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Executive Summary and Recommendations

New directions for HTA in Australia to support better health care
and reduce regulatory costs

Key Messages

The HTA Review recommends that Commonwealth HTA processes should:
e all follow a set of shared objectives and principles;
e be part of an open, transparent, integrated system;

* make information easily available from a central website, including more information on how
technologies will be assessed and how decisions are made;

e provide improved opportunities for sponsor and stakeholder input, including expanded options for
seeking review of decisions;

e operate through a single entry point to assist stakeholders by receiving, guiding and monitoring all
applications for reimbursement;

e be more flexible in dealing with novel and complex technologies by coordinating assessments and
allowing different aspects of complex technologies to be assessed at the same time;

e speed up Medical Services Advisory Committee assessments by allowing sponsors to supply their own
assessments and have these critiqued;

e simplify administration of the Prostheses List by streamlining administrative processes and removing
duplication; and

o reform post-market surveillance of health technologies to strengthen patient safety and value for
money for taxpayers.

Overview

The Australian Government assists Australians with the cost of their health care through a range of different
funding arrangements. The cost of these programs has been rising over time, due to a range of factors including
population growth, population ageing, development of new technologies and changing expectations of health
care. Health technology assessment (HTA) is a key tool for the Australian Government to achieve its overall
objective of delivering a safe, effective and efficient health system that is fiscally sustainable in the longer term.

This Review of Health Technology Assessment in Australia (HTA Review) has been conducted as a Better
Regulation Ministerial Partnership between the Minister for Health and Ageing, the Hon Nicola Roxon MP,
and the Minister for Finance and Deregulation, the Hon Lindsay Tanner MP. The HTA Review has been
undertaken by the Department of Health and Ageing (DoHA) in consultation with the Department of Finance
and Deregulation (DoFD).




A key objective of the HTA Review is to address the regulatory burden on business that results from HTA
processes, to ensure that those processes are efficient, measured and proportionate. The HTA Review is to
identify opportunities for reform of the processes that may be poorly designed, duplicated or unnecessary,
imposing unwarranted costs and complexity on business and discouraging innovation.

Government cannot subsidise every new medical technology. HTA provides a means by which new technologies
can be assessed and prioritised against existing health care interventions (and other government funding
priorities). This is achieved by determining the best value for money for the Australian community by considering
both clinical effectiveness (that is, whether they improve health outcomes and by how much), and cost-
effectiveness (that is, how much they cost compared to alternatives, in terms of the health outcomes achieved), to
ensure that funds are used to support the lowest cost health care interventions for achieving the maximum health
improvement. Consistent application of evidence across all Commonwealth HTA processes will build a foundation
on which health financing arrangements can be made more sustainable.

HTA processes apply principally to diagnostic tests, medicines, medical devices, prostheses and surgical
procedures. They operate with the objective of ensuring that only safe and effective health technologies are
permitted to be sold in Australia and that Australian Government funding (in the form of subsidies) is directed to
priority technologies that are both clinically and cost effective.

HTA processes can occur across the life cycle of a technology, and involve:

* horizon scanning to identify new and emerging health technologies for governments and health systems for
planning purposes;

* market regulation to assess the intrinsic safety and performance of therapeutic goods, as intended for
use by manufacturers;

e HTA for reimbursement to assess the comparative safety, clinical and cost effectiveness of health technologies
being considered for subsidy; and

e post-market surveillance to monitor the impact of technologies in routine clinical use.

The particular HTA processes that have been the focus of the HTA Review are:

e regulation of therapeutic goods for market entry, currently undertaken by the Therapeutic Goods
Administration (TGA);

e approval of funding under the Medicare Benefits Schedule (MBS), currently informed by the Medical Services
Advisory Committee (MSAC) and relevant implementation consultative committees;

e listing of prostheses for private health insurance coverage, as currently informed by the Prostheses and Devices
Committee (PDC); and

e listing of hybrid and co-dependent technologies as currently informed by MSAC, the Pharmaceutical Benefits
Advisory Committee (PBAC) and PDC.

Any changes to regulatory processes agreed by government arising from the HTA Review should be reviewed after
implementation to ensure that their operation is achieving the intended objectives.
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Recommendation 1:

That the impact of the proposed changes to the Commonwealth Health Technology Assessment (HTA)
system approved by the Australian Government be evaluated within three years of the government
response to this review.

Recommendation 2:

That the rigorous consideration of evidence be consistently applied across all Commonwealth HTA
processes to ensure sustainability of the Australian Government's health financing arrangements.

A Policy Framework for Commonwealth HTA

The Commonwealth HTA system is complex and has many interdependencies. Each HTA agency has discrete
functions and has evolved over time to respond to different needs. Individually, most of these processes function
well, and in some cases are regarded as world leaders in their field.

Nevertheless, previous reviews of HTA in Australia have identified a range of concerns such as duplication and
differing approaches to methodologies, evidence requirements, transparency and communication across the HTA
agencies. A common concern is that sponsors of new medical procedures or devices often must navigate two
(TGA and then MSAC or PDC) and, in a small number of cases three separate HTA processes (TGA, MSAC and
PDC) in order to secure market entry and reimbursement approval. If use of the diagnostic technology is intended
to affect the use of a medicine, PBAC may also be involved.

During the HTA Review consultations, stakeholders repeatedly expressed concerns that there is a lack of a
strategic, systematic and integrated framework for Commonwealth HTA functions. Typical of many submissions
was the comment that:

Enhanced arrangements that take a holistic not silo approach are required for assessment for subsidy and
listing purposes.’

There was a general acknowledgment by stakeholders that, for example, an explicit, agreed set of principles is
crucial to guide the strategic direction and operation of the system, even though there may at times be a need for
“trade-offs” between them.

Accordingly, this Report proposes a policy framework for Commonwealth processes for market entry and HTA for
reimbursement in Australia, consisting of a vision, goal, objectives and principles.




While not all aspects of the framework will apply to each function to the same extent, such a framework will
assist with:

e ensuring the goals of HTA support broader social and economic goals of the Australian community;
e developing a shared and consistent approach across the processes;

e clearer delineation of roles and responsibilities of each component of the HTA system;

e improved transparency;

® encouraging a consumer and patient focus without increasing regulatory burden;

e more robust performance measurement and accountability;

e more efficient use of scarce clinical and HTA expertise;

e reducing unnecessary and poorly designed regulation; and

e facilitating and encouraging links between HTA and broader health system goals.

Vision for a sustainable, efficient Commonwealth HTA system

The proposed vision articulates an aspiration for Commonwealth HTA processes at the highest level:

Australians have timely, equitable and affordable access to the cost-effective health
technologies needed to manage their health.

Goal of Commonwealth HTA processes

The proposed goal articulates how and on what basis these Commonwealth HTA processes will contribute to the
Australian health system:

The goal of Commonwealth HTA processes is to maximise beneficial health outcomes to the
Australian population within the overall funds available whilst being cognisant of the other
important goals of the health system.

Objectives of Commonwealth HTA processes

The proposed objectives articulate the approach to informing robust decisions:

That Commonwealth HTA processes use the best available evidence and efficient methods

to inform robust decisions about market entry and the subsidised use of health technologies.
The Commonwealth HTA system should also continually improve the evidence base for
assessment and operate according to agreed principles.
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Principles underpinning Commonwealth HTA processes

Commonwealth HTA processes should be:

sustainable;

e transparent, accountable and independent;

e consultative and reflective of Australian community values;
e administratively efficient;

e flexible and fit for purpose; and

e informed by robust and relevant evidence.

Recommendation 3:

That the Commonwealth HTA system be guided by the vision, goal, objectives and principles articulated
in this Report.

Creating Stronger, More Efficient Health Technology Assessment
Processes for Reimbursement

Implementing this framework for HTA will require concrete, practical changes across the entire system. However,
the current system does have many strengths. Changes need to build on these strengths and avoid undermining
current capacity.

Improved public information

A single website for Commonwealth HTA

Applicants and other interested parties rely on publicly available information such as websites and guidelines for
their understanding of the Commonwealth HTA system. It is clear, however, that much information is scattered
across various websites and is otherwise difficult to access.

Creating a single website that clearly describes the roles and functions of Commonwealth HTA processes would
assist all stakeholders in accessing and understanding the Commonwealth HTA system.




Reporting on performance

Better and more consistent performance information would assist in demonstrating the extent to which
Commonwealth HTA processes are effective and efficient. The HTA Review proposes that DoHA develop a set
of key performance indicators (KPIs) and key activity data for Commonwealth HTA processes by June 2010,
which would allow stakeholders to monitor the performance of individual processes over time and to compare
performance between separate processes. Such measures would address:

e the effectiveness of the processes in achieving their objectives, such as to provide quality advice to the
Australian Government;

e the efficiency of the way this is done, such as through tracking the timeliness of assessments; and

e the quality of the individual stages, such as particular HTA processes.

In addition, stakeholders sought clear maximum time limits on all Commonwealth HTA processes as is currently
the case with PBAC. In this regard, the HTA Review suggests that a set of KPIs and key activity data address:

e time to process an application including reporting the minimum, maximum and average time over a 12 month
period, taking account of the level of complexity of the assessments;

o effective operation of expert committees — for example, whether the committees operate in accordance
with their terms of reference, adhere to meeting schedules and publish outcomes in accordance with targets,
as appropriate;

e the level and type of expertise involved in assessing applications; and

e the proportion of applications that were supported, conditionally supported or rejected in a 12 month period.

Post-assessment measures that would be useful to stakeholders include:
e the alignment of the HTA outcome with final reimbursement decision; and

e the extent to which up-take of the technology matched the assumptions in the HTA.

Recommendation 4:

That DoHA establish a website for Commonwealth HTA processes by July 2010 which:

describes the roles, responsibilities and relationships between the different HTA processes;

facilitates access to all related Australian Government HTA websites to ensure that policy and
guidance for all Commonwealth HTA processes are easily accessible; and

regularly publishes reports on agreed performance and activity data to clearly demonstrate the
performance of the system and focus attention on areas requiring performance improvement.
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Greater transparency and procedural fairness

Transparency is paramount to ensuring equity, fairness and, most importantly, scientific rigour on which
health care decisions are based.?

There was widespread stakeholder concern about the extent of transparency and procedural fairness in the
current system. Some stakeholders felt that the currently opaque arrangements reduce confidence in what might
actually be sound outcomes.

Better, more transparent conduct of HTA will reduce the impetus for aggrieved parties to seek review, but the
current disparate review processes across the system should be made more consistent.

Because of factors such as the different statutory base for the various processes it is unlikely that one standard
review process or mechanism is feasible. Instead, the HTA Review suggests that all processes align their review
arrangements against a set of shared principles. These principles should ensure that the review processes:

* encourage resolution informally whenever possible;
e be limited to considering information provided as part of the initial application;

* not create any opportunities for sponsors or others to manipulate the system (such as to seek review where a
re-submission with better information is more appropriate); and

 ensure that the advisory committee responsible for the matter under review properly takes account of the
outcomes of the review in re-considering the matter.

Recommendation 5:

That the procedural fairness and consistency of Commonwealth HTA processes be improved by 2011, by:

a. establishing independent review mechanisms and opportunities for re-submissions in a consistent
manner for Commonwealth HTA processes (where they are currently not available);

updating operating procedures for administering Commonwealth HTA processes including by
publishing specific milestones and timeframe targets for each individual HTA process;

improving public disclosure of Commonwealth HTA processes including advisory committee
membership, performance and activity data, and assessment and appraisal outcomes (including
the rationale for those outcomes);

establishing and publicising specified communication points with applicants throughout each
process, including providing opportunities for pre-lodgement meetings; and

adopting and implementing transparent and consistent policies and procedures for the
management of conflict of interest for all external parties involved in Commonwealth
HTA processes.
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Streamlined and better coordinated processes

The degree of complexity of a process is a key driver of regulatory costs. The HTA Review identified a number
of problems in current arrangements where a technology is required to be assessed through multiple processes.
These include:

e the sequential nature of processes can result in delays of several years before reimbursement arrangements
are finalised;

e applicants being required to supply the same information in different formats to several HTA processes,
particularly in regard to the assessment of aspects of devices to determine safety and efficacy by the TGA,
MSAC and PDC;

e poor understanding by stakeholders of the division of roles and responsibilities of different HTA processes, as
well as unexplained variations in HTA processes, exacerbated by poor communication within and between
departmental secretariats;

e applicants being expected to navigate the HTA system themselves with little support or guidance, which can
create difficulties when they are unfamiliar with the different processes; and

e applicants having difficulty monitoring and tracking the progress or status of their application.

Accordingly, the HTA Review proposes two major changes to the current system in order to streamline regulatory
processes, increase efficiency and reduce complexity for all stakeholders:

e the creation of a single entry point (SEP) for all applications for reimbursement; and

e allowing concurrent assessment of technologies across the relevant agencies.

Single entry point

In some cases, applicants are currently required to sequentially navigate at least two or three (and in some
instances four) different public entry points within DoHA and the TGA in order to achieve their objective of market
entry and public or private reimbursement. While the four entry points have different processes and approaches
to the management and assessment of applications, they nevertheless contribute to increased regulatory costs
through duplication, complexity and delay.

