the system or procedure pack, has been subjected to a documented method of internal control and inspection that ensures the safety, quality, performance and effectiveness of each item in the system or procedure pack.
You are authorised by the manufacturer of the system or procedure pack to sign this declaration.

<Only include the below information if your system or procedure pack is supplied sterile>
The full quality assurance procedures (other than clause 1.6), or the production quality assurance procedures (other than clause 4.7), have been applied to the system or procedure pack in accordance with the instructions for use of each medical device included in the system or procedure pack, being the instructions for use provided by the manufacturer of the device; and the approved indications of each medicine, biological and other therapeutic goods (if any) included in the system or procedure pack.

[bookmark: _Hlk85638459][bookmark: _Hlk86433433]<Only include the below information if you have modified the packaging of any medical device included in the system or procedure pack or modified any medical device included in the system or procedure pack in accordance with the instructions for use of the medical device provided by the manufacturer of the device>
[bookmark: _Hlk85639602]You confirm that the modification was in accordance with the instructions for use of the medical device provided by the manufacturer of the device.
Where you have modified the packaging of any medical device or modified any medical device included in the system or procedure pack, the modification does not affect the quality, safety, or performance of the medical device.

<Only include the below information if you have modified the packaging of any medical device included in the system or procedure pack or modified any medical device included in the system or procedure pack, where the modification is not undertaken in accordance with the instructions for use of the medical device provided by the manufacturer of the device>
Where you have modified the packaging of any medical device or modified any medical device included in the system or procedure pack, and the modification has not been done in accordance with the instructions for use of the medical device provided by the manufacturer of the device:
· You confirm that the modification was not done in accordance with the instructions for use of the medical device provided by the manufacturer of the device.
· The modification does not affect the quality, safety, or performance of the medical device.
· The manufacturer has a conformity assessment document, a declaration of conformity under clause 6.6 or a statement under subclause 7.2(2) for the medical device, as affected by the modification (if such a document, declaration or statement is required for the medical device).
· The manufacturer has evidence that the medical device, as affected by the modification, complies with the applicable provisions of the essential principles. 

	[image: ]
	Important note
Providing information that is false or misleading to a Commonwealth entity or in connection with a Commonwealth law is a serious offence subject to criminal penalties under the Criminal Code Act 1995.



	Name 
	     

	Title
	     

	Signature
	     
	Date
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