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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>.
Checklist for application
COVID-19 Rapid Antigen Self-Test
Complete this form if you are a sponsor intending to apply for inclusion of a COVID-19 self-test for inclusion in the Australian Register of Therapeutic Goods (ARTG).
Appendix A details the information that will be required to support an application for a COVID-19 rapid antigen self-test.
To ensure the supply of COVID-19 rapid antigen self-tests devices will support public health requirements and the National Plan to Australia’s COVID-19 response, further information may be added to this checklist as required.
General
	Date
	Click to enter a date.
	Sponsor Details
	Sponsor Company Name
Address Line 1
Address Line 2
SUBURB STATE Postcode
Country

	Sponsor Client ID
	Client ID (if you have one already)

	Sponsor Contact details
	Contact person name
Contact person telephone
Contact person email

	Manufacturer Details 
	Manufacturer Name
Address Line 1
Address Line 2
SUBURB STATE Postcode
Country

	Manufacturer Client ID
	Client ID (if you have one already)

	Manufacturer Evidence
	Choose an item.
Certificate Number:	XXXXXXXX
Expiry Date:	Click to enter a date.
Scope of Certificate:

	Device Name:
	XXXXXXX

	
	Is another format of the same device currently included in the ARTG as a COVID-19 POCT rapid antigen test?

	☐ Yes
	Please provide the ARTG Entry: XXXXX
For rapid antigen tests that are already approved for use at the point-of-care, duplicate data supporting the analytical and clinical performance of the test (as detailed in Appendix A) is not required to be re-submitted

	☐ No
	The full documentation outlined in this checklist should be provided (including Appendix A)

	
	Is this device approved for use as a self-test overseas?
☐ Yes	 Please provide details (if known): XXXXX
☐ No

	
	Is this device currently being used as part of a clinical trial in Australia?
☐ Yes	 Please provide details: XXXXX
☐ No




Checklist of Documentation for COVID-19 Self-Test
	No.
	Description (see Appendix A and B for more detail)
	Attached
	File location / page numbers

	
	Manufacturer evidence (i.e. quality management system (QMS) certification)
	☐
	

	
	The scope of the QMS certificate should cover the self-testing device and has an expiry date that is valid
	☐
	

	
	Declaration of Conformity (Clause 1.8)
https://www.tga.gov.au/form/declaration-conformity-templates-ivds
	☐
	

	
	The device name stated in the declaration must match those in the IFU and labelling.
	☐
	

	
	Risk management plan, analysis, and report
Risk report should address specific risks associated with self-testing.
	☐
	

	
	The submitted documentation should include details relating to the ongoing monitoring of variants.
	☐
	

	
	Instructions for Use and labelling
The Instructions for Use must enable self-testing by a lay user 
	☐
	

	
	The information presented must be clear and easy to understand; use of pictorial instructional material is encouraged.
	☐
	

	
	Instructions for use should also clearly outline the limitations of the test and include all elements detailed in Appendix A of this checklist.
Instructions for Use must include items listed in items 8 & 9 of this document.
Instructions for Use should include performance characteristics that are simplified and easy to understand by a lay user. This should include information outlined in the guidance.
	☐
	

	
	Instructions for Use must be provided in English, and all other languages which they are to be made available in. IFUs in other languages require a certified translation to ensure contents are correct.
	☐
	

	
	The sponsor must provide to the TGA an electronic copy of the Instructions for Use (IFU) to be displayed on the TGA website. Upon release of a new version of the IFU by the manufacturer, the sponsor must provide this to the TGA for display on the TGA website. 
	☐  Acknowledged

	
	Description of packaging configuration
Packaging labels provided must include those for the box, individual pouch (test device/cassette), extraction buffer, swab, etc.
	☐
	

	
	Stability, analytical and clinical performance data
See Appendix B for details
Note: For rapid antigen tests that are already approved for use at the point-of-care, re-submission of duplicate data supporting the analytical and clinical performance is not required 
	☐
	

	
	
	
	☐ Not required

	
	Usability study
The participants should be observed (either in person or by remote visual monitoring, such as a video conference) during sample collection and performance of the test and all difficulties noted.
	☐
	