A frequent suggestion from stakeholders was that a ‘single entry point’ should receive, allocate and monitor
progress of applications. During the consultations, two different options for the SEP were canvassed — one
placed the SEP before consideration of an application by the TGA (that is, the TGA would receive all applications
even if no reimbursement were sought) and the other option had the SEP only deal with applications requesting
reimbursement.

Stakeholders held mixed views on which of these models had the greatest merit. Ultimately, the HTA Review
considers that, in the light of the benefits of having a clear demarcation between market regulation and
reimbursement processes, a SEP dealing only with applications for reimbursement is the better option.
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The proposed SEP would halve the number of entry points to Commonwealth HTA processes (from four to two)
and provide better coordination and integration of HTA processes by facilitating appropriate communication
and collaboration between the TGA, MSAC, PBAC and PDC, as well as public and private payers and state and
territory governments. It should also assist in standardising application requirements and guidelines, where
appropriate.

The proposed functions of a SEP include:

* apublicinterface with stakeholders (through a website and guidance documents);
* asingle liaison point for applicants and the HTA processes;

e the capacity to monitor and track the progress of applications;

e responsibility for organising broad-based, pre-lodgement meetings — which could provide a ‘whole-of-HTA
system’ view to aid an applicant’s understanding of how the application could progress through the various
advisory committees and processes, and the likely evidence requirements;

* 3 coordination function for those applications which would need to be assessed by multiple HTA processes and
advisory committees, such as those proposing hybrid or co-dependent technologies;

e management of information sharing between the HTA processes, advisory committees and applicants; and

e responsibility for coordination of evidence requirements and assessment processes to promote greater
consistency across the HTA processes and advisory committees.

Concurrent assessment and coordination across advisory committees

A number of stakeholders noted that the current sequential system of assessments by the different agencies can
create extended delays in achieving return on investment for a particular technology. The HTA Review agrees that
Commonwealth HTA processes should allow applicants to choose whether they prefer either to apply concurrently
for market entry and HTA for reimbursement, or enter the market first to gather evidence to inform a later
application for reimbursement.

In some instances (particularly for co-dependent and hybrid technologies), the SEP would coordinate the provision
of consolidated, comprehensive advice to the Australian Government from a number of advisory committees on a
range of aspects of a complex service involving a mix of technology types.

A more flexible, risk-based approach to assessment and evidence

A fundamental goal of the HTA Review is to make the current system more flexible, responsive and adaptable,
and reduce requlatory costs. Current HTA processes, each of which generally deals with a limited variety of

technologies, are already struggling to adapt to the pressure of the growing diversity and number of emerging
and converging health technologies, and are unlikely to be sustainable in their current form in the longer term.

Stakeholders argued that simple technologies, such as orthopaedic screws, were subject to what was felt to be
excessive scrutiny, while other technologies which may be associated with greater risks (such as new radiation
oncology techniques) were subject to inadequate assessment.
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Consistent with international best practice, the HTA Review proposes that the degree of rigour of HTA processes
take into account the risks (including the level of uncertainty in the evidence base relating to those risks) of the
technology under consideration. A risk-based approach would vary the amount and strength of evidence required
for the assessment of different technologies, informed through the development and use of HTA risk classification
tables and also aligned where relevant with any emerging international standards.

The factors taken into account under this approach primarily relate to the potential risks and benefits of the
technology, such as:

e the unit cost of the technology;

e the severity of the disease being treated;

e the size of the population who may benefit;

e the availability of alternative technologies to manage the same clinical condition;
e the degree of certainty regarding the scale of the likely risks and benefits; and

e equity and access implications.

Once these factors have been weighed, the appropriate HTA approach can be chosen in terms of:

e the most appropriate assessment methodology (such as extent of literature analysed, economic model applied,
costs and benefits considered, or comparator used);

e the amount, type or quality of evidence required to support the assessment (such as the number of years'
follow-up evidence); and

e the assessment and appraisal pathway(s) followed.
The level of risk and the characteristics of the required assessment/appraisal should be applied consistently across

all HTA processes. Stakeholders stressed that, even though different agencies had different roles, it was essential
that they use a common language.

In summary, the HTA Review considers that a more risk-based approach to assessment should be undertaken by
MSAC and PDC to ensure that the intensity of assessment matches the risk posed by use of the health technology.
This approach should reflect both the risk of harm to the patient and the financial risk to the government on
behalf of the taxpayer and to society more broadly.
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Recommendation 6:

That in order to improve the efficiency of HTA, DoHA establish a single entry point (SEP) by July 2010 to
receive applications for subsidy under the MBS, Pharmaceutical Benefits Schedule (PBS) and Prostheses
List. The role of the SEP will be to:

provide a single point of contact to help applicants throughout the HTA process;
determine the most appropriate advisory committee(s) to appraise the technology;

identify the most appropriate assessment pathway for an application, including by maintaining and
reinforcing current processes where these are the most efficient for the technologies submitted to a
particular process;

conduct an initial risk and impact assessment and determine the most appropriate methodology to
be used in assessing the technology;

ensure the timely assessment and appraisal of co-dependent and hybrid technologies, or
technologies being assessed concurrently for both public and private reimbursement and coordinate
the provision of comprehensive advice to the Minister for Health and Ageing (the Minister);

achieve synergies through sharing and sustaining HTA expertise across the advisory committee
secretariats; and

develop and report on the achievement of performance targets for HTA for reimbursement.

Recommendation 7:

That applicants have the option of applying to different HTA processes concurrently. Finalisation of each
HTA process may be subject to the completion of a critical antecedent process (such as inclusion on the
Australian Register of Therapeutic Goods (ARTG) prior to MBS or Prostheses List listing). This will require
procedures to be put in place by July 2010 to allow the efficient flow of information between HTA
processes (including from the TGA to other HTA agencies, subject to confidentiality constraints).

Strengthening linkages between market entry and HTA for reimbursement

Medical devices used in Australia are regulated under the Therapeutic Goods Act 1989 (the Act). Devices

are classified in light of the intended use and the risk the device presents to the patient, the user and the
environment. In 2007-08, over 5,600 devices were submitted for inclusion on the ARTG to enable their sale and
use in the Australian market. Over 90 per cent of these devices will never be submitted for HTA for reimbursement
and thus the market entry regulatory regime is crucial for ensuring the timely entry of safe technology into use by
Australians.

Australia’s market regulations for health technologies already incorporate the principles of the international
regulatory model developed by the Global Harmonization Task Force (GHTF) which includes the United States
(US), Europe, Canada, Japan and Australia. The underlying philosophy of the GHTF regulatory framework is to
remove unnecessary duplication of reviews in different regulatory jurisdictions, firstly by harmonising regulatory
requirements between jurisdictions where possible, and then by establishing collaborative agreements between
jurisdictions to recognise outcomes of reviews already undertaken.

\

——




15

Australia has already put in place a Mutual Recognition Agreement with Europe in respect of conformity
assessment certificates, and is in the final stages of implementing similar arrangements with Canada.

Notwithstanding these arrangements, the HTA Review identified a number of areas where the regulatory regime
should be changed.

The first of these is in regard to the current prohibition on Third Party Conformity Assessment (TPCA). Overseas-
made devices (except those devices which contain medicines or materials of human or animal origin or blood
products) can enter the Australian market on the basis of assessments conducted by TPCA bodies and under
mutual recognition agreements between Australia and the European Community. Manufacturers of Australian-
made devices can only seek conformity assessment certification from the TGA. Manufacturers (both overseas and
domestic) contended that enabling them to use TPCA (for all types of medical devices) would reduce regulatory
timeframes and make it more likely devices would be manufactured in Australia. The TGA has commenced formal
consultation on this issue, and should respond by July 2010 with a view to implementing agreed changes by 2011.

The second issue is that some stakeholders suggested that the safety and performance of some joint replacement
prostheses are not adequately evaluated prior to inclusion on the ARTG (resulting in risks to consumers and cost
to payers). In response to these concerns, the TGA has invited submissions on a proposal to re-classify these
devices to require a higher level of requlatory oversight. If implemented, this would provide for more appropriate
pre-market regulation for these implants while also enhancing the TGA's post-market controls over this important
and higher risk group of medical devices. The HTA Review recommends that where the amendment of regulations
is proposed, this be finalised by the end 2010.

Finally, during consultations for the HTA Review, stakeholders expressed the view that one of the most critical
aspects of HTA is to protect Australian consumers from health technologies which cause harm. The TGA currently
has this responsibility, which it exercises by ensuring that goods listed on the ARTG are ‘free from unacceptable
risk”. This is @ minimum standard, which is appropriately a precondition of any government reimbursement for a
new technology. Overall, the HTA Review finds that the TGA provides its assessment in an efficient, transparent
and timely way. Most stakeholders were supportive of current TGA procedural arrangements. The HTA Review
did, however, find that some stakeholders were concerned that MSAC and PDC also considered the safety of new
technologies as part of their assessment, which was perceived as a duplication of the TGA's role as the market
regulator. This was particularly the case for higher-risk devices.

The HTA Review concluded that the TGA should re-assess its current requirements for pre-market assessment

of higher-risk devices for entry in to the market, with a view to addressing these perceived shortcomings, and
develop the evaluation processes to ensure the safety assessments undertaken can satisfactorily inform the
requirements of the ‘downstream’ HTA agencies, namely PDC and MSAC. More explicit and detailed information
about the TGA's safety assessment of a device should be provided to PDC and MSAC in order to provide
assurances about the level of intrinsic safety of the device.
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Recommendation 8:
That the Therapeutic Goods Administration (TGA), in the context of international harmonisation:

a. continue its role as the independent national regulator solely responsible for assessing the safety,
quality and efficacy of therapeutic goods for entry on the ARTG and marketing in Australia;

respond to the issues raised in consultations regarding third party conformity assessment by July
2010, with a view to implementing changes agreed by government by 2011;

increase the rigour of requlatory assessment of higher risk medical devices by 2011, to ensure an
appropriate level of evidential review is undertaken to ensure safety, quality and efficacy of these
devices prior to entry on the ARTG and to provide a sound evidence basis for Commonwealth HTA
processes; and

develop protocols by July 2010 for sharing information with other HTA agencies through the SEP
(subject to commercial-in-confidence constraints) on the outcomes of its safety assessments.

Improving the rigour and efficiency of MSAC

MSAC plays an important role in ensuring that medical services associated with new procedures and devices are
subject to HTA before being funded through the MBS.

Although MSAC receives relatively few applications (around 14 per year), it is important that these assessments
are conducted in both an appropriately rigorous and timely manner. Currently, the time taken to complete an
assessment averages 18 months from acceptance to appraisal. In addition, stakeholders consider that:

e MSAC is slower, less flexible and possibly less consistent in its recommendations than other Commonwealth
HTA processes.

e The current model which relies on MSAC conducting its own evaluation, rather than critiquing assessments
provided by sponsors, results in inefficient use of resources.

e The establishment of expert advisory panels is considered unacceptably slow.

e There is currently no targeting of assessment effort based on an application’s alignment with health priorities or
potential for improved clinical outcomes.

e The link between MSAC's conclusions and the Medicare Benefits Schedule (MBS) fees and descriptors agreed by
the Medicare Benefits Consultative Committee (MBCC) is less robust than for other comparable HTA processes.

MSAC has recently commenced implementation of a number of initiatives to address these concerns and reduce
regulatory costs. It has established an agreed coordination point within the TGA to facilitate more timely advice
on the eligibility of products for listing. In addition, two previously separate sections within the MSAC secretariat
were merged to improve project management and the flow of information to the MSAC Executive.

A number of other changes are being made to the management of the assessment process. For example, one
cause of delays has been the identification late in the assessment process of the need to change the clinical
protocol or comparator. In some cases this has required a complete re-consideration of the approach to

the assessment.
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In addition, the relationship between the Economic Sub-Committee (ESC) and MSAC is being changed so that an
ESC member attends initial meetings of the advisory panel to facilitate better decision-making on the economic
methodology of assessments.

The HTA Review endorses MSAC's approach. An improvement in MSAC's processes will reduce regulation,
increase flexibility and allow assessments to proceed more quickly (in a defined time period) and efficiently for
sponsors who have the capacity to conduct a full cost-effectiveness assessment prior to submission to MSAC. It
will also allow for the assessment of applications requiring a full HTA to be conducted after submission where this
was necessary or where sponsors lacked the resources to do so.

In regard to the delays in MBS listing following MSAC advice in support of public funding, it is important that the
Australian Government retain the responsibility for deciding whether or not to implement new MBS items based
on MSAC advice, taking into account the broader fiscal and policy priorities of the government. However, greater
engagement between MSAC's ESC and MBS financial modellers, and between MSAC clinical experts and areas
drafting MBS item descriptors, would reduce delays between advice and listing and potentially enhance MSAC's
understanding of broader policy issues affecting its appraisals.

Recommendation 9:

That by July 2010, MSAC strengthen and streamline its operations and improve the flexibility of its
regulatory processes by:

a. providing advice to the Minister based on a critique of an applicant’s comparative clinical and
economic evaluations , as an alternative to the current process and in the context of agreeing
specific timeframes for assessment with the applicant;

ensuring that data collection requirements supporting a recommendation for interim funding for a
professional service for listing on the MBS are sufficiently rigorous and reliable to provide a sound
basis for a final decision on funding;

ensuring that its advice to the Minister addresses all aspects of the proposed change to the MBS,
especially in regard to the proposed MBS item descriptor and fee; and

streamlining current processes for accessing expert advice to improve timeliness of assessment
processes and set a target of all advisory panels being established within six weeks of accepting an
application.
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Streamlining management of the Prostheses List

The Prostheses List plays a dual role as part of Commonwealth HTA processes and as part of the regulation
of private health insurance in Australia. It therefore plays an important role in ensuring the sustainability of
the health system, in particular the private hospital and insurance sectors. The current Prostheses List
arrangements were established to control significant increases in the benefits paid for prostheses in the
earlier part of this decade.

