[bookmark: _GoBack]Providing you have information at hand that will be required to submit the transition notification form, the notification form is expected to take approximately five (5) minutes to submit for each kind of medical device.
Please submit one form for each “kind” of medical device you manufacture/supply.
The following guidance is designed to assist you with the form.
Page 1 – About the submitter
[image: ]
The first question asks about the details of the person submitting the form.  This should be the name of the person submitting the form, even if they are submitting on behalf of an entity. 
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Your email address allows us to contact you to discuss the form you have submitted. If you would like this to be a generic email for the business you are submitting the request on behalf of, please use that address.  This is also the email address where we will send you a copy of your notification for your records. It is important to let us know if your preferred contact email address changes.
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If you are importing medical devices that are made overseas, you will need to select ‘sponsor’.
If you are based in Australia and you are making the medical devices and then supplying them either to clients or a healthcare provider, you will need to select ‘manufacturer’.  You will not have to submit the form a second time as the sponsor – if you are an Australian-based manufacturer, you are also the sponsor.



Page 2 – About the device
To fill in page 2 of the form, you will need information about the GMDN Term and Code for your device, as the first three fields relate to this information.  
If, for example, you were submitting a notification for a retainer, you would need the following GMDN Code (numeric code), Term (description) and intended purpose:
GMDN 35310 Orthodontic appliance, retainer
A dental orthodontic appliances, fixed or removable, used to maintain teeth in corrected positions during the period of functional adaptation following corrective treatment. These appliances are also used to maintain the positions of the teeth and jaws effected by orthodontic procedures.
In the above example:
· The GMDN Code is 35310
· The GMDN Term name is Orthodontic appliance, retainer
· The GMDN Term is 35310 Orthodontic appliance, retainer
	[image: ]
	Note
You can access the full list of GMDN Terms and Codes by registering for an account on the GMDN Agency website. The GMDN Agency is a not-for-profit organisation responsible for creating and maintaining GMDN Terms and Codes. The GMDN Agency offers a basic plan that is free for all users. More information is available on the GMDN Agency’s registration page.



The fields in the form would be filled in as follows:
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As you can see, the description of the medical device is taken from the GMDN Term being used in this example.
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Again, the intended purpose is taken from the definition selected for the medical device in this example. There may be additional details that relate to your medical device that should be included here, for example if your product is only intended for use in patients with certain clinical indications.
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The GMDN code for the device is linked to the description and the intended purpose.  Please note that even if your GMDN Code changes or is made obsolete after you have submitted your form, you will still be able to continue supplying your device until the end of the transition period. You may not, however, be able to submit an application for inclusion using this GMDN Code.
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The classification of your medical device will depend on a number of factors including how long the device is intended to be used for and how invasive it is.  You can check the classification of your medical device by using the online classification tool or by reading through the classification rules, which can be found in Schedule 2 of the Therapeutic Goods (Medical Devices) Regulations 2002.
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Submitting a custom-made medical device notification is an existing regulatory requirement that has been in place for a number of years.  If you have not already submitted a notification, you should ensure you do so.
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If you have previously indicated you are an Australian-based manufacturer of the medical device you need to enter ‘Not applicable’.  
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If you are the manufacturer, you can write “Not applicable”.  Otherwise, please include your physical address, not a post office box, etc.
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This should be the business name of the legal entity who is the manufacturer.  This could be a person’s name if they are a sole trader, a partnership name, a corporation or other statutory body.
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Page 3 - Declaration[image: ]
It is important that all information is true and correct.  By selecting “yes” you are making a formal declaration under Australian law.
Page 4 – Almost done…
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This is the final page before you submit your form.  You are able to go back and amend any information using the “Back” buttons at the bottom of the form.  Once you select “Submit Response” your information will be sent to the TGA.


After you have submitted your response
Once you have submitted your response, you will receive notification on your screen that will look like this:
[image: ]
The email that you will receive will look like this:
[image: ]
Following the link provided in this email will allow you to see what you have registered for transition.


Further information
Overview of the changes to the regulation of personalised medical devices:  https://www.tga.gov.au/resource/personalised-medical-devices-including-3d-printed-devices
Frequently asked questions:  https://www.tga.gov.au/regulatory-framework-personalised-medical-devices-frequently-asked-questions
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4. Provide a description of the kind of medical device that you intend to
supply as a patient-matched medical de on or after 01 November
2024, and that you are supplying this notice for.