	1. 
	Participants should represent varying education levels and ages and include individuals who may not use English as their preferred language.
	☐
	

	
	Usability studies should also include the interpretation of contrived results under supervision:
	
	

	
	To evaluate the ease of interpretation of results by a lay-user, contrived tests results are to be read and interpreted by a minimum of 100 lay-users
	☐
	

	
	The contrived test results should reflect a range of results including non-reactive, reactive, weak reactive and invalid
	☐
	

	
	Determination of concordance against reading and interpretation of the same test by professional or trained users for the test (Inter-reader variability)
	☐
	

	
	Additionally, the usability study is required to confirm sensitivity and specificity in the hands of lay user:
	
	

	
	Diagnostic sensitivity, non-supervised – at least 30 lay users that are known antigen positive
	☐
	

	
	Diagnostic specificity, non-supervised – at least 60 lay users that do not know their status
	☐
	

	
	Determination of Invalid test rate
	☐
	

	
	Australian sponsors are required to provide telephone helpline or on-line interactive support service that:
a. provides immediate customer support on an individualised basis in relation to the correct use of the device and the interpretation of the test result; and
b. operates between 9 am and 7 pm (AEST), or 9 am and 8 pm (AEDT), 7 days per week.
	☐ Acknowledged

	
	The sponsor must ensure telephone helpline and on-line operators providing customer support services mentioned in item 8:
have received training in the correct use and performance of the device, and interpretation of the test result, and
can direct users to relevant local state and territory health department websites to check what they have to do if they get a positive test result, and
can provide advice to users on how to contact relevant local state and territory health department support services including phone lines and websites.
	☐ Acknowledged

	
	The sponsor must provide simple, clear, and effective instructions, in video, pictorial or graphical form, in the correct use and performance of the device, and the interpretation of the test result, on the sponsor’s website.
	☐ Acknowledged

	
	The sponsor must maintain records that demonstrate that the device has been supplied in compliance with items 8 and 9, and that it has complied with item 10, and provide the records to the Secretary on request.
	☐ Acknowledged

	
	The sponsor must publish on the sponsor’s website, and also provide to the Therapeutic Goods Administration (TGA) for publication on the TGA website any new version of the IFU released by the manufacturer, within 3 business days of the release.
	☐ Acknowledged

	
	Associated software application for use with the test
The design and usability of any associated software is critically important, as are the instructions for using the software. 
	☐
	

	
	Instructions should be provided that clearly describe what the software does and how to set up and use it. The instructions should be easy to read, locally adapted and user friendly. 
	☐
	

	
	Depending on the function of the software it may require separate inclusion in the ARTG. For further information on requirements please refer to the separate guidance on Software for use with COVID-19 rapid antigen self-tests.
	☐
	

	
	Consumer advertising relating to COVID-19 rapid antigen self-tests is likely to contain a restricted representation. The TGA must authorise these types of representations prior to their use in consumer advertising.
Suppliers of these tests must ensure that any advertising and promotional material is compliant with the Therapeutic Goods Advertising Code, and that any representations are permitted to be used. 
More information is available at https://www.tga.gov.au/complying-advertising-requirements and further general information on advertising is available via the advertising hub at https://www.tga.gov.au/hubs/advertising-therapeutic-goods. 
Information relating specifically to advertising requirements for COVID-19 rapid antigen self‑tests will be published on the TGA website as it becomes available.
	☐ Acknowledged

	
	The sponsor must provide a post market surveillance report, which includes the following information (at the email address medicaldevicesurveillance@health.gov.au) for each reporting period specified in item 16:
a. the numbers of tests supplied in Australia and overseas;
b. any adverse events, reported problems, issues or complaints associated with the use or interpretation of the device, including numbers of any reported false positive or false negative results, both in Australia and overseas.
c. for each type of problem, issue or complaint reported in Australia, provide the manufacturer’s analysis of the issue and its risks, as well as any emerging trends. Provide a list of decisions and actions taken, or that are in progress in relation to investigations and risk minimisation of the issue to users and the general public, including well-reasoned rationale if no action is being taken.
	☐ Acknowledged

