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INTRODUCTION

As chair of the Strategic Industry Leaders’ Group (SILG) for the Medical Devices Industry
Action Agenda (MDIAA), | am pleased to submit this paper to the Regulatory Burden Taskforce
in response to its call for submissions. This submission has been prepared in support of the
Australian medical devices industry, however given the timeframe to develop this submission,
the views presented here are preliminary as they have yet to be considered by all SILG members.
We may wish to submit additional comments if appropriate.

The MDIAA is an initiative of the Australian Government aimed at maximising the future
growth and development of the medical device industry in Australia. Action Agendas seek to
combine the expertise of industry and government to identify impediments to growth, harness
competitive advantage and maximise opportunities for the development of industry sectors.
Action Agendas are driven primarily by industry, with Government facilitating the process.
Action Agendas are not about seeking government funding for industry. Information about the
MDIAA can be found at www.industry.gov.au/mdiaa.

The MDIAA draft vision for the Australian medical devices industry is:

‘By 2015 Australia will have an internationally competitive medical devices industry,
renowned for innovative and cost effective health outcomes, that provides quality
solutions for Australia and the world.’

The MDIAA is being developed in consultation with key industry and government stakeholders
including bodies that regulate the industry, namely the Therapeutic Goods Administration
(TGA), the Department of Health and Ageing through advice provided by the Medical Services
Advisory Committee (MSAC) and the Prostheses Devices Committee (PDC). Although the
MDIAA is in its development phase and strategic issues have yet to be finalised, it is possible to
make some preliminary comments.

WHAT IS THE AUSTRALIAN MEDICAL DEVICES INDUSTRY?

Medical devices include a wide range of products such as medical gloves, bandages, syringes,
condoms, contact lenses, X-ray equipment, heart-rate monitors, surgical lasers, pacemakers,
dialysis equipment, baby incubators and heart valves." For more information on the industry, see
Appendix 1.

BACKGROUND

The Australian regulatory framework for medical devices — Health Technology Assessment

The Australian regulatory and health technology assessment framework is administered by
Government bodies and advisory committees including, the Therapeutic Goods Administration
(TGA), the Medical Services Advisory Committee (MSAC) and the Prostheses and Devices
Committee (PDC) and by state-based hospital committees. The TGA is responsible for
assessment of the quality, safety and performance of medical devices and utilises expert medical
and scientific advice of the Medical Device Evaluation Committee (MDEC). The MSAC advises
the Health Minister on safety, clinical and cost effectiveness of new and existing technologies.
The PDC advises and makes recommendations to the Health Minister on the listing of new
prostheses and setting of benefit levels for new and existing prostheses to support private health

! Therapeutic Goods Administration, Medical Devices — A New Approach to Regulation (May 2002).
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insurer’s reimbursement. The PDC assesses applications, and makes recommendations to the
Health Minister, for the listing of products on the Prostheses Schedule. MDEC advises the
Minister and the TGA on medical and scientific issues relating to the quality, safety and
performance of medical devices in relation to applications for conformity assessment or adverse
incidents associated with medical devices once approved for supply.

Industry stakeholders assert that the cost of regulation and the time taken for regulatory
processes in Australia exceed those of our trading partners, which adversely impacts on the
competitiveness of the Australian medical devices industry. However, the TGA comments that
its costs are comparable with other countries and for the majority of products it is not as
expensive and that business plan timelines were agreed to by industry. The TGA also comments
that although material differences in regulatory requirements are minimal with countries with
regulated markets that are members of the Global Harmonisation Task Force (GHTF), namely
the USA, Canada, the EU and Japan, the approach taken to determine the validity of evidence of
compliance with regulatory requirements can be significantly different.

KEY ISSUES

The Australian medical devices industry desires a regulatory system for medical devices that is
international best practice or better. Any system should be transparent to all stakeholders,
conform to international standards and offer consistency to device companies. The major issues
that the Australian medical device industry would like to see addressed relate to:

x Ethics Committee Approval for Clinical Trials;

X Health Technology Assessments;
x Conformity Assessment of Medical Devices; and
X The TGA’s fee structure.

