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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 
the proposal to introduce Unique Device Identification (UDI) for medical devices. 

ADIA is a strong supporter for a regulatory framework for dental products, and medical 
devices more broadly, that is based on a risk management approach designed to ensure 
public health and safety, while at the same time freeing industry from any unnecessary 
regulatory burden. 

In May 2018, a consortium of industry peak associations consisting of the Medical 
Technology Association of Australia (MTAA), ADIA, AusBiotech and Pathology Technology 
Australia (formerly IVD Australia) published a joint policy paper titled UO/ 
Implementation in Australia. In this paper it was recommended that the following 
principles should be adhered to when implementing a UDI system in Australia: 

1. Adoption of a globally harmonized UDI system, in accordance with the IMDRF UDI 
guidance IMDRF /UDI WG/N7FINAL:2013; 

2. Adoption of rules and policies that align with international coding standards of 
UDI issuing agencies designated in the EU and accredited in the U.S. · Automatic 
Identification and Data Capture (AIDC) such as linear or matrix bar code, smart 
cards, biometrics and Radio Frequency Identification (RFID); and Human 
Readable Interpretation (HRI); 

3. Establishment of an Australian UDI database (AusUDID) owned and managed by 
the TGA; the best practice is for regulatory agencies to build their own UDID 
database. The AusUDID should allow sponsors to update information for their 
own products free of charge and should be accessed by the general public free 
of charge. 

In addition to the above principles, the industry consortium supports the 
recommendations of the Global Medical Technology Alliance (GMTA) in its January 2018 
White Paper Unique Device Identification {UO!}: Insights and benefits from a single UO/ 
System in the international arena.1 

ADIA continues to support the industry joint policy paper mentioned above. 

Specific comments on the TGA Consultation Paper are detailed below: 

• Class I non-sterile medical devices should be exempt from UDI requirements in 
Australia. 

o It is noted that both the U.S. Food and Drug Administration (FDA) and 
EU Medical Device Regulation (MOR) provide exclusions and or 
exemptions for some medical devices. 

1GMTA White Paper · UDI: 
http://www. glob a I medicaltechno I ogyal I iance .org/ papers/GMT A%20 U DI %20Wh ite%20 Paper.pdf 
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o In the US Class 1 medical devices are entirely exempt from UDI 
requirements if the FDA has exempted them from the good 
manufacturing requirements of 21 CFR 820. Class 1 devices that 
contain a Universal Product Code (UPC) on their labelling and 
packaging are deemed to meet UDI labelling requirements. A range of 
other general exemptions exist such as for individual single-use 
devices, devices used solely for research. 

o Further, the EU exempts medical devices that are sold in retail 
distribution channels. 

o For Australia the TGA should consider a similar system of exemption 
for Class 1 non-sterile/non-measurement devices as exists in the EU 
and U.S. and recognise that Class 1 products complying with either EU 
MOR or U.S. FDA requirements are deemed to comply for the purposes 
of Australian regulatory requirements. Australia has a robust system 
of product safety and recall procedures and the TGA should rely on 
these regulatory requirements for low risk Class 1 non-sterile/non
measurement medical devices rather than creating an additional cost 
burden for industry. 

• Consistent with the processes adopted in the EU a U.S., ADIA recommends that 
an open UDI system is established, which allows any issuing entity that complies 
with accreditation requirements to become a designated Issuing Entity; and no 
unique Australian requirements are adopted. ADIA does not support the 
designation of a single issuing entity in Australia, avoiding the anticompetitive 
situation that could result from this. 

• Accreditation should not be linked solely to Australian entities as issuing 
Agencies, but also overseas agents that are issuing UDI e.g. in Europe 

• Establishing the AusUDID within the TGA infrastructure, consistent with the 
approaches adopted in the US a EU with linking capabilities to the Australian 
Register of Therapeutic Goods (ARTG) and other TGA databases as appropriate. 
It will be important that the ultimate solution does not impose a significant 
cost burden on industry. 

• The TGA timetable for adoption of UDl's should not precede the EU transition 
deadlines, as this would impose a significant cost to Industry, and potential 
supply disruption. 

• No additional or unique requirements should be included in Australian database 
over and above the internationally adopted requirements. 

• Manufacturers comply with their regulatory obligation often using common 
labelling across a number of markets, including smaller markets such as 
Australia. Any unique label requirements in Australia consequent to the 
introduction of UDl's would increase costs. These costs would be either passed 
on to customers, increasing the cost of dental care in Australia, or potentially 
lead to product withdrawal or non- introduction in Australia, which contributes 
to limiting product choice and innovation in Australian dental care. 
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ADIA appreciates the opportunity to engage in this consultation and looks forward to 
working with TGA to implementing an appropriately balanced UDI system in Australia. 