	
	The report mentioned in item 15, must be given:
a. the period beginning on the day when this condition is imposed, and ending on the next 30 June,
b. each of the next three financial years,
c. before 1 October after that reporting period.
	☐ Acknowledged


Submitting supporting data
Please provide your response as electronic PDF documents via email to COVIDtests@tga.gov.au.
For electronic submissions of supporting information larger than 15MB, please email eSubmissions@health.gov.au and provide contact details. On receipt of these details we shall contact you to arrange registration for our temporary electronic upload facility.
Alternatively, supporting information can be provided on a CD, DVD, or USB to:
	Postal Address
Co-Ordination Team 
IVD Assessment Team
Medical Devices Authorisation Branch
Therapeutic Goods Administration
PO Box 100
Woden ACT 2606
	or
	Courier Address
Co-Ordination Team 
IVD Assessment Team 
Medical Devices Authorisation Branch
Therapeutic Goods Administration
1 Tindal Lane
Fairbairn ACT 2609




Appendix A
Requirements for Instructions for use of a self-test
	No.#
	Description 
	Included

	2. 
	Instructions provided by the manufacturer for the collection of samples and how to perform the test should be well-designed, easy to read, locally adapted and user friendly. 
	☐

	
	Clear and simple instructions on how to perform and interpret the test
Instructions should clearly describe the environmental conditions, incubation times, time between sampling and reading, and correct interpretation of positive and negative results, in an illustrated way so that they can be easily followed by a lay person. 
This may involve images or visual representation of the instructions, flow diagrams or QR codes linking to online demonstrations or a video for performing the test.
	☐

	
	The instructions need to be usable by individuals of different literacy levels and be available in multiple languages.
Certified translations of instructions supplied in other languages must be provided to the TGA.
	☐

	
	Clear information must be provided about when testing should be performed, based on clinical performance study results (for example, test within the first 7 days of symptom onset when viral shedding/viral load is at its highest).
	☐

	
	Warnings and Limitations:
Clear warnings on the risk of false negative results, particularly if testing is not performed within the first 7 days of symptom onset.
	☐

	
	Clear warnings that the tests are less reliable in the later phase of infection and in asymptomatic individuals.
	☐

	
	The need for follow-up clinical care.
	☐

	
	Recommend repeat testing (e.g., within 1-3 days) if there is an ongoing suspicion of infection, being in a high risk setting or where there is an occupational risk or other requirement.
	☐

	
	Negative results may not mean that a person is not infectious and if symptoms are present the person must seek immediate further testing by PCR.
	☐

	
	A negative result does not rule out infection with another type of respiratory virus.
	☐

	
	Information on other limitations of the test such as a positive result cannot necessarily determine whether a person is infectious.
	☐

	
	A statement to the user that the test can only be used once.
	☐

	
	Warnings about the need for supervision in children.
	☐

	
	Information on what to do if a positive result is obtained and the need for individuals to check local state or territory requirements for reporting positive results. 
	☐

	
	Safety information:
Information on how to safely dispose of the kit and its contents.
	☐

	
	Information to promote good infection control procedures of individuals to reduce the spread of SARS-CoV-2 to the general population.
	☐

	
	Contact Information:
Australian contact details for telephone and online support that is available to the end user for assistance in performing the named test and for reporting of any problems associated with performance of the test.
	☐

	
	Information about local state and territory health departments to access locally available support services including phone lines and websites.
	☐

	
	Information on how to contact the TGA to report poor performance or usability issues in the self-test environment (report an issue via the Users Medical Device Incident Report, email iris@tga.gov.au or call 1800 809 361.
	☐