Industry is not suggesting abolishing regulation, but rather reducing the regulatory compliance
burden by way of harmonisation, consistency of approach and simplification. Industry will only
be successful in selling and exporting if it maintains its current high-level reputation as a
provider of safe, high quality and effective medical devices.

What is the relevant regulation or area of regulation, and the Government agency which
administers it?

The Australian medical devices industry is regulated by the TGA; however other agencies also
have some regulatory responsibilities. The NHMRC (National Health and Medical Research
Council), through the NHMRC Act 1992, includes provision to foster consideration of ethical
issues relating to health (i.e. ethics committee approval for clinical trials) and the National
Health Act 1953 deals with reimbursement issues.

Therapeutics Goods Act 1989

The Therapeutic Goods Act 1989 is administered by the TGA. The Therapeutic Goods Act, as
amended by the Therapeutic Goods Amendment (Medical Devices) Act 2002 and the Therapeutic
Goods Regulations 1990, prescribe the quality, safety and performance standards for medical
devices supplied to the Australian market.

TGA states” that its regulatory framework is based on “a risk management approach designed to
ensure public health and safety, while at the same time freeing industry from any unnecessary

2 Therapeutic Goods Administration, Department of Health and Ageing, Canberra, 2005, viewed 2 Nov 2005
www.tga.gov.au.
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regulatory burden’. According to the TGA, the new regulatory system for medical devices in
Australia, which came into effect on 4 October 2002, puts Australia at the forefront of world’s
best practice for the regulation of medical devices. Australia has adopted the elements of the
international regulatory model developed by the Global Harmonization Task Force (GHTF). A
primary objective of the Therapeutic Goods Act is to ‘ensure the quality, safety and satisfactory
performance of medical devices. It does this by:

(@) setting particular requirements for medical devices expressed as principles of safety and
performance for product;

(b) establishing principles of quality management system for manufacture;

(c) establishing administrative processes principally aimed at ensuring those requirements are
met; and

(d) providing for enforcement through a series of offences.’

In what ways does the regulation impose a burden on business, and how can it be
improved?

Issue 1. Ethics Committee Approval for Clinical Trials

The major problem is that there is currently a lack of consistency between, and duplication of
effort by ethics committees, particularly when multi-centre clinical trials of medical devices are
performed, which leads to time delays and higher costs for industry.

According to the Report of the Review of Access to Unapproved Therapeutic Goods®, the current
system has a historical, institutional basis, and is linked with indemnity and duty of care issues.
This burden has arisen from a need to respond to a wider regulatory system for therapeutic goods
and has developed over a significant period of time.

There needs to be national coordination and cooperation of the trialling entities to achieve a
streamlined ethical and scientific review, as well as a capacity to monitor clinical trials.

There is government activity on this issue, and there is consensus about developing a nationally
consistent system for medical devices and also for pharmaceuticals. The MDIAA has made a
submission to the TGA’s Review of Access to Unapproved Therapeutic Goods, and has met with
the executive of the NHMRC (National Health and Medical Research Council) to discuss related
issues.

Issue 2. Health Technology Assessment

In addition to the TGA regulating medical devices, there are currently at least four health
technology assessment bodies, including the ASERNIP-S (Australian Safety and Efficacy
Registry of New Interventional Procedures - Surgical), and PBAC (Pharmaceutical Benefits
Advisory Committee), as well as MSAC and the PDC. Stakeholders have suggested that having
multiple, separate health technology assessment bodies adds to the complexity of regulating a
device product.