12 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, ADXSydney, 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. An pioneering partnership with MEGT sees the group training model used 
to employ apprentices and trainees across the industry and the CSU - AD/A Graduate 
Certificate in Small Business Managementprovides 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 a 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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• ADIA MEMBER BUSINESSES • 
3DMEDiTech 3M Oral Care 3Shape Australia A.R. Medicom AADFA Acteon Australia / New Zealand A-dee 

Australia ADR Dental Aesthetic Prosthetics AHP Dental & Medical Ainsworth Dental Air Liquide Healthcare 

AJ Barber Ajax Dental Supplies Alldent Alliance Medical Finacne Alphabond Dental Amalgadent Dental 

Supplies Ampac Dental Andent Anthes in Australia ANZ Banking Group Ark Health Australasian Dentist 

Australian Imaging Australian Medical Suction Systems Babich Maintenance & Steriliser Services Biodegree 

Bioholistic Biomedex Biomil Dental Products Bite Magazine BOG Specialist Bank Borg Dental Cal-Dent Denture 

Cleaner Carestream Dental Carl Zeiss Cassins Healthcare Design & Construct Cattani Australia Centaur 

Software City Dental Supplies Clare Martin & Associates CMA Ecocycle Colgate Oral Care Coltene-Whaledent 

International Commodore Dental and Medical Fitouts Core3D Credabl Crown Dental & Medical Curaden Swiss 

Dentacast Australia Dental Axess Dental Concepts Dental Depot (GLD) Dental Education Centre Dental Essentials 

Dental Fitout Projects Dental Focus Marketing Dental Implant Registries Dental Innovations Dental Installations 

Dental Premium Engineering & Supplies Dental Profit System Dental Protection Dentalife Australia Dentaurum 

Australia Dentavision Dentplex Dentpro Dentsply Sirena Designer Surgeries Designs for Vision Dr Mark's 

HyGenie Durodent Dental Supplies .------ DURR DENTAL AG East Coast Dental 

Services Elite Fitout Solutions Empire 

Oral Care Essential Medical Dental 

Insurance Services First Dental 

Dental Geistlich Pharma Australia 

Gulmohar Dental Gunz Dental Hayes 

Henry Schein Halas HICAPS Hogies 

Hu-Friedy Mfg Co. Inc. lmpulsedent 

Dental Devices EMS Erkodent Erskine 

Health Supplies and Services Experien 

Garfield Refining Co GC Australasia 

GKWA GlaxoSmithKline Gritter Dental 

Handpiece Australia Heine Australia 

Australia Horseley Dental Supplies 

Australia Independent Dental Supplies 

Australian Dental Industry Association 

MEMBER 

Trusted Supplier of Dental Products 

lnline Medical & Dental Innovative Medical Technologies lntellimail 

International lnvisalign Australia INZ Dental Supplies lvoclar Vivadent Kavo Kerr Kulzer Australia Leading Dental 

Levitch Design Australia Lorchant Dental LoveSmiles Macono Orthodontic Laboratories Med & Dent (WA) Medfin 

Australia Medical Dental Solutions NG Medical Equipment Services Medi-Dent Medifit Design and Construct 

Minimax Implant (Dentium Australia) MIPS Mocom Australia Momentum Management My Dental Marketing 

Myofunctional Research Co. NAOL Australia Neoss Australia Nobel Biocare NOVA iT Group novaMED NSK 

Oceania NuMedical One Dental Optima Healthcare Group Orien Dental Supplies Osseo Dental Osstem Australia 

Osteen Medical Ozdent Dental Products Australia Pacific Dental Specialties Pegasus Dental Services Perfect 

Practice Philips Oral Healthcare Practice Sales Search Praktika Presidental Prime Practice Professional Dentist 

Supplies Race Dental Ray Australia RCR International Rhondium Dental Labs Australia Ridley Dental Supplies RJ 

Dental Sales & Service Roland DG Australia Rosier International RutiniDent Dental Supplies SDI Ltd Septodont 

Sieverts Radiation Protection Consultancy Smile Right Software of Excellence South Austral Straumann 

Supreme Orthodontic Supply (Aust] Teamwork Technology The Dentists Workshop The Health Line Tomident 

TrollDental Ultimate Dental Supplies Ultimo Health Technologies Ultradent Products Australia Urban IT Vatech 

Medical VOCO Australia W&H Wealthpreneur West Coast Dental Depot Westpac Whiteley Corporation William 

Green Wisbey Dental XAND Innovations Xcellent Dental World Xpress Tex XYZ Dental Zimmer Biomet Dental 

Australian Dental Industry Assoc iat ion Limited 
ABN 32 003 314 39G 

National Off ice GPO Box 960, Sydney, NSW, 2001 
Government Affairs: GPO Box 1, Canberra, ACT, 2601 

e: nat ional.off1ce@adia.org.au twitter: @Aus•ental 
t. 1300 943 094 f: 1300 943 794 

WViw.adia.org.au 