Since its establishment the PDC arrangements have been highly successful at controlling the growth in prostheses
costs. The trend that occurred between 1999 and 2002 in the growth of the cost of prostheses outstripping the
growth in the number of services has now been controlled and costs are moving in line with volume. Maintaining
this success in controlling the costs of prostheses is critically important to ensuring that both government and
consumer contributions to private health insurance remain financially sustainable.

The PDC has been successful in meeting its objective to control private health expenditure on prostheses, and has
dealt quite effectively with the large workload that this has involved (over 1,000 applications, 3,000 products,
4,000 benefit negotiations and 6,000 amendments to the list each year). However, this Review provides an
opportunity to revise current arrangements which impede progress for reform of Prostheses List activities to
develop a more sustainable model for the future, as recommended by the Doyle Review to reduce regulatory
burden (including costs) imposed on the medical devices industry.

Currently, benefit negotiations are conducted for each new product that is listed, and for every product that
is being reviewed. This can amount to thousands of benefit negotiations every cycle. This is a very resource-
intensive approach.

The PDC has sought to simplify the Prostheses List and, since its establishment in 2005, has reviewed around
half of the products on the list to identify consistent grouping schemes, as well as progressively reducing the
differential in benefits for products within these groups.

However, progress has been slow, as the review process requires the development of grouping schemes by
clinicians with limited time available to devote to this work, agreement from stakeholders with competing
interests, and complex offers and negotiations for every single product affected by a review. One of the current
reviews being conducted by the PDC involves around 2,500 products, and is still not complete after almost
two years.

Stakeholders expressed concerns about the application process, which requires them to submit applications within
a specific time window. Several sponsors sought a ‘rolling or continuously updated list to address the delay, but
private hospitals and insurers considered that the impact of this change on their business processes would not be
manageable. Such a change would also present significant logistical difficulties in managing an already difficult
PDC workload.

A broader issue is the approach taken by the PDC in assessing the safety of devices which are being considered
for listing. Medical device industry stakeholders expressed their concerns to the HTA Review that this represented
an unnecessary duplication of the TGA's role, imposing additional costs and delays in the listing process. The HTA
Review concluded that any evidence relating to the lack of safety of a device should be referred to the TGA.

PDC may decline to recommend listing a device where there is insufficient evidence to support private health
insurance funding.
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Finally, a growing issue has been the growth of ‘gap” items on the Prostheses List. This occurs where the sponsor
wishes to list an item, but is not willing to accept the ‘minimum’ benefit recommended by the PDC for that item
for payment by the insurer, but also negotiates a ‘maximum’ benefit. The difference between the minimum and
maximum benefit must be met by the patient as an out of pocket or ‘gap payment.

Many of these concerns relate to the role and composition of the PDC. Accordingly the HTA Review sees merit in
a major restructuring of the PDC arrangements.

Recommendation 10:
That in order to reduce regulatory costs:

a. the terms of reference for the PDC and its subcommittees be revised by July 2010 so that it is clear
that its assessments of prostheses only consider clinical effectiveness (including comparative cost
and comparative safety); and

channels of communication between the TGA and PDC should be formalised to ensure that any
concerns the PDC encounters regarding the intrinsic safety of prostheses are immediately referred
to the TGA and dealt with appropriately.

Recommendation 11:
That the PDC be restructured by July 2010 to ensure that its membership is balanced and:

includes individuals with expertise in current clinical practice, health policy and health economics;

includes representation from health consumers, health service providers, and the health insurance
and health technology industries; and

has an independent chair.

Recommendation 12:
That the arrangements for the Prostheses List be changed by 2011, with appropriate consultation, to:

accept applications on a continuous basis, but still make the Prostheses List every six months;
establish and maintain groups of products with similar clinical effectiveness;

abolish the negotiation of benefits for individual listed products, and instead establish and maintain
a single (benchmark) benefit for the products included in each group, with sponsors being required
to accept this benefit in order to be listed;

abolish the negotiation, setting or publication of maximum benefits, to eliminate the potential for
gap payments for patients who have Private Health Insurance (PHI); and

permit the establishment of new product groups (or sub-groups) where a sponsor establishes clear
superiority of their product compared to those in an existing group.
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Improving post-market surveillance of health technology

Post-market surveillance has an important role to play in protecting the community and in ensuring the efficiency
and sustainability of the health system.

The HTA Review recommends action in five related areas to improve the post-market surveillance of devices.
These are to:

e adopt a more proactive and sustained approach to post-market surveillance for device safety;

e expand the scope of post-market surveillance beyond the current focus on safety to include the collection of
cost-effectiveness data to support future reimbursement decisions;

* make selective use of registers to collect post-market surveillance data on specific, high-risk
implantable devices;

 explore opportunities for better health data linkage to generate evidence on the utilisation and effectiveness of
health technologies; and

e use data from post-market surveillance to evaluate technologies funded for reimbursement on an interim basis.

A more proactive approach to post-market surveillance for device safety

The current post-market surveillance system relies heavily on device manufacturer/sponsor reporting, which in
turn relies on the sponsors awareness of emerging problems. If concerns are identified and validated, the TGA
may cancel or suspend the ARTG entry of particular therapeutic goods, or direct other action such as a recall,

safety alert or product improvement by the manufacturer.

However, reporting may be incomplete or delayed, particularly when a device is no longer regarded as ‘novel’,
because of reliance on reporting by clinicians, consumers or health organisations.

Submissions to the HTA Review suggested that there needs to be greater public awareness of the opportunities
and mechanisms whereby both health service providers and consumers can more actively participate in post-
market surveillance, such as through the formal TGA processes for reporting adverse events associated with
device use.

Recommendation 13:

That, in order to improve the contribution of post-market surveillance to patient safety, the TGA
take steps to increase the rate of reporting of adverse events, including by health service providers
and consumers.




Expanding the scope of post-market surveillance

Current post-market surveillance arrangements, such as those managed by the TGA, focus exclusively on ensuring
regulatory compliance and safety of medical devices.

There are two reasons to consider expanding the scope of post-market surveillance to collect information useful
for HTA.

The first is that often only limited real-world data are available at the time of the initial HTA. In addition, a
particular device may be used in different circumstances, for different purposes, in different patients, or in
combination with other procedures or technologies not considered at the time of the original approval. Therefore,
the initial HTA for reimbursement and decision to subsidise a health technology could, in many cases, be
considered a crucial first step in gauging the efficacy and comparative cost-effectiveness of a technology, rather
than the only step.

A second reason to enhance post-market surveillance is that there is increasing pressure to accelerate entry of
what may be very new technologies (including surgical procedures) to the health system which have relatively
little evidence supporting their longer-term costs and benefits. Expanded post-market surveillance may provide

a means by which some technologies could be subsidised on a conditional basis (based on satisfying an initial
assessment), with evidence collected from actual patient utilisation. This more flexible approach is consistent with
the principles of better regulation.

For Australia to follow a similar path, careful consideration of the roles and responsibilities of each stakeholder
(Australian, state and territory governments, clinicians and consumers, as well as device manufacturers and
sponsors) and associated infrastructure and regulatory requirements (such as to permit data linkage) would

be required.

Recommendation 14:

That, in order to improve the contribution of post-market surveillance to the sustainability of the

health system and the longer-term regulatory efficiency of HTA processes, DoHA explore options for
consideration by government in 2011 to facilitate the expansion and use of post-market surveillance data
to inform safety, effectiveness and reimbursement decisions for devices and procedures.
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Investigating the scope for better health data linkage

Medical devices are rarely used in isolation. In most cases the device is part of wider intervention such as surgery,
and may also be associated with the use of medicines or other treatments or tests that may continue to be
required for some time.

Underpinning any proposal to link datasets should be an ethical framework that offers sufficient assurances of
privacy and confidentiality to service providers and clients and protections against the use of personal information
for purposes other than those originally intended. Such protections and protocols need to inform not only the
actual process of linking client records but also related processes such as obtaining client consent, data storage,
transfer, encryption and release.

Stakeholders saw more value in testing linkage in areas of likely high return and then applying lessons more
broadly across the health system.

Using data from post-market surveillance to guide investment in technologies

During the options development phase of the HTA Review, stakeholders generally agreed that disinvestment in
relation to comparatively ineffective devices was desirable. However, a substantial number of those consulted
(particular industry and clinician stakeholders) considered that the market worked effectively to discourage the
use of outdated or ineffective technologies and that no government intervention was required to proactively
review and identify specific technologies for disinvestment. On the other hand, others noted that a number of
procedures and devices continue to be used and subsidised despite common knowledge that they are at best
ineffective or at worst harmful.

A recurring theme in submissions and consultations is that the current HTA system heavily emphasises the initial
assessment of technology but does not sufficiently address the ongoing relevance of a technology. The term
‘disinvestment’ was used to cover a range of processes that might answer questions such as:

 Should a technology be removed from the market?
e Should a technology continue to be publicly funded?
e Should the eligible population be reviewed?

e Should the price (benefit) paid for technologies increase, decrease or stay the same?

Such an approach could encourage more robust and efficient processes around all health care decision-making,
including reallocation (or reinvestment) of funding to interventions, including devices, that offer overall health
gains more efficiently. In the face of increasing health expenditure, it will become increasingly difficult for
governments to fund new health technologies unless they have the capacity to identify and remove funding for
those that are less effective.
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Selective use of registers to collect post-market surveillance data

‘Clinical registers are databases that systematically collect health-related information on individuals who are:
e treated with a particular surgical procedure, medicine or device (e.g. joint replacement);
e diagnosed with a particular illness (e.g. stroke); or

e managed via a specific healthcare resource (e.g. treated in an intensive care unit).?

In Australia, the best known register, the National Joint Replacement Registry (NJRR), was established a decade
ago to define, improve and maintain the quality of care for individuals receiving joint replacement surgery. It is
considered to have delivered substantial benefits and is estimated to have reduced the number of unnecessary
revision operations by 1,200 procedures per year and saved the health sector and consumers around

$44.6 million since it was established in 1999.

In the light of this experience, the HTA Review supports the development of additional registers.

However, registers can be difficult to establish and expensive to run. Accordingly, the initial focus for any new
register should be for high-risk implantable devices for which consumer safety risks are most critical.

Recommendation 15:

That registers for high-risk implantable medical devices and/or procedures be established, with:

key stakeholders such as clinicians, health consumers and industry to participate in governance of
and contribution to registries;

establishment of mechanisms to apply data from the register to future HTA;

the feasibility, benefits and methodologies for data linkage to be explored in a pilot project in
regard to a particular device identified by the high-risk implantable devices register;

consideration of how developments in e-health and data linkage could improve the efficiency of the
post-market surveillance of medical technology more generally; and

the development of criteria, the identification of opportunities and the consideration of strategies
for improvements in public investment in medical devices.
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Longer-term directions

This Review has made a number of recommendations to strengthen the conduct of HTA by Australian Government
agencies in the short- to medium-term.

The HTA landscape is, however, constantly changing, and extends beyond direct Australian Government
responsibilities. In addition, the consultations conducted as part of the HTA Review identified a number of issues
that will require sustained, coordinated action over the longer-term and that were not necessarily able to be
addressed as part of the HTA Review's terms of reference.

Many health technologies are separately assessed by each state and territory government, or through joint
arrangements between the Australian and the state and territory governments.

Similarly, the development of a skilled HTA workforce and a research capacity to develop HTA methodologies and
evidence requires a national approach (such as for blood and blood products).

Accordingly, the HTA Review proposes exploration of a set of longer term strategic issues to inform possible
future national activity. These are:

1. improved planning and system integration;

2. anational strategic framework for HTA involving the Australian Government, states and territories and other
key stakeholders;

3. greater patient (health consumer) focus;
4. increased investment in HTA-related research; and

5. increased capacity of the HTA workforce.

Recommendation 16:

That the Australian Health Ministers’ Conference be asked to consider the need for a national approach
to HTA processes, including processes required to evaluate blood and blood products.




CHAPTER ONE
Introduction to the HTA Review
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1 Introduction to the HTA Review

1.1 Background to the HTA Review

The Minister for Health and Ageing, the Hon Nicola Roxon MP, and the Minister for Finance and Deregulation, the
Hon Lindsay Tanner MP, jointly announced the Review of Health Technology Assessment in Australia (HTA Review)
in December 2008 as a Better Regulation Ministerial Partnership (see Appendix A).

The HTA Review is one of the first of a series of Better Regulation Ministerial Partnerships (Partnerships), which
are an initiative of the Minister for Finance and Deregulation, the Hon Lindsay Tanner MP, and his ministerial
colleagues. The Australian Government's Better Regulation agenda reflects a policy commitment to well-designed
and targeted regulation.