Of particular concern to industry is that the Government agencies and advisory committees that
administer the Australian health technology assessment framework duplicate some methods used
to measure the cost-effectiveness of medical devices, which leads to time delays in bringing
products to market. Although a product is available for sale once it has received TGA regulatory

% Banscott Health Consulting, Report of the Review of Access to Unapproved Therapeutic Goods, 22 February

2005, sourced from www.tga.gov.au/consult/2005/cltrialrevrep/pdf
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approval, medical devices cannot be reimbursed by health insurers until successful assessment
by the PDC and possibly MSAC (depending on the nature of device and the medical procedure
used to implant it.) The PDC process can take up to eight months after TGA approval, and
product use is limited during this time. If MSAC approval is also required, it can take up to an
additional 18 months (perhaps 15 months on average), although as the recommendation of the
recent MSAC review are implemented, these times may decrease. The best case timeframe for a
product to reach market if it is required to pass through the sequential TGA, MSAC and PDC
processes is 18 months, with a worst case of 25 months. These timeframes affect Australian
high-technology SMEs in particular, as they carry high development costs over this assessment
period.

The MDIAA currently proposes establishing a Health Technology Assessment Working Group
to work with governments to advise and implement changes to increase the effectiveness and
efficiency of health technology assessment processes, including the efficiency and effectiveness
of MSAC, PDC, TGA and ethics committees’ processes.

Issue 3. Conformity Assessment of Medical Devices

Any manufacturer, either Australian or foreign-based, seeking to put a regulated product into the
Australian market must undertake a conformity assessment (CA) process to demonstrate that the
medical device conforms with the essential principles of safety and performance defined in
Australian legislation.

Industry has difficulty understanding the requirements of conformity assessment, in large part
due to legislative and administrative changes of the TGA that took place in 2002. Industry
considers there to be two practical problems which need to be addressed in the short-term,
namely complying with the requirement for all products on the Australian market to transition to
the new regulatory framework by the October 2007 deadline, and according to industry, a level
of unpredictability in the timelines to complete the regulatory process. Underlying this is the
ongoing concern for maintaining a reliable and safe supply of medical devices for Australian
patients.

One of the possible causes of the problem is that due to the TGA undergoing a great deal of
change in recent years with the introduction of a new internationally harmonised approach to
medical device regulation, there have been negative impacts on the consistency of timeliness of
the CA process for manufacturers. While the majority of regulatory applications do not cause
their sponsor any difficulty there have been applications that have been subjected to significant
delays and unanticipated costs. Many of these delays and costs could be associated with
premature application for assessment. This could be remedied through further education and
awareness of the regulatory system, leading to a better prepared manufacturer when they make
their application. According to industry, the education and training program, guidance
documents and information phone services provided by the TGA to assist industry have not
addressed all the needs of the industry. As a result, many of the smaller companies do not
understand the regulatory requirements and have been reluctant to commence transferring their
devices to the new regulatory system.

A proposed solution to these issues by the MDIAA is for industry to work with the TGA to
develop best practice models for assessment of medical devices and for industry to work with the
TGA towards ensuring manufacturers understand and undertake their regulatory responsibilities
for all products they wish to make available on the Australian market by October 2007. A report
on activities undertaken by the TGA to assist sponsors and manufacturers to complete the
transition to the new regulatory system (October 2007) is at Appendix 2.
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Issue 4. The Therapeutic Goods Administration’s fee structure

The TGA recovers the full cost of its regulatory activities within the scope of the Act through
fees and charges for services provided to product sponsors and manufacturers. Fees and charges
are prescribed in Regulations made under the Therapeutic Goods Regulations 1991, Therapeutic
Goods (Medical Devices) Regulations 2001 and the Therapeutic Goods (Charges) Act 1990.

It should be noted that actual TGA regulatory costs are only one component of bringing a
product to market in a regulatory environment, and for example, a manufacturer’s quality system
needs to be established before applying for TGA registration. These initial costs may have a
negative effect on the cash-flow of an early-stage medical device company while it is
undertaking simultaneous activities such as prototype designs, clinical trials and developing
investor relations.

A proposed solution is for industry in consultation with Government to propose a regulatory fee
structure for companies that does not adversely impact on companies’ abilities to innovate or
alternatively, for Federal and State/Territory governments to provide industry assistance
programs to help cover the regulatory costs of SMEs. Industry associations can use surveys to
gather information from industry on the cost of regulation, to make an informed case to
government for any changes in cost recovery policy or implementation.