For example, 'The device is a patient-matched dental aligner that is intended to
be used to straighten a patient's teeth over time. (Required)

Orthodontic appliance, retainer
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5. State the intended purpose of the medical device you intend to supply
as patient-matched on or after 01 November 2024, and that you are
supplying this notice for.

For example, 'The device is intended to provide a hydrophobic barrier between
awound on the skin and any applied dressing to decrease wound adherence.
(Required)

Adental orthodontic appliances, fixed or removable, used to maintain teeth in corrected
positions during the period of functional adaptation following corrective treatment.
These appliances are also used to maintain the positions of the teeth and jaws effected by
orthodontic procedures.
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6. What is the GMDN code for this kind of medical device (if known)?

For example, '10089 Amniotome'

35310
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7.What is the current classification of this kind of medical device? You
can use the TGA classification tool to confirm the classification of the
device: https://www.tga.gov.au/sme-assist/what-classification-my-
medical-device

(Required)
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8. Have you previously notified the TGA that you are manufacturing or
supplying these devices under the custom-made medical devices

exemption?
(Required)
® Yes

O No
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9. What is the name of the sponsor of this medical device? (Please write,
'Not applicable' if the legal manufacturer is also the sponsor)

For example, 'Bean's Devices Pty Ltd"

Not applicable
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10. What is the physical business address of the sponsor of this medical
device? (Please write, 'Not applicable' if the legal manufacturer is also

the sponsor)

For example, '123 Bean's Rd, Beantown VIC 3333'

Not applicable
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11. What is the name of the manufacturer of this medical device?

For example, 'Bean's Devices Pty Ltd' (Required)

Testing the form Pty Ltd|
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12. What is the physical business address of the manufacturer of this
medical device?

For example, 'Bean's Street, Beantown VIC 3333' (Required)

11 Sample Street
Testville VIC 3333
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13. 1 declare that all information provided in this form is true and correct
at the time of submission. 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.

(Required)
® Yes

O No
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Almost done...

You are about to submit your response. By clicking 'Submit Response' you give us
permission to analyse and include your response in our results. After you click
Submit, you will no longer be able to go back and change any of your answers.

‘When you submit your response, you will be sent a receipt and a link to a
PDF copy of your response.

Submit Response
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Your response has been submitted

Your response ID is ANON-62JU-PHUB-P. Please have this ID available if you need
to contact us about your response.

Areceipt for your response has been emailed to you from the address
health.gov.au@mail izenspace.com with the subject "Response received -
Response ID: ANON-62JU-PHUB-P". If it doesn't appear in your inbox within a
couple of minutes, please check your "spam" or "junk" folder.

Thank you for submitting a notification. Please retain a copy of this form for your
own records.
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Response received - Response ID: ANON-62JU-PHUB-P

Reply | < Reply Al Forward || -
oheallhgovau@malﬂ(lllzenspa(e(om O Reply | © Repiyal | >

To © Personalised Devices Fii 23/07/202111:08 AM

REMINDER: Think before you click! This email originated from outside our organisation. Only clicklinks or open
attachments if you recognise the sender and know the content is safe.

‘Thank you for submitting your notification of intent to access the transition arrangements for custom-made medical
devices after 25 February 2021. Please note that the transition arrangements apply until 1 November 2024. If you have
not submitted an application for inclusion of the device in the ARTG by this time, you must cease supply of the devices
and not recommence until you hold an inclusion.

Your response ID is ANON-621U-PHUB-P. Please have this ID available if you need to contact us about your response. If
you would like to download a PDF copy of your responses, please lick the link below, or copy and paste it into your
browser's address bar.

https://consultations.health.gov.au/tga/accessing-transition-arrangements-patient-
matched/consultation/my_response?user id=ANON-62JU-PHUB-
P&key=1223d6909b0c2047d11803bfa03be7afdf52aec

“Thislinkis unique to you. Please save this email and do not forward it on to anyone else, as it provides access to view all
the answers you have submitted.
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1. What is your name?

Name (Required)

Testy McTester
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2. What is your email address?

If you enter your email address then you will automatically receive an
acknowledgement email when you submit your response.

For example, 'beans@beansdevices.com' (Required)

‘ testingtheform@test.com

Please confirm your email address (Required)

‘ testingtheform@test.com
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3. Are you the sponsor or manufacturer of the medical device for which
this notification is being submitted?

(Required)
O Sponsor

) Manufacturer

Sponsor/manufacturer name

Testing the form Pty Ltd