In this context, the HTA Review is also a key part of the Australian Government's response to the Productivity
Commission's reviews of regulatory burdens on business, which recommended action to reduce fragmentation,
duplication and unnecessary complexity in the regulation of medical devices and technologies.* Appendix C
details the findings and recommendations of these earlier reviews and the current status of activities to respond
to, or how the HTA Review will address them.

In addition, the HTA Review is a part of the government’s broader reform agenda for the Australian health
system and complements the 2009—10 budget measure ‘Medicare Benefits Schedule — Quality Framework for
Reviewing Services' (the MBS Quality Framework) which is developing a framework for reviewing Medicare
Benefits Schedule (MBS) items which have not been assessed through the Medical Services Advisory Committee
(MSAC). The Australian Government has provided $9.3 million over two years to develop and implement the
new evidence-based framework for managing the MBS into the future. The MBS Quality Framework involves the
introduction of a new MBS listing process from 1 January 2010 for applications not assessed by MSAC. Items
determined to be eligible for MBS funding will be listed on a time-limited basis (normally three years) subject to
a new process for setting the MBS fee, with a formal evaluation process at the end of the time-limited period. A
strong evidence base will be the pre-requisite to ongoing MBS listing. New listing, pricing and review processes
will be introduced throughout 2010 following consultation with providers, consumers and other experts. The MBS
Quality Framework also involves the development of processes to review existing MBS items to ensure that they
are based on best clinical practice and are priced appropriately. The reviews will provide a sound evidence base
for improving reimbursement arrangements, including through amendments to fees and/or descriptors, or
removal of items.

Recommendations arising from the HTA Review have been developed to be consistent with the principles
underpinning the MBS Quality Framework.
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1.2 The Australian Government’s Regulatory Reform Agenda

The Australian Government'’s Better Regulation agenda reflects its commitment to microeconomic reform to
drive productivity growth by engendering a culture of continuous regulatory improvement — where regulation is
efficient and fit for purpose. Better Regulation will reduce the regulatory costs to Australian business, and the
not-for-profit sector, supporting productivity, employment and economic growth.

The benefits of greater patient safety and more sustainable health financing arrangements through the use of
HTA should outweigh the costs of such regulation. However, where HTA processes cause unnecessary costs or
delays, because they are inefficient, uncoordinated or poorly targeted, there may be little net public benefit. The
Australian Government acknowledges that additional costs and delays in achieving return on investment may
appropriately occur with the assessment of the safety and efficacy of new health technologies prior to sale in
Australia, or with the evaluation of their cost effectiveness before the government subsidises their use.

The HTA Review has identified opportunities to streamline the assessment and approvals process for health
technology products, therapeutic goods and medicines both for government funding and to enable them to be
released into the Australian market.

The recommendations from the HTA Review aim to strike an appropriate balance not only by reducing costs to
business but also by improving patient access to safe, effective and cost-effective health technologies through
better regulation.

1.3 Previous Reviews

Since 2005, a number of independent and Department of Health and Ageing (DoHA) reviews of Commonwealth
HTA arrangements were undertaken. These reviews included:

e the Regulation Taskforce report, Rethinking Requlation — Report of the Taskforce on Reducing Regulatory
Burdens on Business (January 2006)° (known as the ‘Banks Review'), which specifically recommended that the
Australian Government undertake a system-wide, independent and public review of HTA;

e the Productivity Commission report, Impacts of Advances in Medical Technology in Australia (August
2005),° which highlighted the need for better coordinated, more systematic HTA with transparent objectives,
underpinned by the principle of overall community wellbeing;

e the Report of the Review of the Prostheses Listing Arrangements (October 2007)” (known as the ‘Doyle
Review'), which made a series of recommendations specific to the Prostheses List and the work of the
Prostheses and Devices Committee (PDC); and

e the Productivity Commission report, Annual Review of Regulatory Burdens on Business: Manufacturing and
Distributive Trades (September 2008)2, which made recommendations around the efficiency of the Therapeutic
Goods Administration’s (TGA) processes in requlating health technologies.

The HTA Review presents an opportunity to further consider and, where appropriate, to address findings of earlier
reviews, noting that considerable work has already been undertaken by the government to address many of the
issues identified in these reviews. A summary of the findings of these reviews, and progress in implementing
recommendations from these reviews, is at Appendix B.
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1.4 HTA Review Terms of Reference and Scope

Ministers Roxon and Tanner asked DoHA to conduct the HTA Review (in consultation with Department of
Finance and Deregulation (DoFD)) to examine Commonwealth HTA processes and make recommendations about
options for improving process efficiency and reducing regulatory burden that can act as impediments to medical
innovation, without compromising timely and affordable patient access to medical services and devices that:

a) are demonstrated to be safe, effective and cost effective; and b) deliver improved health outcomes and

value for money.

The HTA Review was to canvass opportunities for reform within existing funding levels and consistent with
government policy objectives.

Figure 1.1: Summary Terms of Reference for the HTA Review

The HTA Review is to report against the following terms of reference (which are detailed in full in
Appendix C) as follows:

1. Simplification and better co-ordination between Commonwealth HTA processes (as identified in the
Review scope), which includes:

a. consideration of a single entry point and tracking system for applications for market registration
and funding;

b. making time to affordable access as short as possible for new technologies while maintaining or
improving the rigour of evaluation processes; and

. examination of the feasibility of conducting concurrent assessments for market registration and funding
and coverage purposes, noting current work in this area.

2. Improving role clarity and addressing duplication between processes, where it exists, including
consideration of consolidating functions with the Australian HTA system.

3. Reviewing post-marketing surveillance mechanisms to ensure the ongoing safety, and efficacy of
medical devices.

4. Strengthening transparency and procedural fairness in the assessment, decision making and
fee negotiation arrangements for processes (as outlined in the Review scope) through improved
communication with stakeholders about process, methodologies, outcomes and performance against
key indicators.

5. Enhanced arrangements for assessment of co-dependent' and hybrid" technologies.

I Where therapy involving the use of one health technology to directly improve health (e.g. a medicine or a medical device or a procedure) is
improved by the use of another health technology which might more accurately identify patient subsets most likely to gain from the therapy or
monitors therapy response.

i Where the characteristics of different health technologies (e.g. a medicine or a medical device or a biologic) are combined in one intervention
(e.g. laser activated medicines such as photodynamic therapy, or drug eluting stents)
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The Commonwealth HTA processes in scope for the HTA Review are:
1. the regulation of therapeutic goods for market entry, currently undertaken by the TGA;

2. the approval of funding under the MBS, currently informed by the MSAC and relevant implementation
consultative committees;

3. the listing of prostheses for private health insurance coverage, as currently informed by the PDC; and

4. the listing of hybrid and co-dependent technologies as currently informed by the MSAC, Pharmaceutical
Benefits Advisory Committee (PBAC) and PDC.

Processes specifically out-of-scope for the HTA Review include those: performed by PBAC (except where there
is an interface between MSAC and PBAC, particularly for co-dependent or hybrid products); relating to the HTA
performed jointly by the Commonwealth and the states and territories (such as the regulation or subsidy of
blood or blood products); and those wholly within the operation of state and territory government HTA.

Any HTA processes conducted by Australian Government departments outside the health portfolio were

also not considered.

1.5 Management of the HTA Review

The HTA Review was conducted by a Task Force within the Health Technology and Medical Services Group

in DoHA's Medical Benefits Division and was overseen by an Inter-Departmental Committee (IDC) with
representatives from DoHA and DoFD and the departments of Innovation, Industry, Science and Research (DIISR),
Veterans' Affairs (DVA), Prime Minister and Cabinet (PM&C) and Treasury.

In addition, DoHA established the Medical Technology Stakeholder Reference Group (MTSRG) as an important
forum to allow comprehensive consultation with key stakeholders in identifying issues and developing policy
solutions to address the HTA Review Terms of Reference.
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Figure 1.2: Summary of governance arrangements for the HTA Review

Australian Government

Minister for Finance &

; Better Regulation Minister for Health & Ageing
Deregulation — . Hon Nicola R
Hon Lindsay Tanner Ministerial Partnership CIREINGR AU
Department of Department of
Finance & Deregulation Health & Ageing
(DoFD) (DoHA)
Inter Departmental Medical Technology
Committee Stakeholder Reference
(IDC) Group (MTSRG)

An overview of the governance arrangements (including committee membership) is at Appendix D.

In managing the HTA Review, and consistent with its conduct as a Better Regulation Ministerial Partnership,
DoHA has worked in close and productive collaboration with DoFD. DoFD actively participated in the Review's
bilateral meetings with key peak stakeholders bodies, attended focus groups and contributed to the development
of HTA Review material.

1.6 Methodology

The methodology for the HTA Review was designed with the aim of ensuring a comprehensive, publicly
accessible, transparent process that took account of the views of all stakeholders.

Activities included:

e three meetings of the IDC and MTSRG to: (a) identify and discuss issues to be considered during the HTA
Review; (b) consider submission outcomes and policy development; and (c) consider the Draft Final Report of
the HTA Review;

e preparation of a public discussion paper (‘'Review of Health Technology Assessment in Australia — A Discussion
Paper’) (see Appendix E) to inform the preparation of stakeholder submissions;

e analysis of the 86 stakeholder submissions received in response to the discussion paper (see Appendix F);

e internal consultations and analysis within DoHA, including a review of current Commonwealth HTA processes
(see Appendix G), existing literature and an analysis of previous reviews;




e establishment of a HTA Review website (http://www.health.gov.au/htareview) as the primary communication
medium to keep stakeholders and the public informed about the HTA Review and key activities such as the
call for submissions and details about the focus groups. Submissions received , discussion and options papers
released and focus group reports developed for the HTA Review were also published on this website;

e conduct of a first round of public stakeholder focus group consultations consisting of nine sessions involving
102 participants, to seek responses to the discussion paper and contribute to the identification of major issues
to be addressed during the HTA Review (see Appendix H);

e conduct of a first round of 15 bilateral meetings between senior DoOHA management and key peak stakeholder
organisations to identify the issues to be considered in the HTA Review (see Appendix I);

¢ preparation of a set of five options papers describing proposals to address the terms of reference. The options
were developed taking account of stakeholder feedback on issues with Commonwealth HTA processes
(see Appendix J);

e conduct of a second round of focus group consultations consisting of 11 sessions involving 113 participants to
seek feedback on the proposals (see Appendix K); and

¢ conduct of a second round of eight bilateral meetings between senior DoHA management and key peak
stakeholder organisations to seek feedback on the draft proposals.

In addition, DoHA engaged the Consumers Health Forum of Australia (CHF) to consult with consumers. This
process provided the opportunity for a comprehensive consumer response to policy issues relevant to the HTA
Review. CHF and consumer representatives also participated in other consultation activities (see Appendix L).

1.7 This Report

This Report presents a feasible, staged reform agenda which addresses the strongly held views of stakeholders
in relation to the Commonwealth HTA processes that are within the scope of this Review. It has been finalised in
consultation with the HTA Review governance committees — the Australian Government IDC and the MTSRG.

This Report presents 16 recommendations which provide a strategic way forward for Commonwealth HTA
processes in the next decade.

In making its recommendations to government, the HTA Review has been cognisant of the need to propose
recommendations that could be sustained within existing funding levels and which are consistent with Australian
Government policy objectives, in regard to:

e the regulation of the safety, quality and efficacy of therapeutic goods;

e access to, and financing of, professional services and therapeutic goods, in particular the requirement for
demonstrated comparative clinical effectiveness (including comparative safety) and cost effectiveness to support
publicand private funding; and

 ensuring that requlatory processes are effective, efficient (minimising the costs of achieving the desired
outcomes), proportionate and targeted, addressing key aspects of regulatory reform as required under the
Better Regulation Ministerial Partnership.

i The term 'public funding” means direct and indirect funding of health technologies by the Australian Government whether that funding fully or partially
covers the cost of the health technology
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1.8 Implementation Review

Any changes to HTA regulatory processes agreed by the government arising from the HTA Review should be
reviewed after implementation to ensure that their operation is achieving the intended objectives, to identify any
undesirable consequences of the new processes, and to recommend any further regulatory improvements that

may be required.

Recommendation 1:

That the impact of the proposed changes to the Commonwealth HTA system approved by the Australian
Government be evaluated within three years of the government response to this review.




CHAPTER TWO

An Overview of Health Technology

and Health Technology Assessment
in Australia
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2 An Overview of Health Technology
and Health Technology Assessment
in Australia

2.1 What is Health Technology?

While health technologies can be defined as including all innovations in the provision and arrangement of health
care, the HTA Review has had a particular emphasis on diagnostic and therapeutic goods and services (including
prostheses, devices, diagnostic tests, and medical and surgical procedures).

However, technologies do not always fall neatly into single categories. As health care is evolving, an increasing
number of co-dependent, hybrid and converging technologies are now also in use. These technologies range from
a single product with several components known as ‘hybrid technologies’, to the use of several types of services
that may be linked along the clinical pathway (either sequentially or concurrently), known as ‘co-dependent’
technologies. These are discussed in more detail in section 2.4 of this Report.

2.2 The Impact of Health Technology on the Health System

Health technologies are developed to address particular health problems and thereby aim to improve the quality
of people’s lives. The World Health Organisation (WHO) notes that they form an indispensable component of the
services health systems can offer in the prevention, diagnosis and treatment of disease and in alleviating disability
and functional deficiency.’