Industry has also raised the question of whether the Australian Government should be meeting
some of the costs of regulatory devices for public good reasons.

Summary

The Australian medical devices industry desires a regulatory system that is international best
practice that is transparent to all stakeholders, conforms to international standards and offers
consistency and efficiency to device companies.

Representatives from the SILG and | would be happy to meet with representatives from the
Review Committee to discuss these issues, or to provide any additional information. | can be
contacted directly at +61 3 5944 3457 or gv@bigpond.net.au, or preferably via Dr David
Swanton on +61 2 6213 6480 or david.swanton@industry.gov.au.

Dr Geoffrey Vaughan
Chair, Strategic Industry Leaders’ Group
Medical Devices Industry Action Agenda
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APPENDIX 1

The Therapeutics Goods Act 1989 defines a medical device as:

‘any instrument, apparatus, appliance, material or other article, (whether used alone or in
combination, and including the software necessary for its proper application) intended, by the
person under whose name it is or is to be supplied, to be used for human beings for the purpose
of one or more of the following:

x diagnosis, prevention, monitoring, treatment or alleviation of the disease;

x diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap;
X investigation, replacement or modification of the anatomy or of a physiological process; or
x control of conception,

and that does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its function
by such means; or

X an accessory to such an instrument, apparatus, appliance, material or other article.’

Medical devices include a wide range of products such as medical gloves, bandages, syringes,
condoms, contact lenses, X-ray equipment, heart-rate monitors, surgical lasers, pacemakers,
dialysis equipment, baby incubators and heart valves.*

Demand and supply

Government is the industry’s largest purchaser of medical products, with over 70 per cent of
domestic sales made to the public sector. The remaining 30 per cent is sold to private hospitals,
private practices, clinics, insurers and patients® although it may be the case that for many higher-
technology products the bulk of sales are made to the private sector. Australia’s medical devices
industry would like to see this drive the growth in sales of indigenous products and sales from
Australian companies.

Imports and exports

The industry is unique in that it imports most of what it uses (98.8 per cent), and exports most of
what it produces (97.2 per cent), mainly to the USA, New Zealand, Europe, Japan and the UK.
Therefore the industry sees its future viability and continued success in exporting.

Industry structure

Australia has a vibrant medical devices industry focused on exporting its products and creating
overseas markets. The industry is serviced by two main industry organisations, AusBiotech (the
biotechnology industry organisation) and the Medical Industry Association of Australia (MIAA),
and also by two other organisations, Science Industry Australia and the Australian Electrical and
Electronics Manufacturers’ Association (AEEMA), all of whom are members of the SILG, as
well as the Australian Dental Industry Association (ADIA).

The Australian medical devices industry is largely comprised of SMEs, in particular, companies
with fewer than 10 employees; and AusBiotech suggests that there may be a downstream

* Therapeutic Goods Administration, Medical Devices — A New Approach to Regulation (May 2002).

> IBISWorld Industry Report, Medical and Surgical Equipment Manufacturing in Australia C2832 (2004).

MDIAA SILG submission to Regulatory Burden Taskforce 7



employment multiple of approximately five for every one person directly employed in the
industry.

An accurate stock-take of the size and profile of the Australian medical devices industry is
difficult in that companies captured by the TGA definition do not necessarily see themselves as
part of the industry. This has resulted in differing figures for the size of the industry, ranging
from 321 (Dr Lyndal Thorburn®) to 1 966 establishments (IBISWorld").

Action Agenda Timeframe

On 10 November 2004 the Minister for Industry, Tourism and Resources, the Hon lan
Macfarlane MP announced the MDIAA. The MDIAA is expected to be considered by
Government in mid-2006.

¢ Kelvin Hooper and Lyndal Thorburn, Biolndustry Review Australia and New Zealand






