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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 provides in-principle support of the TGA's decision to align the regulatory approach
for certain products without an intended medical purpose to that of the EU. However,
with regard to products that could be captured in Group 5, there is some concern
whether the additional regulatory burden is warranted for those consumer products that
are used externally, or in the mouth for cosmetic purposes. Examples include lights
used in cosmetic dental procedures such as teeth whitening. It is understood that
these products are not regulated as medical devices in the EU or USA.

Conversely, lights that are used for curing purposes in dental restorative procedures are
regulated as medical devices as there is a medical intended purpose.

ADIA requests that the impact of any regulatory change is reviewed, with a cost benefit
assessment undertaken, as there is an existing framework for consumer product safety
under the Australian Consumer Law (ACL).

ADIA is aware that the Australian Radiation Protection and Nuclear Safety Agency
(ARPANSA) undertook a review of Intense Pulsed Lights (IPL) for the beauty industry in
2015, identifying that while there was insufficient information to support a national
regulatory framework, the key areas of focus should be consumer education and
provider competency for the professional sector. The relative risk associated with the
use of lights in cosmetic dental procedures is low, highlighting that an assessment of
the scope of products with no medical intended purpose proposed for inclusion as
medical devices, should be undertaken to ensure that products are not subject to
additional regulatory burden unless there is an absence of adequate consumer
protection afforded by the current provisions of the ACL.

ADIA has no specific comments on the changes to definitions in the Consultation Paper.

ADIA appreciates the opportunity to engage in this consultation.

20 February 2019
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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 £SU — 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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