Innovations in health technologies are believed to have contributed to improvement in both the quality and
length of life of millions of Australians. However, the increased use of health technology has coincided with and,
in the views of some analysts, contributed to, ever increasing health care costs.”® In its analysis of the impacts of
advances in health technology, the Productivity Commission estimated that:

e half of the improvement in length and quality of life may be due to medical innovations'’; and

e technology has contributed around one-third of the increase in real total health expenditure in the decade
from 1992-93 to 2002-03.”

2.3 The Medical Technology Sector in Australia

In its submission to the HTA Review, the Medical Technology Association of Australia (MTAA) noted that:

The Australian market for medical technology is approximately 2% of the global market. Because of its
small size, this means that companies developing innovative technologies will always need to consider the
potential return on investment in making a decision as to whether to bring a technology into Australia or
invest in development of a new technology in Australia.”




Figure 2.1 lists the key characteristics of the medical technology industry in Australia.

Figure 2.1 Medical technology industry in Australia — key facts

e Total turnover in Australia of $7.4 billion in 2008 (expenditure on aids and appliances, major
medical equipment, and medical and surgical supplies including surgically-implanted prostheses
and homograft items)

e Export revenue of $1.3 billion in 2007-2008

e |mports expenditure of $2.48 billion in 2007-2008

e Produces more than 250,000 products

 Local manufacturers contributed over $2.6 billion to Australia's gross domestic product in 2007-2008

e Manufacturing research and development is 6% of sales income — six times the manufacturing industry
average of 1%

e Employs over 17,500 people, with around 50% in manufacturing companies and 50% in wholesaling

e |nvested $160 million in R & D in Australia in 2007-2008

Source: MTAAM
In its submission to the HTA Review DIISR described the structure of the medical devices industry as:

composed of local small to medium sized enterprises (SMEs), which excel in niche markets, and importers,
including many multinational companies... The medical devices industry is knowledge intensive, highly skilled
and requlated, and innovation results from considerable research and development.” ... Australia exports
most of the medical devices it produces and imports most of the medical devices it consumes.’

As DIISR noted, the Australian medical technology industry is characterised by small companies operating in
small markets. In this environment, there is a risk that if requlatory arrangements impede timely market access,
niche players may opt to set up overseas and market back to Australia, resulting in lost innovation and economic
opportunities.”

It is also significant that, in comparison to pharmaceuticals, devices tend to follow an evolutionary development
path consisting of small but frequent innovations. Each particular innovation or phase of a device may therefore
have a relatively short commercial life span before a competitor introduces a further innovation. These aspects of
the medical technology market have implications for the regulatory system. For example, the timeliness of an HTA
is especially important as the time taken to approve a device may take a greater share of the ‘market window’
than would be the case for a breakthrough pharmaceutical with 15 years’ patent protection.

35
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2.4 The Role of Health Technology Assessment in Ensuring a
Sustainable and Effective Health System

In recent years most countries have experienced exponential growth in health technologies such as new
medicines and diagnostic tools, tele-medicine, and surgical equipment. These innovations provide a major
opportunity for governments, providers and patients to improve health care services and outcomes.

As a result of the rapid spread of these technologies, governments have faced unprecedented challenges in
providing high quality and innovative care while managing health care budgets and safeguarding the basic
principles of equity, access, and choice. Governments are increasingly required to manage scarce resources
strategically, by investing in services that deliver the best health outcomes; this means care that is affordable,
effective, safe, and patient-centred. They must also make sure that innovation is adequately supported, with
sufficient access to cost-effective new treatments.’

Sustainability of health financing arrangements

The Australian Government assists Australians in accessing necessary health services by subsidising the cost

of health-related goods and services through a range of different funding arrangements. Some of the most
significant, and most relevant to this Report, are the PBS for pharmaceuticals, the MBS for medical services, and
subsidised private health insurance (PHI) for hospital in-patient services. These programs involve substantial costs
—in 2008-09, total Australian Government expenditure was approximately:

e PBS - $8.6 billion;

e MBS — $14.3 billion; and

e PHI—$2.4 billion.”

The costs of these programs has been rising over time, due to a range of factors including population growth,
population ageing, development of new technologies and changing expectations of health care. Ensuring
that these programs are delivering value for taxpayers and are sustainable in the longer term requires careful

assessment to ensure that the medicines, devices, technologies and services they support are as safe, effective
and cost-effective as possible.

Efficient and effective HTA processes are crucial to supporting sustainable management in the growth of
subsidised health technologies.

Purpose of HTA

The purpose of HTA is to provide policy-makers, funders, health professionals and health consumers with the
necessary information to understand the benefits and comparative value of health technologies and procedures,
to inform policy, funding and clinical decisions, and also patient choices.

HTA provides a means by which new technologies can be assessed and prioritised against existing health care
interventions to determine the best value for money for the Australian community. It is therefore a key tool for the
Australian Government to achieve its overall objective of delivering a safe, effective and efficient health system
that is financially sustainable in the longer term.
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The focus of HTA

The key questions that HTA typically aims to answer for each new health technology, in comparison to alternative
interventions, are:

e |[sitsafe?
e Does it improve health outcomes overall?

e s it cost effective?

Effective assessment of health technologies includes:

e evaluating the comparative harms and benefits, using clinical evidence of patient safety, efficacy and clinical
effectiveness"; and

e understanding the aetiology and prevalence of disease and knowledge of best practice treatment pathways.

A well-performing HTA system will:

e facilitate patient access to cost-effective health technologies that improve health outcomes;

e minimise the diffusion of technologies that are ineffective or harmful;

e contribute to value for money investments in health technology in the context of limited health care resources;
e keep pace with evolving technologies, clinical practices and HTA methodologies;

e provide clear information on processes, rules and outcomes to stakeholders; and

e ensure the system itself is designed to achieve these outcomes in the most timely, effective, efficient
and targeted way.

Balancing competing demands
The various groups of HTA stakeholders have different sets of interests they wish to see reflected in and
addressed through the design and management of the HTA system.

These include:

e government decision-makers — wanting to ensure that HTA processes retain the necessary rigour required
to achieve cost-effective gains in health outcomes while addressing requlatory burden on industry in an
environment of fiscal responsibility;
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e regulators — balancing the time taken for a review prior to granting marketing approval and ensuring the high
level of quality and safety the Australian public expects of therapeutic goods available in the market;

e health professionals and hospitals — maintaining the rigour of current HTA processes, utilising post-market
surveillance to collect ongoing evidence of clinical effectiveness and identifying additional funding mechanisms
for technologies that assist with delivery of treatment while containing expenditure;

e private health insurers — maintaining the emphasis on ensuring patient safety and quality of outcomes, but also,
as businesses, controlling the expenditure on medical devices and prostheses;

=

'Efficacy’ measures how well a technology works in ideal circumstances such as clinical trials or the laboratory whereas ‘effectiveness’ relates to how
well a health technology works in regular practice.
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e health technology suppliers — seeking simplified HTA processes, speed to market and subsidy, and transparency
in government decision-making; and

e consumers — seeking to ensure there is access to safe, high quality health technology which is economically
sustainable while at the same time protecting the Australian public through robust event reporting and post-
marketing surveillance.

Inevitably, tensions arise amongst different stakeholders about the best means to achieve these objectives,
some of which are reconcilable, some are not. Furthermore, differences of opinion arise about the best means
to balance these competing interests within finite budgets to ensure Australians have access to safe, effective
and cost-effective health technologies with minimal delay and red tape. Ensuring equitable access to health
technologies on the basis of need, as well as ensuring broad community acceptance of decisions made around
prioritisation of health technologies is also a challenge.

While the methodologies used in conducting HTA for reimbursement can involve detailed technical analysis, the
final decision about which health technologies should be reimbursed cannot be reduced to a formula. As the
decision-maker, the Australian Government must weigh a number of factors against each other when deciding
subsidies for health technology, including differing (and sometimes conflicting) community views on the relative
importance of a particular technology or intervention, the characteristics and size of the patient group affected,
the severity or impact of the disease being treated, and the availability of effective alternative treatments. In
addition, government must make judgements about the total amount of funding for health care, taking into
account other priorities for the Australian community. In this context, it is appropriate that HTA processes for
reimbursement will result in recommendations to the government, but that ultimately decisions about whether
and how to fund new technologies, and other health services, rest not with the advisory committees, but with
elected representatives.

Where government decides not to reimburse a new technology, it may still be available on the Australian market,
but its affordability may be reduced. Decisions by individuals in relation to such technologies should still be
subject to informed consent (including informed financial consent). The publication of HTA Reports will assist
clinicians and consumers to make more informed decisions.

Managing the challenges of co-dependent and hybrid technologies

As health care is evolving, there is an increasing number of co-dependent and hybrid technologies, ranging from
a single product with several components to several types of services linked along a clinical pathway. The use of
diagnostic testing (including genetic testing) to refine patient selection and eligibility for high cost procedures,
devices and particularly medicines, and the continued development of pharmacogenomics (a trend sometimes
referred to as ‘personalised medicine’), will provide a whole new set of tools and approaches for tackling disease,
and challenges for their assessment.
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Defining the technologies

Co-dependent technologies are those technologies that are dependent on another technology either to
achieve their intended effect or to enhance their intended effect.?

The most common emerging group of co-dependent therapies are those targeted to distinct patient populations
and requiring a specific diagnostic technology in order to be delivered to the appropriate patient population.
Current examples of this are: bone densitometry testing associated with access to alendronate (Fosamax) for the
treatment of osteoporosis; and in situ hybridisation (ISH) testing related to eligibility for trastuzumab (Herceptin)
for the treatment of breast cancer.

Hybrid technologies combine the characteristics of different health technologies (e.g. a medicine or a
medical device or a biologic) in one intervention (e.g. drug eluting stents for treating cardiovascular disease or
photodynamic therapy for treating skin disease).

The HTA Review found that current Commonwealth HTA processes are challenged by co-dependent and hybrid
technologies and require urgent adjustments in order to manage the complexities of assessing these technologies
for market entry and reimbursement.

Assessments of co-dependent technologies conducted to date have predominantly involved co-dependent
pharmaceuticals and diagnostic tests. Each component part is currently considered separately by the relevant
advisory committees using different methodological approaches to assessing evidence against the HTA criteria,
and with applicants required to make multiple applications, often sequentially. For example, patient eligibility
for a pharmaceutical recommended by PBAC might require confirmation of a diagnosis using a particular test
before the pharmaceutical can be claimed through the PBS. Difficulty has arisen when the required diagnostic
test has not been listed on the MBS. In some instances, applications have been submitted independently to both
MSAC and PBAC, while in others, separate applications have been submitted sequentially to the two advisory
committees. However, due to their co-dependence, the benefits of their joint use (as distinct to the benefit of
each technology in isolation) are critical to their appraisal.

In respectively assessing a diagnostic test and a pharmaceutical, MSAC and PBAC rely on different assessment
and appraisal processes. MSAC generally has access to a more limited evidence base, often requiring a
methodological linking of evidence according to specific rules (for diagnostic tests) to allow an evaluation of the
broader societal impact of the service. This is methodologically more complex and time-consuming, and requires
a multidisciplinary evaluation. PBAC relies on well-resourced submissions from industry, with higher levels of
evidence within a more homogeneous and better resourced clinical discipline, allowing PBAC to conduct its
appraisal within prescribed and relatively short time-frames.
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The lack of an integrated approach to assessing co-dependent technologies results in duplication of effort and
potentially significant barriers to patient access.

The definitional ambiguity around hybrid technologies presents issues for current Commonwealth HTA processes
because this type of technology can incorporate a medical procedure or a device or a medicine, and each of these
components is assessed by a different advisory committee — MSAC, PBAC or PDC. This presents challenges as to
which reimbursement scheme is appropriate and thus which assessment process should be used.
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The key tasks for enhanced arrangements for assessment of co-dependent and hybrid technologies include
defining primary responsibility for the overall assessment; and improving coordination between not just the
advisory committees such as PBAC and MSAC (and their respective secretariats), but also with the TGA.

The TGA's processes are probably the most advanced for handling hybrid technologies at this point, by taking into
consideration:

e which element (device, medicine or biologic) provides the principal therapeutic effect (the principal mode of
action of the product); and

e which element(s) provide (s) the supporting or ancillary effect, as they relate to the definition of medicine and
medical device.”!

The element considered to be delivering the principal therapeutic effect in a hybrid technology determines
whether the product is considered to be a medical device or a medicine, and is usually determined by the
manufacturer’s intended purpose for the product.

The TGA's assessment of a co-dependent technology (such as a medicine delivered by a separate device)
generally follows a similar pathway, but because the two elements are supplied separately to the market, two
separate areas within the TGA will assess the application. Where the medical device elements of co-dependent
technologies are utilised to ‘activate’ the medicinal element of the therapy, the device is assessed to ensure it
complies with the essential principles and performs as intended by the manufacturer. The synergistic effect of the
co-dependence is assessed clinically in the evaluation of the medicinal element of the two.

While the TGA's approach to assessing these technologies largely determines how they are handled by
subsequent advisory committees, it is important that definitional issues and protocols about how these
technologies should be treated are resolved at the outset of the HTA process. This will assist in ensuring that
the application is assessed by the most appropriate advisory committee, and directed to the most appropriate
assessment pathway. It should be noted that defining these technologies is further confounded by the fact that
there is not always international consistency about how they should be treated, which in turn can be confusing
for overseas manufacturers registering products in Australia.

