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Acknowledgement of Country
I would like to acknowledge the Traditional Owners and Custodians of the lands on 

which we meet today and pay my respects to Elders past and present. 

I would like to extend that acknowledgement and respect to any 
Aboriginal and Torres Strait Islander peoples here today.

Acknowledgement of Country
In the spirit of reconciliation, the Department of Health and Aged Care 

acknowledges the Traditional Custodians of country throughout Australia and their 
connections to land, sea and community.

We pay our respect to their Elders past and present and extend that respect to all 
Aboriginal and Torres Strait Islander peoples today



Welcome
Housekeeping

This webinar is being recorded for and will 
be published to the TGA website.

Closed captions are available 
Activate it with the speech bubble icon on 
the bottom left of your screen

Difficulties with sound?
Check your settings located under 
Audio & Video located top of your screen

You can also call to join the webinar on the 
details below.                   
Dial: 02 9338 2221 (+61-2-9338-2221)
Access code: 2653 224 3894 



Slido
How to access and use Slido

Through the Slido application in Webex

• Click on the Apps icon  
• Select Slido 
• Open the Q&A tab to ask questions 
• Live Poll (use survey tab when prompted) 

Using the QR code

Scan the QR code to access Slido from your 
mobile device
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Background Dashboard overview Create application
When to apply for consent for non-compliance with the essential principles

Device

Intended 
purpose

Regulation

Compliance

CtS applicable

Therapeutic 
vaping 
device

Smoking 
cessation

Administer 
medicinal 
cannabis

Exempt ARTG ARTG SAS

MDSO EPs EPs EPs EPs

NO YES
SLIDO



Background Dashboard overview Create application

Scope Vaping device and device accessory including reusable vaping device, or an unfilled 
cartridge, capsule, pod, or other vessel for use in or with a reusable vaping device 
intended to administer a therapeutic vaping substance whose only purpose is for 
smoking cessation or the management of nicotine dependence.

Pathways for nicotine substance:
Application for consent to import, supply or export goods that do not comply with standards - section 14/14A

https://www.tga.gov.au/resources/resource/forms/application-consent-import-supply-or-export-goods-do-not-comply-standards-section-1414a


Background Dashboard overview Create application

Criminal offences under section 41MA and civil penalties under section 41MAA of the Therapeutic Goods Act 1989 for 
importing, supplying, or exporting medical devices that do not meet the Essential Principles (EPs) unless consent has 
been granted by the Secretary of the Department of Health and Aged Care

- Applications for consent are considered on case to case basis
- Consent is granted for a limited time of period
- When there are no safety and performance concerns

Aim:

Guidance on how to apply for consent to import, supply or export medical devices that are not included in the ARTG 
and are non-compliant with the Essential Principles



Background Dashboard overview Create application

SLIDO
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Background Dashboard overview Create application

SLIDO



Questions are now open

Through the Slido application in Webex

• Click on the Apps icon  
• Select Slido 
• Open the Q&A tab to ask questions 
• Live Poll (use survey tab when prompted) 

Using the QR code

Scan the QR code to access Slido from your 
mobile device



Background Dashboard overview Create application



Create application



Application details Non-compliant Essential principles Device groups Declaration

SLIDO
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Application details Non-compliant Essential principles Device groups Declaration
Edit device group

SLIDO



Application details Non-compliant Essential principles Device groups Declaration

Edit device group

Add devices to the device group Proposed consent duration
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Edit device group

Add devices to the device group Proposed consent duration

Add existing device



Application details Non-compliant Essential principles Device groups Declaration

Edit device group

Add devices to the device group Proposed consent duration

Add existing device

SLIDO
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Edit device group

Add devices to the device group Proposed consent duration

Add a new device
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Edit device group

Add devices to the device group Proposed consent duration

Add a new device
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Edit device group

Add devices to the device group Proposed consent duration
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Edit device group

Add devices to the device group Proposed consent duration
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Application details Non-compliant Essential principles Device groups Declaration

SLIDO





How did we go?

Take a moment to complete our survey, and 

we’ll be back with your shortly for Q&A

Use the app in Webex

Use the QR code



Website 
and 

Reference links

https://www.legislation.gov.au/F2023L01686/latest/text  
Therapeutic Goods (Medical Device Standard—Therapeutic Vaping 
Devices) Order 2023 Requirements for unapproved therapeutic vaping devices and accessories in 

Australia

https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-
device/quality-safety-and-performance-requirements-medical-devices-
essential-principles

Essential Principles
https://www.tga.gov.au/sites/default/files/2024-03/standards-therapeutic-
vaping-devices-checklist.docx 

https://www.tga.gov.au/resources/resource/forms/application-consent-import-Consent under section 14/14A supply-or-export-goods-do-not-comply-standards-section-1414av 

https://www.tga.gov.au/resources/resource/forms/essential-principles-Consent for non-compliance with the Essential principles consent-non-compliance 

https://www.legislation.gov.au/F2023L01686/latest/text
https://www.tga.gov.au/sites/default/files/2024-10/requirements-unapproved-therapeutic-vaping-devices-accessories-australia-01.pdf
https://www.tga.gov.au/sites/default/files/2024-10/requirements-unapproved-therapeutic-vaping-devices-accessories-australia-01.pdf
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/quality-safety-and-performance-requirements-medical-devices-essential-principles
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/quality-safety-and-performance-requirements-medical-devices-essential-principles
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/quality-safety-and-performance-requirements-medical-devices-essential-principles
https://www.tga.gov.au/sites/default/files/2024-03/standards-therapeutic-vaping-devices-checklist.docx
https://www.tga.gov.au/sites/default/files/2024-03/standards-therapeutic-vaping-devices-checklist.docx
https://www.tga.gov.au/resources/resource/forms/application-consent-import-supply-or-export-goods-do-not-comply-standards-section-1414av
https://www.tga.gov.au/resources/resource/forms/application-consent-import-supply-or-export-goods-do-not-comply-standards-section-1414av
https://www.tga.gov.au/resources/resource/forms/essential-principles-consent-non-compliance
https://www.tga.gov.au/resources/resource/forms/essential-principles-consent-non-compliance


Contact us

Email
mdconsent@health.gov.au



Questions?
Ask us through Slido

Use the app in Webex

Use the QR code

Racheal Aye

A/g Assistant Director, 

Medical Devices Surveillance Branch

Department of Health and Aged Care, TGA



Stay connected
Subscribe to updates
Social media

LinkedIn X (Twitter)

YouTube Instagram Facebook

www.tga.gov.au/about-tga/social-media

www.tga.gov.au/news/subscribe-updates 

https://www.tga.gov.au/news/subscribe-updates
https://www.tga.gov.au/about-tga/social-media
https://www.tga.gov.au/news/subscribe-updates