Appendix B
Analytical and clinical performance data to demonstrate compliance with the essential principles (EPs) as set out in Schedule 1 of the Therapeutic Goods (Medical Devices) Regulations, 2002
New applications for inclusion of an IVD in the ARTG are required to be supported by appropriate quality management system certification. Information about the Use of market authorisation evidence from comparable overseas regulators and conformity assessment bodies (including IVDs) is available on the TGA website.
3. EP 1, EP 2, and EP 6 Risk Management Report, Post-Market Data
a) A risk management report is required, which lists all identified hazards associated with the manufacture, distribution and use of the IVD medical device. A relative risk classification for each identified hazard as well as the controls that were implemented by the manufacturer to mitigate these hazards. The report should include a final analysis of any remaining residual risks and their potential impact on device performance, health and safety.
b) A risk management plan and analysis that addresses risk and mitigations in relation to new SARS-CoV-2 variants on the manufacture, performance and use of the Device. This should include all identified hazards, as well as the controls that have implemented by the manufacturer to mitigate these hazards and a final analysis of any remaining residual risks and their potential impact on device performance, health and safety.
c) To demonstrate compliance with essential principles 1 and 2, a variant study (variants of concern) with clinical samples and confirmation of analytical sensitivity of at least 102 - 103 TCID50/mL accompanied with a Ct value which states the number of copies of virus per mL (for the predominantly circulating variants in Australia) is required. If providing information for recombinant protein (allowable for variants of interest, only) this should be stated in ng/mL, with translation to viral particles per mL.
4. EP 4 and EP 5 Shelf-life, In-use & Transport Stability Studies
Details of accelerated and real time studies that have been conducted to establish the shelf-life, in-use and transport stability of the device are required.
5. EP 13 and Regulation 10.2 Device Labelling and IFU
a) High resolution images or diagrams of the outer and inner packing of the device is required. These images should allow a reviewer to confirm that the requirements of EP13.2 have been met.
b) Details and examples of how the sponsor will provide their details to the end user in compliance with regulation 10.2 are required.
c) Instructions for use (IFU) should be provided which comply with clause EP 13.4 including EP13.4(29).
6. EP 14 and EP15(1) Clinical Evidence
A detailed clinical performance report is required, which includes individual results, the specimen type for all samples provided, and the days post-onset of symptoms when the testing was conducted in the clinical performance study. Cycle threshold (Ct) values for the results from the comparator real-time polymerase chain reaction (RT-PCR) assay are required for all samples tested. Information provided should include the ability to detect globally circulating variants.
7. EP 15(2) Specimen Stability, Device Accuracy, Precision, Sensitivity & Specificity Studies
a) Detailed sample equivalence and sample stability studies are required to support the use of all claimed specimen types intended to be used with the device, as stated in the IFU.
Full details of all performance studies conducted including experimental design and individual results for each individual sample utilised. This should include studies conducted to determine the analytical sensitivity, specificity, precision and accuracy of the device, limit of detection, hook effect, potentially interfering substances. Summary details are not acceptable.
Additional resources
WHO Technical specifications for selection of essential IVDs for SARS-CoV-2
https://www.who.int/publications/m/item/technical-specifications-for-selection-of-essential-in-vitro-diagnostics-for-sars-cov-2
EU Specifications - MDCG 2021-21 Performance evaluation of SARS-CoV-2 IVDs (self-tests are addressed in the second last table) https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-21_en.pdf


Version history
	Version
	Description of change
	Author/s
	Effective date

	V1.0
	Original publication
	Therapeutic Goods Administration
	10 September 2021

	V1.1
	Addition of requirements for: Informational material, and telephone/online support services for users; Training for customer support; Clarification of usability studies; Information (warnings and limitations, contact information) to be included in the IFU; Display of IFU on TGA website; Adverse event reporting; and Post market monitoring and reporting.
	Therapeutic Goods Administration
	28 September 2021

	V1.2
	Change to title of document.
Update to checklist for what sponsors are required to provide at items 8 to 12 and 15 to 18, and information at Appendix B.
	Therapeutic Goods Administration
	15 October 2021

	V1.3
	Change of requirement for a confirmatory PCR test to checking state/territory health websites for actions when a positive result is obtained.
	Therapeutic Goods Administration
	11 January 2022

	V2.0
	Updated department logo and Courier address.
Updated the post market obligations to align with the revised Conditions of Inclusion for COVID tests.
	Therapeutic Goods Administration
	28 November 2022

	V3.0
	Updated the post market obligations to align with the revised Conditions of Inclusion for COVID tests.
	Therapeutic Goods Administration
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