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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>.
Conformity assessment recertification
Supporting data form
This form should be completed for applications for recertification of existing conformity assessment (CA) certificates related to medical devices including in-vitro diagnostic devices.
Note: 
· If the Therapeutic Goods Administration (TGA) issued CA certificate has expired, please complete the Supporting Data Form for initial certification.
· Substantial changes cannot be assessed under a recertification application. For a substantial change, please submit a separate application for notification of a change to an existing conformity assessment certificate.
Completing this form
Guidance to completing this form
Grey instructional text will disappear following selection and typing please select and begin typing onto the grey instructional text.
Applicants should refer to the following for relevant information:
· Australian Regulatory Guidelines for Medical Devices (ARGMD) (currently under review)
· Therapeutic Goods Act 1989 (the Act)
· Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations) and
· [bookmark: _Toc278989977][bookmark: _Toc295123026]Application instructions: Conformity assessment certification
· Recertification
Submitting this form
[bookmark: _Hlk118463009]An electronic TGA e-Business (TBS) application using the ‘Application for a conformity assessment certificate’ form must be made (and application fee paid) prior to submitting this supporting data form and associated information and data. A Submission ID will be generated once the application fee has been paid. The TGA will then send the applicant a request to provide the completed supporting data form and associated documentation.
When requested, please forward a completed copy of this form, together with all relevant supporting documentation (as one electronic copy), to:
	Postal Address
Devices Conformity Assessment Section
Medical Devices Authorisation Branch
Therapeutic Goods Administration
PO Box 100
Woden ACT  2606
	or
	Courier Delivery
Devices Conformity Assessment Section
Medical Devices Authorisation Branch
Therapeutic Goods Administration
1 Tindal Lane
Canberra airport ACT 2609



[bookmark: _General_details][bookmark: _Hlk118463203]You may also contact our e-Submissions Team (eSubmissions@health.gov.au) to set up a temporary online portal to upload data over 20MB.
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	Please ensure
· All information is verified by the manufacturer.
· The information and data submitted:
· is accessible and navigable (i.e. a single PDF document without bookmarks is not acceptable).
· clearly marks the relevant documents. All documents should be easily accessed (use of electronic indexing within documents is recommended).
· all documents are translated to English.
Failure to complete all relevant fields in this form may result in the lapsing of your application under section 41EG of the Act.
For additional information contact devices@tga.gov.au or IVD specific enquiries IVDs@tga.gov.au.




1. General details
1.1 Application information
	Submission ID
	e.g. DC-2019-01234-1 

	Description of the application
Include details of any TGA conformity assessment certificates relevant to this application.
	Click or tap here to enter text.

Provide details of certificates to be recertified
	Certificate number to be recertified
	Location of certificate in supporting data

	E.g. AU D00XXX, AU Q00XXX.
Expiry date:
Click or tap to enter a date.
	Click or tap here to enter text.
	E.g. AU D00XXX, AU Q00XXX.
Expiry date:
Click or tap to enter a date.
	Click or tap here to enter text.


	Are there any changes to the certificates?
Note: Substantial changes cannot be assessed under a recertification application. For a substantial change, please submit a separate application for notification of a change to an existing conformity assessment certificate. Refer to Changes affecting TGA-issued conformity assessment certificates for guidance on substantial changes

	Yes ☐ No ☐
If yes, provide details.





1.2 Applicant details
	[bookmark: _Request_for_reduced]Type of Applicant
	Regulatory consultant
	Applicant business name
(Note: This must be same as the client details in the electronic TGA e-Business (TBS) application)
	Applicant Company Name
	Applicant’s physical address
(Client in TBS)
	Address Line 1
Address Line 2
SUBURB STATE Postcode
Country

	Applicant’s TGA Client ID
	Applicant’s TGA Client ID
	Applicant’s postal address (if applicable)
	Address Line 1
Address Line 2
Address Line 2
Country

	Applicant Contact Details
This person is the primary contact for the purposes of this application and must be authorised agent by the manufacturer. This person should be listed in the TBS database
	Contact person’s first and last name
Telephone Number
Mobile Number
Email address.


