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Discussion topics 

• Legislative framework 
• What is custom-made? 
• Notifying TGA 
• Regulatory obligations 

- pre-market 
- post-market 
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Regulatory framework 
Commonwealth legislation 

• Therapeutic Goods Act 1989 
especially Chapter 4 Medical Devices 
 

• Therapeutic Goods (Medical Devices) 
Regulations 2002  
 
 
 
 

• https://www.tga.gov.au/legislation-legislative-instruments  
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Definitions 
Medical device 

• s41BD of the Act defines 
a medical device as … 
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Definitions 
Custom-made medical device 

• the Regulations define 
a custom-made medical 
device as …. 
 

• examples relevant to the 
dental industry may include: 
- crowns 
- bridges 
- dentures 
- specialised instruments 
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‘Customised’ does not equal a custom-made 
medical device 
  
• an existing medical device that is adapted, altered, fashioned, modified or ‘customised’ to fit a patient is  

NOT a custom-made medical device 
 

• for example, a preformed permanent dental crown  
that may require minimal fashioning in situ during  
restorative work is not a custom-made medical device 
 

• devices already included on the ARTG that are combined 
and adapted for an individual (provided the devices are 
used as intended by the manufacturer/IFUs) are not  
custom-made medical devices (orthodontic braces)  
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Definitions 
Manufacturer 

• s41BG of the Act defines  
a manufacturer as … 
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Definitions 
Sponsor 
• s3 of the Act defines 

a sponsor as … 
 
• sometimes the sponsor and the  

manufacturer are the same entity 
e.g. a dental laboratory that 
supplies their products directly 
to dental professionals 

 
• dentists and allied oral healthcare  

providers can import custom-made  
devices from overseas, but in doing  
so they become the sponsor and  
acquire obligations 

9 



Definitions 
Kinds of devices 

• s41BE of the Act defines 
kinds of medical devices as … 
 

• TGA needs to be notified of each  
kind of device  
 

• TGA does not need to be notified 
about each individual device being  
made for individual patients  

ADIA industry briefing 12-13 July 2016 10 



Kinds of medical devices - examples 
Example 1 
 
Dentist (sponsor) imports polymer dental bridges 
manufactured by Manufacturer A in China: 
 
- same sponsor 
- same manufacturer 
- same GMDN code 
- same classification 
 
Therefore same kind of medical device and only 
one notification to TGA required. 
Do not need to notify TGA for each patient 
receiving a custom-made medical device of this 
kind. 

 

Example 2 
 
Dentist (sponsor) imports polymer dental bridges 
manufactured by Manufacturer A in China and  
Manufacturer B in Germany: 
 
- same sponsor 
- different manufacturers 
- same GMDN code 
- same classification 
 
Therefore not the same kind of medical device and 
separate notifications required for each kind. 
Again, do not need to notify TGA for each patient, only  
the kind of device. 
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Regulatory obligations 
Who has obligations? 

• both the manufacturer and the sponsor have obligations 
• requirements to: 

- meet the essential principles (EPs) -  this demonstrates the quality, safety and performance of the device 
- apply a conformity assessment procedure - this generates evidence that the device complies with the EPs 
- notify the TGA 
- comply with advertising requirements 
- report adverse events  

But aren’t custom-made devices ‘exempt’? 

• exempt from ARTG inclusion only 
• all other obligations still apply 
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Requirement to notify TGA  
• since 2002, Australian manufacturers 

and sponsors importing custom-made 
medical devices into Australia have  
been required to notify TGA about 
certain details, e.g. name and  
business address, description of the  
‘kind of device’ 
 

• in February 2016 the regulations were 
amended to introduce a two month 
timeframe for notification to the TGA 
 

• details in Regulation 10.3 
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How to notify … 

• simple web-based notification form 
• quick and easy to complete and submit 
• some fields mandatory 
• within 2 months of the device being 

manufactured in Australia or 
first imported into Australia 
 

 
 
 
 
www.tga.gov.au/custom-made-medical-devices  
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Other regulatory obligations 
Essential Principles 