Gaps in the evidence base for hybrid and co-dependent technologies

There can be difficulty producing the level of evidence necessary to assess hybrid technologies for reimbursement
because of difficulty obtaining direct evidence of a link between the particular combination of technologies and
any health gain, due to the fact that changes in health status can result from interactions between individuals
and a wide range of factors in their environment, including the technology. This can make it difficult to collect the
specific evidence necessary to demonstrate that the technology is the key contributing factor to the health gain.

In the case of co-dependent technologies, there can be different timeframes for the development and assessment
of each technology. For example, in many instances the development of a diagnostic test and a medicine are
undertaken by different companies at different times, which can have a significant impact on the quality and type
of trial evidence available for the combination of both products at the time of product launch. In addition, some
devices and tests have been developed by small-scale researchers without the resources to undertake suitable
studies to validly estimate the long-term costs and outcomes associated with the technology.
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Submissions to the HTA Review commonly identified concerns with the evidence base for co-dependent
technologies where a diagnostic technology (pathology testing/diagnostic imaging) is involved.

Other evidentiary challenges in regard to hybrid and co-dependent technologies include:
e establishing an appropriate comparator;
e methodological difficulties associated with undertaking the economic evaluation of diagnostic tests:

» Even when a diagnostic test has demonstrable clinical utility, it may be difficult to prove that the test is cost
effective compared to the alternative of doing nothing, unless the broader consequences of doing nothing
(in terms of overall morbidity and mortality associated with the disease in question) are taken into account;

 This difficulty is accentuated in the context of genetic tests where it may be the asymptomatic relatives of a
patient who would benefit from a test but the benefits that would accrue will not be captured in a simple
comparative cost-effectiveness model focused on the patient;?? and

e the cost effectiveness of a diagnostic test is dependent on what treatments are available at the time of the
analysis and may differ depending on which therapy is included in the economic modelling.

2.5 Current Commonwealth HTA Processes

In keeping with international practice, HTA in Australia has four broad elements: horizon scanning, market
regulation, HTA for reimbursement, and post-implementation management. These elements are summarised in
Table 2.1 and the following sections describe the current arrangements in more detail.

Table 2.1: Summary of current Commonwealth HTA functions

Function Purpose

Horizon scanning To identify new and emerging health technologies to inform governments and health systems
for planning purposes

Market regulation Assessment of the intrinsic safety and performance of therapeutic goods, as intended for use
by manufacturers

HTA for Comparative assessment of safety, clinical and cost effectiveness of health technologies for

reimbursement consideration for subsidy

Post-market Surveillance of health technologies in routine clinical use

surveillance
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Horizon scanning

The aim of horizon scanning is to identify and anticipate major new and emerging health technologies that are
likely to have significant impacts or implications on health systems.?

Horizon scanning in Australia is currently undertaken by the Health Policy Advisory Committee on Technology
(HealthPACT) which reports to the Clinical, Technical and Ethical Principal Committee (CTEPC), a subcommittee of
the Australian Health Ministers' Advisory Council (AHMACQ). It is part of the Australian and New Zealand Horizon
Scanning Network (ANZHSN). It has representation from the Australian, state and territory and New Zealand (N2)
governments and NZ health system representatives?, HealthPACT offers a forum for the sharing of information
obtained through HTA processes at the state/territory and local levels’.?> HealthPACT's terms of reference are to
‘complement, but precede health technology assessment’.26

AHMAC may refer a new technology (such as may have been identified in a report from HealthPACT) to MSAC
to undertake HTA. More commonly, the states and territories use the horizon scanning reports to identify and
describe emerging technologies to assist in planning and further evaluation before their introduction into their
respective health systems.?” Current technologies considered under HealthPACT's horizon scanning activities
include ‘devices, diagnostic tests and procedures, and other surgical and non-surgical interventions,” but not
pharmaceuticals.?®

Market regulation

Market regulation aims to ensure that new therapeutic goods are safe, perform as intended and are produced
using appropriate quality controls before granting marketing approval in Australia. Market regulation also ensures
that goods that are found to be unsafe are removed from the market (see section 5.3). This is currently the
responsibility of the TGA, which is part of the Australian Government's health portfolio.

The role of the TGA

The TGA was established in 1989, with the current medical devices requlatory scheme commencing in 2002.
The market entry functions, roles and responsibilities of the TGA and its advisory committees (Medical Device
Evaluation Committee (MDEC) and its supporting sub-committees) are prescribed in legislation.

Medical devices used in Australia are regulated under the Therapeutic Goods Act 1989 (the Act). Medical
devices cannot be marketed in Australia unless they are approved by the TGA for inclusion on the ARTG or are
specifically exempted by legislation. In making a decision to include a medical device in the ARTG, the Secretary
of DoHA (or delegate) considers an assessment report and approves the medical device if quality, safety and
efficacy are demonstrated. The TGA assessment of safety requires that the medical device should be ‘free from
unacceptable risk’,

The regulatory framework uses a classification system to categorise medical devices based on the risk the device
presents to the patient, the user and the environment. The classification rules are based on the manufacturer’s
intended use, the level of risk presented by use of the device and the degree of invasiveness in the human body.




The five classes of medical devices, starting with the lowest designated level of risk are:
e (lass | (low risk)

e (lass lla (low-medium risk)

e (lass llb (medium—high risk)

e (lass Il (high risk)

e Active Implantable Medical Devices (AIMD)

As at December 2009 there were around 33,000 devices included on the ARTG. Figure 2.2 shows the distribution
of these devices by class.

Figure 2.2:  Distribution of devices on the ARTG by class as at December 2009

Class AIMD
Class III—\

Class b

Class |
Class Ila

Source: TGA

Interestingly, although the higher-risk Class Il devices account for only four per cent of all devices on the ARTG,
they accounted for 13 per cent of new devices included during 2007—08. These data reflect the way in which
higher risk medical devices are assessed and entered on to the ARTG.

The TGA conducts three key assessment processes for medical devices:
e conformity assessment procedures that assess requirements imposed on manufacturers;
e assessment of applications for inclusion of devices on the ARTG; and

e post-market monitoring, surveillance and review of medical devices.

The TGA uses a risk-based approach to assess the safety and performance of devices, against essential principles
of safety and performance as defined in the Act. The essential principles set out the requirements relating to

the safety and performance characteristics of medical devices. The principles may define results to be achieved,
performance levels, hazards to be addressed or issues to be considered, but do not necessarily specify how they
must be satisfied or complied with.
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The Act was amended in 2002 to introduce a new system for medical device regulation incorporating the
principles of the international regulatory model developed by the GHTF. The GHTF currently includes the member
economies of the United States, Europe, Canada, Japan and Australia. Regulatory frameworks based on the GHTF
model are also in various stages of introduction in many countries in South East Asia, Latin America, the Middle
East and Africa.

The underlying philosophy of the GHTF regulatory framework is to remove unnecessary duplication of reviews
in different regulatory jurisdictions, firstly by harmonising requlatory requirements between jurisdictions where
possible, and then by establishing collaborative agreements between jurisdictions to recognise outcomes of
reviews already undertaken. The GHTF and related international agreements seek to facilitate timely access of
medical devices to the market and reduce costs to the manufacturer.

Australia has already put in place a Mutual Recognition Agreement with Europe in respect of conformity
assessment certificates, and is in the final stages of implementing a Memorandum of Understanding with Canada
in respect of assessment of Quality Management Systems associated with the manufacture of medical devices.

HTA to inform reimbursement decisions

Current arrangements

Once a technology has been approved for entry to the Australian market, a sponsor or manufacturer may seek to
have it assessed by the Australian Government for public and private funding. HTA for reimbursement assesses
health technologies in regard to their comparative clinical effectiveness (including comparative effectiveness)

and cost effectiveness. This includes medical services, surgical interventions, medical procedures, diagnostic
technologies (including pathology), devices, vaccines and pharmaceuticals (and combinations of these including
hybrid and co-dependent technologies) as shown in Table 2.2.

Table 2.2 Summary of scope of current Commonwealth HTA coverage.

Public and/or Private Funding Committee Currently conducting
Type of Health Technology Mechanism(s) HTA
Prostheses (surgically implantable Prostheses List PDC
medical devices)
Pharmaceuticals and Vaccines PBS/NIP PBAC
Medical Services (associated with MBS MSAC

technologies)

Diagnostic tests MBS MSAC
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A diagram representing these Commonwealth HTA functions is shown in Figure 2.3 below.

Figure 2.3:  Overview of Commonwealth HTA processes

HTA For Therapeutic Goods

Application to Supply

/

Medicines/
Vaccines

l

TGA

ARTG

Device requiring
new MBS Items

l

New Devices with
existing MBS items

PBAC -—— - - - - MSAC
Co-dependent

l L

PBS / NIP MBS PL

Public funding through the MBS

MSAC was established in 1998 to strengthen arrangements for assessing new technologies and procedures
before they are considered for reimbursement under the MBS.

Its terms of reference require it to advise the Minister on the strength of the evidence relating to safety, clinical
effectiveness and cost effectiveness and also on the circumstances under which medical services involving new
technologies and procedures should be eligible for public subsidy. The MSAC assessments are undertaken by
external experts using a comparative approach in which the proposed service is compared with services currently
receiving public reimbursement. All costs associated with supporting MSAC are met from DoHA resources.
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Once the Minister notes the MSAC advice, DoHA either takes no further action (in respect of a negative
appraisal), or (for a positive appraisal) negotiates with the medical profession through consultative committees to
determine the proposed MBS item descriptor and fee, and undertakes costings (which must be agreed with DoFD)
before providing further advice to the Minister. The Minister then makes a decision within the context of broader
government priorities about whether the proposed medical service should be included in the Health Insurance
Regulations (which give effect to a new MBS item).
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Public funding through the PBS

PBAC was established in 1954, with its functions, roles and responsibilities prescribed in legislation. It

assesses comparative clinical and cost effectiveness for the purposes of advising the Minister on the eligibility
of pharmaceuticals and vaccines for public subsidy under the PBS and National Immunisation Program (NIP).
The PBAC assessment of clinical effectiveness involves an assessment of the harms versus the benefits of a
pharmaceutical or vaccine against suitable comparators. Assessments of applications are mainly undertaken by
DoHA staff (many with pharmaceutical, scientific or clinical expertise) or evaluation groups under contract. Cost
recovery for this function will be implemented from 1 January 2010.

Once PBAC has recommended a pharmaceutical for listing on the PBS, the Pharmaceutical Benefits Pricing
Authority (PBPA) makes a recommendation on the proposed price for a new PBS item based on advice from
PBAC, including consultation with the applicant and other sources. Where the projected net cost is less than $10
million per annum, the Minister notes the advice, and a delegate (of the Minister) approves the inclusion of the
product on the PBS. If the projected cost is greater than $10 million per annum, then approval by the Minister and
Cabinet within the context of broader government priorities is required. The Minister (or delegate) then authorises
the inclusion of pharmaceuticals in legislative instruments which gives rise to the PBS.

Private health insurance reimbursement for prostheses

The Minister established the PDC in 2004 to advise on which products should be included in the Prostheses
List and the appropriate benefit for private health insurance reimbursement purposes. The Minister has also
approved criteria in addition to those prescribed in legislation for eligibility for listing on the Prostheses List.
The PDC assesses comparative clinical effectiveness and cost relative to clinical effectiveness for the purposes
of determining an appropriate benefit. The prostheses listing arrangements operate under full cost recovery.
Assessment of clinical effectiveness is conducted by external experts.

The PDC makes a recommendation to the Minister (or delegate) on the appropriate benefit for a product to
be included on the Prostheses List. PDC's recommendation is based on benefit negotiations conducted by
the Prostheses and Devices Negotiating Group (PDNG). A delegate (of the Minister) approves the inclusion of
products in the Prostheses List by signing Rules which gives rise to the List.

Post-market surveillance

The aim of post-market surveillance (PMS) is to identify whether health technologies continue to be as safe,
effective or cost effective as when originally approved for market entry or reimbursement, or as compared to new
health technologies under assessment. PMS also aims to report adverse events and apply vigilance to marketed
technologies to ensure manufactures, sponsors, health care providers and users are aware of these events.?

The TGA plays the major role in current PMS functions, focussing on the evaluation of the intrinsic safety and
performance in practice of therapeutic goods (health technologies, devices and prostheses) which have been
approved by the TGA for supply and use in Australia. The TGA also manages reported adverse events of these
goods in practice.




2.6 The International Context

In order to fairly assess the strengths and weakness of Commonwealth HTA processes, and consider proven
options for change, there is a need to consider how HTA is undertaken internationally and how Australia links
into and compares against international systems. It is important to note that comparison of HTA systems is not
straightforward, as other health systems differ in scope and process from the Australian health system, and
approaches to HTA vary across systems.*

The Australian HTA system currently successfully undertakes all of the key elements of HTA that form part of other
reputable international HTA systems. These elements can be defined?' as:

e horizon scanning where emerging technologies with potentially significant impacts on the health system
are identified;

e comparative technology assessment where new technologies are assessed with respect to safety, efficacy,
effectiveness and cost effectiveness against alternative clinical strategies; and

® monitoring and review of a technology’s use and impact on the health system.

