
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

— Submission  
Consultation on proposed clarification of the regulatory requirements for  
medical device systems and procedure packs 
 

This submission is tendered by the Australian Dental Industry Association (ADIA), 
the peak business organisation representing manufacturers 
and suppliers of dental products. 
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General Comments — 
 
The Australian Dental Industry Association (ADIA), as the peak business organisation 
representing dental product manufacturers and suppliers, welcomes the opportunity to submit 
this response to the Therapeutic Goods Administration (TGA) consultation on changes to 
several definitions and the scope of the medical device regulatory framework in Australia. 
 
ADIA is a strong supporter for a regulatory framework for dental products, and medical devices 
more broadly, which is based on a risk management approach designed to ensure public health 
and safety, whilst at the same time not imposing unnecessary regulatory burden.  
 
ADIA is supportive of the TGA’s decision to implement these reforms to provide greater 
consistency with Europe, and introduce separate definitions for “system” and “procedure 
pack”. 
 
It is important that the TGA also considers in the process of addressing risk mitigation for 
higher risk medical device systems, the impact of regulatory change on low risk systems, 
which may include a medical device and an excluded good/ non TGA product, will not be 
adversely impacted.  
 
In the regulation of medicines, the legislation enables supply of a “kit” that includes 
a medicine and an article that is not a therapeutic good. This kit can be listed as a low 
risk medicine without the non therapeutic good being reclassified as a medicine  
(example of a Headlice treatment and comb]. 
 
It is unclear under the proposed new definitions if the combination of a  
medical device and an excluded good/article can be included on the ARTG as  
a system, (example of a medical device for headlice treatment and a comb],  
or whether a system can only be comprised of medical devices.  
  
The consultation paper is rightly focussed on addressing the criteria for, and application of, the 
special conformity assessment procedure for SOPPS that are medical devices used for a 
special purpose.  ADIA supports the proposal to amend the Regulations to more closely align 
with the intent provided in Article 22, EU MD Regulation, noting the exemption from Conformity 
Assessment for SOPP’s containing Class I medical devices.  
 
ADIA would also seek to reaffirm that  for the amendments to Clause 7.5 Schedule 3, the 
wording relating to “manufacturer of a SOPP holds evidence in the form of a conformity 
assessment document from the TGA, a comparable overseas regulator or assessment body for 
each medical device they put into the SOPP,” should be qualified to include the exemption  “ 
other than Class I medical devices or Class I IVD’s” 
 
ADIA considers that the proposed 4 year transition period is adequate. 
 
ADIA appreciates the opportunity to engage in this consultation. 
 
 
Kym De Britt 
ADIA Chief Executive     
 
16 October 2019 

Australian Dental I AD-IA 
Industry Association 
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ADIA An Introduction ― 
 

Formed in 1925, the Australian Dental Industry Association (ADIA) is the peak business 
association representing manufacturers and suppliers of ninety-five percent of the 
products used in Australian dentistry. 

 
The ADIA membership ranges in size from the local operations of multi-billion-dollar 
corporations through to small family-owned entities. They share common aspirations 
for the growth of their business, the creation of jobs and an industry that's sustained 
through the provision of quality products and services to dental professionals. 

 
ADIA supports a regulatory framework for dental products and services that is based 
upon a risk-management approach designed to ensure public health and safety, while at 
the same time freeing business from an unnecessary regulatory burden. To this end, 
ADIA is a strong advocate for reforms that cut red-tape and allow businesses in the 
dental industry to grow, create jobs and operate sustainably. 

 
Australia’s largest healthcare trade show, ADX Sydney, is convened biennially by ADIA and 
attracts nearly ten thousand stakeholders from across the Asia-Pacific’s dental and oral 
healthcare community. ADIA also convenes regional trade shows in Adelaide, Brisbane, 
Melbourne and Perth that provide a platform for the growth of member businesses. 

 
Working with members to ensure that the dental industry has ongoing access to a 
workforce of skilled professionals, the Association supports skills development across the 
dental industry. A pioneering partnership with MEGT sees the group training model used to 
employ apprentices and trainees across the industry and the CSU – ADIA Graduate 
Certificate in Small Business Management provides support for mid-career professionals. 
Consistent with ADIA’s role as the peak body for manufacturers and suppliers, ADIA is a 
member of the Australian Chamber of Commerce & Industry (AusChamber), the nation’s 
foremost grouping of employer organisations. Amongst other affiliations is ADIA’s 
membership of the association of International Dental Manufacturers (IDM), the Swiss- 
based global body for the dental industry. 

 
The ADIA national office is based in Sydney and the Association is active in all mainland 
states. 

 
More information can be found online at www.adia.org.au 
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