• Regulations Schedule 1, Part 1 (general principles) and Part 2 (principles about design and construction) 
• manufacturer must meet the applicable essential principles 
• sponsor must ensure device meets applicable essential principles  
• some EPs may not apply to the device (e.g. if the custom-made medical device is not supplied in a sterile 

state, the essential principles regarding sterility are not relevant and will not need to be met) 
• some essential principles apply only to custom-made medical devices: 

- information that must be provided with a medical device  - an indication that the device has been custom-
made for a particular individual or health professional and is intended for use only by that individual or health 
professional must be provided with a custom-made medical device  
- instructions for use (if required) must include an indication that the device has been custom-made for a 
particular individual or health professional and is intended for use only by that individual or health 
professional   

• there is an ‘essential principles checklist’ on TGA’s website which may be helpful (not mandatory) 
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Other regulatory obligations 
Conformity assessment procedures 

The manufacturer is required to: 
• prepare and sign a written statement containing specific information (detailed in the Regs sched 3 item 7.2)  
• prepare documentation relating to the design, production and intended performance of the device  

(and keep the documentation up-to-date) 
• take all measures necessary to ensure that the manufacturing process results in the device complying  

with the documentation mentioned above 
• notify the TGA as soon as practicable of certain events that might lead (or might have led) to the death or 

serious deterioration of the state of health of the patient or user, or caused the manufacturer to recover a 
device that has been distributed. Examples of these events include malfunction, deterioration and inadequacy 
in the design, production, labelling or instructions for use. 

The sponsor is required to ensure that the manufacturer has applied the conformity assessment procedures. 

ADIA industry briefing 12-13 July 2016 22 



About the ‘statement’ 
 
Details to be included: 
• name and business address of manufacturer 
• information to identify the device 
• statement that manufacturer intends device to be used only for a particular individual or health professional 
• name of the individual or health professional 
• name and business address of health professional that provided device specifications 
• particular design characteristics or construction provided by health professional 
• a statement that the device complies with the applicable essential principles, or a statement explaining which 

essential principles it does not comply with and reasons for the non-compliance 
 
Statement to be signed and dated by an authorised person (from the manufacturer) and kept up-to-date 
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Therapeutic Goods Advertising Code 2015  
General Principles  

Section 4 sets out the key requirements including that therapeutic good advertisements “must not”:  
• Mislead or be likely to mislead 
• Arouse unrealistic expectations of product effectiveness  
• Lead consumers to self-diagnosing, inappropriately treating or believing they have a serious disease  
• Abuse consumers’ trust or exploit their lack of knowledge  
• Encourage inappropriate or excessive use  
• Claim that a good is guaranteed, certain, sure cure or that the goods are completely safe or harmless  
• Be directed to minors (subject to exceptions) 

 
https://www.legislation.gov.au/Details/F2015L01787  
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Adverse events 
 What to report 
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Summary 

• Both manufacturers and sponsors/suppliers of custom-made medical devices have obligations 
• ‘Custom-made’ has a specific meaning and is defined in the regulatory framework (not customised/adapted) 
• Custom-made devices have specific requirements for information to be supplied with the device 
• Custom-made devices are exempt from ARTG inclusion, but other obligations still apply 
• Timeframe for notifying TGA of custom-made devices is 2 months 

- from initial manufacture (if manufactured in Australia) 
- from initial importation/supply in Australia (if manufactured overseas) 

• Notifying TGA is only one obligation – others include: 
- device must meet essential principles 
- device must have had conformity assessment procedure applied 
- adverse events must be reported to TGA 
 
 

ADIA industry briefing 12-13 July 2016 26 




	Custom-made medical devices
	Discussion topics
	Regulatory framework
	Slide Number 4
	Slide Number 5
	Definitions
	Definitions
	‘Customised’ does not equal a custom-made medical device�
	Definitions
	Definitions
	Definitions
	Kinds of medical devices - examples
	Regulatory obligations
	Requirement to notify TGA 
	How to notify …
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Other regulatory obligations
	Other regulatory obligations
	About the ‘statement’�
	Therapeutic Goods Advertising Code 2015 
	Adverse events
	Summary
	Slide Number 28