1.3 [bookmark: _Request_for_reduced_1]Contact person details for assessment fee invoicing
	TGA Client ID 
Note: Applicant or manufacturer’s TGA client ID to whom the invoice is to be issued
	TGA Client ID to whom the invoice is to be issued
	Full name and position

	First and last name, position.
	Telephone number 
	Telephone Number
Mobile Number


	Email address
	Email address

1.4 Statutory declaration
In deciding whether to issue a Conformity Assessment Certificate under Section 41EC of the Act the Secretary, or delegate, must, under paragraph 41EC(3)(a) of the Act, consider whether an applicant for a Conformity Assessment Certificate, or specified persons associated with an application for a Conformity Assessment Certificate, has, during the period of 10 years immediately before the application, failed to meet one or more of a number of specified criteria, including whether any of the relevant persons have been convicted of an offence against the Act or a corresponding State law. In deciding whether to issue a Conformity Assessment Certificate, the Secretary, or delegate, must consider the matters set out under paragraph 41EC (3) (a) of the Act.
Please access manufacturer’s statutory declaration for information, and the applicable forms on this matter.
	Information
	Location of information in supplied supporting documentation
(specify the page number and document file name)

	Completed Certificate for paragraph 41EC (3) (a) of the Act
	Specify location (e.g. folder name/ filename/ page number)

2. [bookmark: _Details_for_assessment][bookmark: _Application_for_a][bookmark: _Application_for_substantial][bookmark: _Application_for_recertification][bookmark: _Application_for_MRA]Manufacturer details
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	Please note
TGA CA certificates are issued in electronic format via email.
Certificates will not be issued unless this information is provided.


[bookmark: _Manufacturer_details]2.1 Manufacturer facility
2.1.1 Manufacturer facility details
	Manufacturer’s name
	Click or tap here to enter text.
	Trading name (if applicable)
	Click or tap here to enter text.
	Australian Business number (ABN) / Australian Company number (if applicable)
	Click or tap here to enter text.
	TGA Client ID
	Click or tap here to enter text.
	Manufacturer’s physical address
	Click or tap here to enter text.
	Manufacturer’s postal address (if different to physical address)
	Click or tap here to enter text.
	Facility scope
Manufacturing stages performed at this site, e.g. head office, design, key production steps (specify), labelling, final release, warehousing and dispatch
	Click or tap here to enter text.
	Website address
	Click or tap here to enter text.

[bookmark: _Manufacturer_facility_(site)]2.1.2 Manufacturer contact person details
	Full name
	Click or tap here to enter text.
	Position
	Click or tap here to enter text.
	Telephone number
	Click or tap here to enter text.
	Email address
	Click or tap here to enter text.

2.2 Additional manufacturer facility (site) details
	[image: ]
	Please note
If the manufacturer has more than one facility, please complete Section 3.2 for each additional facility.
All key stages of manufacturing, whether undertaken in-house or by critical suppliers, should be accounted for either here or in Section 4, as appropriate.


[bookmark: _Current_certification_details]
	Have there been any changes to the manufacturing facilities, as shown on the current certificate?
	Choose an item.


Copy this section for each change to a manufacturing facility by selecting the table and clicking the + button on the bottom right of the table.
2.2.1 Address and scope
Facility name	Click or tap here to enter text.
Facility physical address	Click or tap here to enter text.
Facility scope	Manufacturing stages performed at this site, e.g. design, key production steps (specify), labelling, final release, warehousing and dispatch	Click or tap here to enter text.

3. [bookmark: _Critical_supplier_details]Critical supplier details
	Have there been any changes to the critical suppliers, as shown on the current certificate?
	Choose an item.