DoHA (with PBAC and MSAC) is a member of the international professional HTA society, Health Technology
Assessment International (HTAI), which aims to achieve continual improvement in HTA practice. In 1992, Australia
was the first country to introduce as a mandatory criterion the consideration of cost effectiveness as part of
formal listing of pharmaceuticals through the PBAC process. PBAC continues to be noted internationally as a
robust system whilst the MSAC and PDC processes have not yet achieved the same reputation. The reasons for
this are explored in more detail in the coming chapters.

Overview and comparison of the Australian, United Kingdom, Canadian and United States
HTA systems

This section provides an overview and comparison of the Australian, United Kingdom (UK)/European Union (EU),
Canadian and United States (US) HTA systems. These systems provide varying levels of similarity to the structure
of the Australian HTA system in countries of a similar financial standing.

In particular the UK system and the Canadian system are commonly praised, and stakeholders have frequently
compared them favourably against Australia’s system during consultation for the HTA Review. Due to the
frequency of comparisons against these systems, their status as good HTA systems and their similarities with
Australia, a broad overview of the UK, and Canadian systems, and comparison with the Australian

system, follows.”

v This table was sourced and adapted from an academic source. Given the limited knowledge of the decision making behind the development of the
table, as well as inherent differences in other systems such as the United States, other systems have not been inserted for comparison.
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Table 2.3: Overview of HTA systems

Australia United Kingdom Canada
Policymaking Centralised — health care | Centralised — health care De-centralised —
financed by public and financed and provided by the | provincial government
private sources central government finance health care
Influence of HTA Non-binding (exception Binding Non-binding
recommendations on — PBAC decisions not to
government recommend listing are
binding)
Accessibility of decisions Open Open Open
Level of activity and resources Medium funding, high High funding, medium output | Medium funding, high
output output
Public perception Low High Low

Source: Adapted from P Healy & Dr M Pugatch, ‘Theory versus Practice -Discussing the Governance of Health Technology Assessment Systems’,
Stockholm Network, 2009

Market entry

There are strong similarities in market entry across Australia and other countries which are reinforced by mutual
recognition agreements for market entry of medical devices, such as the Mutual Recognition Agreement between
Australia and the European Community on medical devices conformity assessment.

For a medical device, market entry in the member states of the EU requires confirmation that it is safe and
performs to its manufacturer’s specifications. This is achieved by requiring a manufacturer to demonstrate
compliance with the relevant EU Medical Devices Directive which has, in turn, been replicated in legislation in
each of the member states. Compliance with these requirements is assessed by a third party known as a Notified
Body, which has been assessed and notified by a regulatory authority (Competent Authority) of a member state.
After successful assessment in one member state, the manufacturer affixes the CE Mark, and the product can

be freely supplied in all other member states without further assessment. In Australia, the TGA undertakes these
assessments. The role of post-market surveillance is undertaken by the Competent Authority with the Notified
Body reviewing a manufacturer's reporting compliance during reqular audits of the manufacturers operations.

In Canada, market entry assessment is undertaken federally by Health Canada. The threshold for market
authorisation is seen as more stringent than that applied in Australia because Canada requires evidence of
efficacy of products to be supplied and reviews the data generated by trials to rate device efficacy. The TGA
requires information indicating that a device is efficacious and performs as intended, determined by reviewing the
manufacturer’s summary of the trial data in conjunction with the findings of the expert report.

In the US, market entry is undertaken by the centralised Food and Drug Administration (FDA) which assesses
quality, safety and efficacy. Evidence requirements often require full clinical trial data, similar to market entry in
Canada. Data are reviewed by FDA reviewers or by third-party assessors for certain low-risk devices.




Health technology assessment

In the UK, HTA is undertaken for England and Wales by the National Institute for Health and Clinical Excellence

(NICE), which produces guidance on prioritised or “needs-led” topics under the banners of public health, clinical
practice, and the assessment of effectiveness and reimbursement of health technologies within the UK National
Health System (NHS). NHS organisations in England and Wales are required to provide funding for technologies

recommended by NICE in its guidance.

In Canada, comparative effectiveness is assessed by the provinces in conjunction with national coordination by
the Canadian Agency for Drugs and Technologies in Health (CADTH). CADTH is an independent agency funded
by the jurisdictions (federal, provincial and territories). Funding decisions are made on an individual basis by
the jurisdictions.

In the US, HTA is undertaken to a lesser or greater degree and by a wide range of publicly and privately funded
organisations, consistent with its fragmented health care system. The Agency for Healthcare Research and Quality
(AHRQ), a federal government agency, focuses more on comparative effectiveness and less on cost-effectiveness.
HTA assessments are used by the Centres for Medicare and Medicaid Services to inform national coverage
decisions for Medicare and Medicaid. The AHRQ undertakes the HTA, or commissions it to one of its Evidence-
Based Practice Centers. State-funded health care arrangements, academic organisations and large managed care
organisations, such as Blue Cross and Blue Shield and Kaiser Permanente, also perform their own HTA. Some of
these are funded by AHRQ as Evidence-Based Practice Centers.

In Australia, Commonwealth HTA is managed within DoHA and provides HTA advice directly to Australian
Government decision-makers.

In the UK and Canada, the same HTA agencies assess all types of health technology in order to ensure consistent
methods and approaches, however there are different streams within the agencies that generally assess
pharmaceuticals separately to other health technologies. CADTH manages the Common Drug Review as a process
distinct to the assessment of other health technologies; most pharmaceuticals assessed by NICE are now the
result of Single Technology Assessments, whereas most other technologies assessed by NICE remain the result of
Multiple Technology Assessments, the original process for HTA introduced by NICE. In Australia, pharmaceuticals
are assessed separately to medical devices, procedures and diagnostic tests. In the UK, clinical guidance decisions
from assessment are binding on health services, unlike the generally non-binding advice from Commonwealth
HTA advisory committees in Australia and the non-binding advice from CADTH in Canada.

Broad comparison of Australia and international systems

The comparison of the TGA, MSAC and PDC processes against eight international HTA systems and the EU in the
Allen Report 3 " has been summarised below, divided into five criteria for assessing HTA processes. This summary
identifies Australia’s broad strengths and weaknesses against numerous international systems.

vi The Allen Report was commissioned by DoHA in 2008 to undertake research and analysis, including the development of baseline data on other HTA
systems. It compiled the available information from individual international HTA process sources.
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Assessment timeframes

The TGA and PDC assessment timeframes are in the middle internationally. MSAC's timeframes are longer
than other processes, which is noted to be due in part to the burden of proof for evidence resting with MSAC's
evaluators rather than with the applicant.

System integration

At the market entry level Australia, like all countries, relies on a single body. Australia has separate bodies for
assessment of clinical and cost-effectiveness for pharmaceuticals, medical procedures and devices, unlike most
comparable countries which have a single body. In the Canadian system, HTA is conducted both federally and
provincially, and in the US, private insurers also conduct independent HTA. Market entry and HTA are separate in
Australia and the US, and Australian HTA only informs publicly funded reimbursement and price setting (except
for PDC, which relates to private insurance).

Regulatory burden

For market entry, the TGA seeks full recovery for the cost of operating the medical devices program whereas
Canada and the US seek partial cost recovery. The burden of evidence lies with applicants for the TGA, and this
is consistent internationally. For HTA, MSAC carries the burden of evidence collection and assessment, and does
not cost recover, consistent with other HTA processes overseas where this could be determined. The burden of
evidence rests with applicants to PDC, which operates under full cost recovery.

Communication and appeals

Processes for the TGA appear to be broadly in line with other countries: the TGA provides formal opportunities for
manufacturer input. MSAC provides opportunities for comment and disseminates outcomes, like other processes
internationally, but does not have internal or independent review processes, unlike some comparable international
processes. PDC provides opportunities to comment and is subject to internal review.

Procedural transparency

In Australia, there is more procedural transparency than in many other countries. The TGA has a consumer issues
expert on MDEC, which assesses very few medical device applications proportional to the number received by

the TGA. MDEC does not make its unfavourable decisions publicly available. MSAC has consumer representatives
(including on its advisory panels) like PBAC, has a large range of material publicly available, but does not provide
for public input or stakeholder submissions like PBAC and the UK NICE system. PDC's role and composition, which
includes consumer representation, is unique compared to any system, and is difficult to compare broadly. It does
advise of reasons for rejections, but does not make all its decisions publicly available.




51

Discussion

These comparisons show that Australia’s HTA system is generally functioning well and comparative to other
international systems in most areas. There are, however, specific areas in which Commonwealth HTA processes
could be improved, such as the timeliness of MSAC assessments, and stronger linkages between the processes for
undertaking HTA for different types of technologies.

It is also evident that the Australian system is more similar to its international counterparts than commonly
thought. The size of single HTA agencies like NICE and CADTH leads to similar issues around fragmentation

and the development of ‘silos" as seen in Australia. International bodies have historically struggled to find the
desired balance around the optimal structure for HTA, with many that have moved towards single agencies in the
past now diversifying into different assessment streams, which risks losing the benefits associated with a single
agency. To address this risk, CADTH established the Common Drug Review (CDR) stream to ensure consistency of
decision-making across the provinces in Canada.*

In addition, NICE is considered as a notable system by stakeholders, but issues around access to health
technologies outside of England and Wales in the UK are often not discussed. Similarly, in the US, Medicare
and Medicaid only reimburse approved health technologies for limited population groups. The Australian
funding system in comparison provides national access to MBS, PBS and Prostheses List reimbursement, though
some equity issues remain around the varied purchasing strategies between different states and territories for
technologies used in public hospitals.

As well as at the structural level, international systems are attempting to balance a number of other important
considerations in recent years. These considerations include the sustainability of HTA systems and reimbursement
structures, methods for disinvestment and smarter investment decisions, post-market surveillance of technologies,
HTA workforce capacity and uncertainty in the evidence base for technologies. These topics are similarly concerns
within Australia and are addressed in later chapters of the HTA Review.

In recognition of the numerous challenges posed by HTA in many countries, several international collaborations
have been established to improve information exchange and reduce duplication, improve and standardise best
practice and increase harmonisation of practice internationally. These collaborations include the European
Network for HTA (EUnetHTA), the International Network of Agencies for HTA (INAHTA), HTAi and the Global
Harmonisation Task Force (GHTF). Commonwealth HTA advisory committees and their secretariats cooperate
closely with these international bodies in the development of HTA methodologies and approaches.
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Recommendation 2:

That the rigorous consideration of evidence be consistently applied across all Commonwealth health

technology assessment (HTA) processes to ensure sustainability of the Australian Government’s health
financing arrangements.
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3 A Policy Framework for
Commonwealth HTA

3.1 Introduction

The individual processes and interactions between current Commonwealth HTA agencies and committees are
complex. Each HTA agency has discrete functions and has evolved over time to respond to different needs.
Individually, most of these processes function well, and in some cases are regarded as world leaders in their field.

Nevertheless, previous reviews of HTA in Australia have identified a range of issues and challenges arising from
current arrangements. These problems include perceived duplication and differing approaches to methodologies,
evidence requirements, transparency and communication. A common concern is that sponsors of new medical
procedures or devices must navigate two (TGA and then MSAC or PDC) and, in a small number of cases, three
separate HTA processes (TGA, MSAC and PDQ). If use of a diagnostic technology is intended to affect the use of a
medicine, PBAC may also be involved.

Internationally, some countries have begun developing and implementing frameworks to guide their HTA
functions. In 2004, for example, Canada developed a Health Technology Strategy 1.0 to provide:

...a comprehensive strategy for technology assessment which assesses the impact of new technology and
provides advice on how to maximize its effective utilization in the future.>*

During the HTA Review consultations, stakeholders expressed concerns about the lack of a strategic, systematic
and integrated framework for Commonwealth HTA processes.

The submission from the National Coalition of Public Pathology commented that:

Enhanced arrangements that take a holistic not silo approach are required for assessment for subsidy and
listing purposes.®

This was a recurring theme in the consultations conducted as part of this Review. For example, there was a
general acknowledgment that an explicit, agreed set of principles is crucial to guide the strategic direction and
operation of the system, even though there may at times be a need for ‘trade-offs’ between them.

Accordingly, this chapter proposes a policy framework for Commonwealth processes for market entry and HTA for
reimbursement in Australia, consisting of a vision, goal, objectives and principles.

While not all aspects of the framework will apply to each function, the framework provides the means for guiding
a systematic and consistent approach to implementation and integration of the different functions to form a
unified Commonwealth HTA system.




It is proposed that a framework will assist with:

* developing a shared and consistent approach across the processes, such as in the use of methodologies;
e clearer delineation of roles and responsibilities;

e improved transparency and independence of processes;

* encouraging and fostering a consumer and patient focus without increasing regulatory burden;

e more robust performance measurement and accountability;

e more efficient use of scarce clinical and HTA expertise;

e reducing unnecessary and poorly designed regulation of HTA; and

e facilitating and encouraging links between HTA and broader health system goals.

During the HTA Review, stakeholders were closely consulted about both the value of establishing a framework for
Commonwealth HTA processes and the key components of such a framework. There was widespread support for
a more systematic approach and explicit, guiding, high-level statement of direction for the system.

3.2 Vision for a Sustainable, Efficient Commonwealth HTA System
The proposed vision articulates an aspiration for Commonwealth HTA processes at the highest level:

Australians have timely, equitable and affordable access to the cost-effective health
technologies needed to manage their health.