[bookmark: _Device_details_]Copy this section for any changes to each critical supplier by selecting the table and clicking the + button on the bottom right of the table.
Supplier’s name	Click or tap here to enter text.
Supplier’s physical address	Click or tap here to enter text.
Scope	For each relevant device, manufacturing stages performed at this site or services provided. Please indicate the devices impacted by this critical supplier.	Click or tap here to enter text.
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	If the recertification application is for a non-IVD medical device go to Section 4 Medical Device Information.
If the recertification application is for an IVD medical device go to Section 5 IVD Medical Device Information.


4. [bookmark: _Device_information][bookmark: _Medical_Device_Information]Non-IVD Device Information
Copy this section for each kind of device by selecting the table and clicking the + button on the bottom right of the table.
(Kind of device is defined by section 41BE of the Act and regulation 1.6 of the Regulations)




5. [bookmark: _IVD_medical_device][bookmark: _Ref116075637]IVD medical device information
Copy this section for each kind of device.
(Kind of medical device for IVDs is defined by section 41BE of the Act and regulation 1.6 of the Regulations. For information about the concept of kind of device m immunohematology reagents (IHR) IVDs, and Unique Product Identifiers (UPIs) and IVD closed systems for Class 4 non-IHR IVDs, refer to: Including IVD medical devices in the ARTG  and Conformity assessment procedures for immunohaematology reagents.)
For Class 4 IVDs (not including IHRs) - the UPI	In addition, list all IVDs within an IVD closed system (if relevant) for the UPI	Click or tap here to enter text.
For Class 4 IHRs and Class 1, 2 or 3 IVDs - list individual device names to be included as a kind of IVD medical device under the GMDN Collective Term	Click or tap here to enter text.
TGA Design Examination Certificate (if applicable)	Click or tap here to enter text.
ARTG Number (if applicable)	Click or tap here to enter text.
Classification	Schedule 2A of the Regulations	See Classification of IVD medical devices	Class Select class.		Applicable Australian classification rule
e.g. 3.4(4)(a)	Click or tap here to enter text.
GMDN code and term	For Class 1, 2 & 3 IVDs and all IHRs—the GMDN Collective term	For Class 4 IVDs (that are not IHRs)—GMDN Preferred term	See The use of GMDN codes for IVD medical devices in Australia	Click or tap here to enter text.
What is the manufacturer’s intended purpose for the kind of IVD medical device?	Click or tap here to enter text.
Description of the device(s)	Provide sufficient detail to enable differentiation between individual devices within each kind of IVD medical device	Click or tap here to enter text.
Does the IVD incorporate an interpretive software component?	☐ Yes	 ☐ No



ATTACHMENT 1: Recertification checklist
	Complete this attachment when applying for recertification of existing conformity assessment certificates.
You are required to provide the information/data location details (i.e. where the document is located within the supplied package) for each section that you select as ‘Applicable - Yes’.
It should be noted that recertification application should not include any substantial changes. If a substantial change is identified a separate application will need to be made as these changes will not be assessed in the recertification application.


For all certificate(s) to be recertified
	Confirmation that there have been no changes to information provided with the device which have not been notified to the TGA?
	☐ Yes	☐ No
If no, please provide a description below
Click or tap here to enter text.


For recertification of Quality Management System (QMS) conformity assessment certificates (TGA Schedule 3, Part 1, 3, 4, 5 certificates)
Applicable?	☐ Yes	 ☐ No
	Information
	Location of information in supplied supporting documentation
(specify the page number and document file name)

	Most recent audit report
If available, two most recent consecutive MDSAP or notified body’s full audit reports (i.e., surveillance or recertification) with evidence of non‑conformity close-out including all attachments.  The reports should be relevant to the scopes and sites of the TGA conformity assessment certificates.
	Click or tap here to enter text.
	Risk management report
Updated risk management report demonstrating continual compliance with the essential principles, including incorporation of:
experience gained post market
information on existing and new hazards with regard to the ‘state of the art’ (e.g. standards) and updated clinical data/information
any new regulatory developments
for each kind of device/UPI
	Click or tap here to enter text.
	For all devices containing medicinal substance(s)
Manufacturing quality
Please refer to Medicinal substances in medical devices | Therapeutic Goods Administration (TGA)
With EU certification:
· A copy of quality management system certificate
· A copy of design examination certificate
Without EU certification:
Current GMP compliance evidence for each manufacturer that (produces/processes) the medicinal substance.
The evidence shall include the below:
1. A valid GMP certificate from an overseas regulatory authority
1. GMP inspection report from the inspection referenced in the GMP certificate issued by an overseas regulatory authority
1. Site master file from the medical substance manufacturer including all appendices/attachments including information about the manufacturer’s operations, facilities, and quality management system
1. A declaration from the substance manufacturer outlining any regulatory actions for the facility within the past 3 years
1. Where the medicinal substance is not covered as part of the most recent GMP inspection report (provided in part b above, please provide a declaration from medicinal substance manufacturer, the medicinal substance is manufactured in the same buildings, under the Pharmaceutical Quality System (PQS), using the same manufacturing process as the substance inspected in the evidence provided
	Click or tap here to enter text.
	Post-market surveillance report
Please provide an up to date (within 6-12 months of application submission) post-market surveillance report on each kind of device or UPI, including information on the following as a minimum. The information should be separated for Australia and worldwide jurisdictions.
The information should be trended for at least the previous three years from all markets where supplied.
Number of devices supplied
Number and types of complaints
Number and types of reportable adverse events
Analysis of post-market data
Any corrective and preventative actions (CAPAs)
Details of advisory notices (including recall or field safety corrective action, notices and alerts) including the incidence number of each.
Total number of years the device(s) have been supplied for in each jurisdiction
Sales history
Recall information
	Click or tap here to enter text.
	Label, IFU and Patient information material
Required for devices that are lower than Class III or Class 4 IVDs. 
Latest version of labelling, instructions for use, patient information leaflets and cards (if applicable) for each of the device(s) to be recertified.
A declaration of no changes from the last approved version or details of the changes to the IFU or labels.
	Click or tap here to enter text.
	For procedure pack manufacturers only
Please provide a list of contents in each type of pack supplied, including their classification
	Click or tap here to enter text.

For recertification of Design examination certificates
Applicable?	☐ Yes	 ☐ No
	Information
	Location of information in supplied supporting documentation
(specify the page number and document file name)

	Post-market surveillance report
Please provide an up to date (within 6-12 months of application submission) post-market surveillance report on each kind of device or UPI, including information on the following as a minimum. The information should be separated for Australia and worldwide jurisdictions.
The information should be trended for at least the previous three years from all markets where supplied.
· Number of devices supplied
· Number and types of complaints
· Number and types of reportable adverse events
· Analysis of post-market data
· Any corrective and preventative actions (CAPAs)
· Details of advisory notices (including recall or field safety corrective action, notices and alerts) including the incidence number of each.
· Total number of years the device(s) have been supplied for in each jurisdiction
· Sales history
· Recall information 
	Click or tap here to enter text.
	Risk management report
Updated risk management report demonstrating continual compliance with the essential principles, including incorporation of:
· experience gained post market
· information on existing and new hazards with regard to the ‘state of the art’ (e.g. standards) and updated clinical data/information
· any new regulatory developments
for each kind of device/UPI
	Click or tap here to enter text.
	Label, IFU and Patient information material
Latest version of labelling, instructions for use, patient information leaflets and cards (if applicable) for each of the device(s) to be recertified.
A declaration of no changes from the last approved version or details of the changes to the IFU or labels.
	Click or tap here to enter text.
	For procedure pack manufacturers only
Please provide a list of contents in each type of pack supplied, including their classification
	Click or tap here to enter text.
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