3.3 Goal of Commonwealth HTA Processes

The proposed goal articulates how and on what basis these Commonwealth HTA processes will contribute to the
Australian health system:

The goal of Commonwealth HTA processes is to maximise beneficial health outcomes to the
Australian population within the overall funds available whilst being cognisant of the other
important goals of the health system.

3.4 Objective of Commonwealth HTA Processes

The proposed objective articulates the approach to informing robust decisions:

That Commonwealth HTA processes use the best available evidence and efficient methods

to inform robust decisions about market entry and the subsidised use of health technologies.
The Commonwealth HTA system should also continually improve the evidence base for
assessment and operate according to agreed principles.
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3.5 Principles Underpinning Commonwealth HTA Processes

Commonwealth HTA processes will reflect the following principles:

Principle Description

Sustainable e Assessments and appraisals“ contribute to a sustainable Australian health system
through informing evidence-based decisions about the subsidised use of health
technologies

e Appraisals inform, and are informed by, evidence from post-market monitoring of
subsidised health technologies to guide the continued investment or disinvestment in
these technologies

e An HTA workforce with up-to-date skills and expertise is built and maintained

Transparent, e Assessments and appraisals are undertaken objectively and impartially
accountable and . iy , . .
. e Functions, roles and responsibilities are clearly defined and evident to all interested
independent X
parties
e Processes and information requirements are publicly communicated and clearly explained
e Involved parties are kept informed of the progress of applications throughout the
assessment and appraisal processes
e Processes are fairly and consistently applied, and provide all interested parties with an
opportunity to contribute
e Applicants and other parties are able to seek access to an independent review mechanism
of Commonwealth HTA assessment and appraisal processes
e The outcomes of appraisals meet the information needs of Australian Government
decision-makers
e Advice and recommendations arising from appraisals (with supporting facts and reasons)
are publicly disclosed
e Key activity and performance data are reported
Consultative and e Takes into account broader societal perspectives on health technology, including access,
reflective of Australian equity and the financial impacts on consumers

community values . s oo :
y e Structured consultation occurs with interested parties, including consumers

e Appraisals consider the impact of health technologies on the other relevant aspects of the
health system as reflected in government policy and in Australian community values

Administratively e Process duplication is minimised by coordination to share relevant information and
efficient expertise

e Regulatory burden and costs are minimised (without diminution of scientific rigour and
health system sustainability)

e Assessment and appraisal processes are streamlined to provide a timely outcome

e The HTA workforce is expert, experienced and equipped to process the full range of
applications received

vii For the purpose of these principles, the term:
e ‘assessment’ means ‘evaluation of the evidence base for the health technology by an HTA evaluator’;
e ‘appraisal’ means ‘the consideration of the evidence and other relevant factors by the advisory committee’; and

e ‘decision-making’ means ‘the final funding decision.’
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Principle Description

Flexible and fit for e Processes and methodologies should be adaptable to technological change

purpose e The full range of current and emerging types of health technologies can be appropriately

assessed

e Applications are efficiently directed, assessed and managed through the relevant
process(es)

e The assessment of a health technology is commensurate with the risk of harm to the
patient and cost to the Australian Government and community

e Appraisals inform any risk sharing arrangements considered between the Australian
Government and applicants

Informed by robust e Assessments are based on a systematic review of the best available evidence and aligned
and relevant evidence with contemporary clinical practice

e Assessments utilise internationally generated evidence where relevant to the Australian
context

e Assessments consider appropriate comparators within the relevant Australian clinical
context

e Assessments and appraisals are informed by multi-disciplinary expertise to ensure their
overall credibility

e Methodologies for assessing health technologies are continually reviewed and updated in
the light of validated Australian and international developments
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Recommendation 3:

That the Commonwealth HTA system be guided by the vision, goal, objective and principles articulated
in this Report.
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4 Stronger, More Efficient Market
Regulation and Health Technology
Assessment for Reimbursement

4.1 Introduction

This chapter addresses HTA Review Terms of Reference 1, 2, 4 and 5 by recommending short- and medium-term
changes to improve the clarity and consistency of HTA processes. These represent the practical administrative
steps that can be taken to ensure that requlatory settings are set at correct thresholds so that Commonwealth
HTA processes are not weighed down with unnecessary or inefficient processes.

The HTA Review found that overall the current administration of Commonwealth HTA processes is essentially
sound, well constructed and provides a good framework for government decision-making. Each part of the
system has a number of strengths. It is important to build on these strengths and in developing recommendations
for responding to the current inefficiencies, the HTA Review was conscious of the need to preserve the recognised
benefits of current arrangements and avoid undermining current capacity.

The processes used by the TGA (and PBAC) are widely regarded by most stakeholders and applicants as clear,
consistent and appropriate. The TGA's processes are well understood and predictable, with clearly articulated
requirements, costs and timeframes, and performance objectives and reporting that have been agreed with
industry. The TGA is generally considered to provide clear guidelines which underpin and support transparent
processes and decision-making. Overall it is viewed by stakeholders as having a strong, consultative relationship
with industry. In addition, the TGA is generally perceived to be fair and consistent in its assessment processes and
decision-making.

However, it is important to note at this point that, in submissions to the HTA Review, some consumer
representatives and the PDC expressed a countervailing view about some aspects of TGA performance. The CHF*®
highlighted concerns held by some consumers regarding perceived flaws in the TGA pre-market assessment
processes which have led to unsafe products being allowed entry to the Australian market. The PDC submission®
to the HTA Review noted that some members of PDC (including clinicians, insurers and consumers) considered
that the TGA's safety assessment procedures for medical devices are inadequate and that PDC clinicians
exercise a more thorough and appropriate assessment of the clinical safety and efficacy of devices. This
criticism is addressed in more detail later in this chapter.

In regard to MSAC's processes, the HTA Review found an increasing level of transparency, with the underlying
processes and evaluations well documented. Recent steps to improve transparency include the publishing of the
MSAC Public Summary Document describing the rationale for MSAC's advice to the Minister. Interactions with
applicants through pre-lodgement and debriefing meetings and the invitation of applicants to nominate relevant
clinical experts to assist in undertaking the evaluations were appreciated by stakeholders. The committee’s level
of clinical input and expertise and its flexibility inbeing able to make decisions in the face of uncertain evidence
and adapt assessments as required were also regarded as strengths.
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PDC’s strength lies in the important contribution it has made to controlling previously rapid and unsustainable
increases in costs for prostheses funded through private health insurance. Some stakeholders praised PDC’s
broadly-based stakeholder representation. In regard to its processes, PDC's publication of explicit dates for
lodgement of applications and release of each Prostheses List assists both the devices industry and the private
hospital and private health insurance industries with business planning.

However, the HTA Review found that there are a number of areas that need to be strengthened to further
improve outcomes, regulatory efficiency and stakeholder confidence. These are:

e assisting applicants to navigate the system by more clearly defining and communicating roles, responsibilities,
functions and linkages of (and boundaries between) the committees and their assessment processes;

* addressing stakeholder concern about the business and consumer impacts of delays in access to public and
private funding (often perceived by manufacturers as a delay to market access) for medical technologies, due in
part to the sequential nature of HTA processes;

e improving consistency between PBAC, MSAC and PDC processes for the performance of similar HTA functions
in assessing the comparative clinical and cost effectiveness of pharmaceuticals, vaccines, medical services
and devices;

e implementing more structured communication and coordination between the different secretariats
and committees;

e developing assessment and evidence requirements that are appropriate to the assessment of technologies
which are either low risk, low cost or have short life-cycles;

e clarifying the respective roles of the TGA, MSAC and PDC regarding the assessment of ‘safety’;

e improving the transparency and predictability of MSAC and PDC processes in regard to who assesses an
application, how it will be assessed, what evidence will be required and how long the assessment will take;

e establishing consistent independent review mechanisms for MSAC and PDC;
e enabling better use of scarce specialised HTA knowledge and skills across HTA committees and secretariats;

e implementing consistent methodologies, protocols and definitions for the assessment of co-dependent and
hybrid technologies;

e streamlining and coordinating processes to address stakeholder concern about the impacts of delays;
e strengthening the links between the market entry and HTA for reimbursement processes;

e improving the rigour and efficiency of MSAC by allowing submission based evaluation, better definition of
data collection requirements for procedures recommended for interim funding, and streamlining processes for
accessing expert advice to inform assessments; and

e streamlining arrangements for the Prostheses List through establishing communication channels with the TGA,
restructuring the PDC and recommending changes to administration of the List.
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4.2 More Transparency and Procedural Fairness

Transparency is paramount to ensuring equity, fairness, and most importantly, scientific rigor on which health
care decisions are based.*

There was widespread stakeholder concern about the lack of visibility and transparency and apparent lack of
some aspects of procedural fairness in the current Commonwealth HTA processes. While often supportive of
many of the HTA outcomes, some stakeholders felt that the currently opaque arrangements in MSAC and PDC
reduce confidence in what might actually be sound arrangements. Improvements are required to engender
confidence in processes and make it easier to assess ongoing performance of the HTA system.

These stakeholder concerns include a desire for:
® an easy-to-access overview, or map, of the whole Commonwealth HTA system;

e more extensive and clearer guidance on HTA processes with greater consistency in approach and presentation
across all parts of the Commonwealth HTA system;

e clearly defined roles and responsibilities for the advisory committees, expert advisers and evaluators;

 delineation of the exact sequence, requirements, coordination processes and likely timing of each step of the
various processes;

e how to find out further information about the processes;
e more open, timely and mandated communication between the various advisory committees;
e clearer explanation of the rationale(s) for advisory committee decisions;

e better handling of conflicts of interest especially for members of HTA advisory committees and supporting
committees and panels;

e an independent review mechanism for advisory committee advice;
e better performance information, reporting and evaluation; and

e standardised timelines for HTA processes and for each key step within each process.

The HTA Review proposes a substantial overhaul of the communication and management of processes to improve
administrative efficiency and engender greater stakeholder confidence.

Improved public information

A single website for Commonwealth HTA

Applicants and other interested parties rely on publicly available information such as websites and guidelines for
their understanding of the Commonwealth HTA system. As the Report on the second set of consultations noted:

A repeated response was about broadening access to information about the HTA system for the general
public. A number of participants considered that unlike the FDA in the USA, HTA for market requlation
and reimbursement had minimal profile with the Australian general public and health consumers.*




The HTA Review found that information about Commonwealth HTA processes is neither presented in a systematic
manner nor in a single location. For example:

e DoHA currently does not have an overall ‘HTA" website. Instead, information on each of the HTA processes and
advisory committees is contained on separate sites with different style, functionality and poor linkages; and

e individual advisory committee guidelines have limited or no information about other related Commonwealth
HTA processes. For example, an application form may require an ARTG number or an MBS item number, but not
describe why this is required, how the requirement might be met or which area of DoHA an applicant will need
to deal with.

Better access to guidance

A key element of transparency and fairness is stakeholder understanding of how their application will be
assessed. The consultations identified that DoHA could provide greater clarity and predictability about current
HTA arrangements including through the development of:

* 3 guide to all Commonwealth HTA processes as a whole, as well as the purpose of each individual process and
the interactions between the different TGA and DoHA HTA processes and advisory committees; and

e astandard approach to the structure and content (to the extent possible) for all HTA process guidelines, using
consistent definitions and language and including descriptions of:

e the appointment, roles and responsibilities of the advisory committees;
 processes for handling conflict of interest;

* decision-making processes and criteria;

e review mechanisms;

* processes subsequent to HTA, but prior to a decision to provide reimbursement;
e estimated timelines for HTA processes; and

* the roles of particular stakeholders.

Reporting on performance

Stakeholders stressed that better, more accessible performance information is crucial to enhancing accountability
and confidence in the system.

The HTA Review considers that better performance information and greater consistency of information across the
HTA processes would assist in demonstrating the extent to which Commonwealth HTA processes are effective
and efficient. The HTA Review proposes that a set of KPIs for each of the Commonwealth HTA processes be
developed — these should include measures where DoHA and/or the relevant advisory committee have control
over the outcomes. Eventually these measures would be aligned so that stakeholders can compare performance
between HTA processes and over time. In addition, key activity data (e.g. numbers of applications assessed) is of
interest to stakeholders and should also be made publicly available.

Reporting of results against KPIs should be made publicly available on HTA websites.
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Effective performance information for the HTA system is required to monitor and communicate performance in

three dimensions:

e the effectiveness of the processes to achieve their objective, such as to provide quality advice to
the Australian Government;

e the efficiency of the way this is done, such as through tracking the timeliness of assessments; and

e the quality of the individual stages, such as of particular HTA assessment reports.

Currently, each HTA agency collects, analyses, and reports on a variety of information, as summarised in

Table 4.1.

Table 4.1: Current HTA performance data

HTA Process

TGA (MDEC) advice for
inclusion on the ARTG

Performance Measures

Yes. Performance measures
are in the Business Plan
published on the website

Current Indicators

Application process activities — numbers of applications:
e received
e approved/rejected/terminated
e in process
e processed within target times
Effective operation of expert committees:

e committees operate in accordance with terms of
reference, meeting schedules met, minutes and
resolutions published in accordance with target as

the PBS

Published and reported
against on the PBAC
website

appropriate.
MSAC advice for listing on | No MSAC publishes an annual performance report which
the MBS contains some activity data.
Developing performance measures as part of current reform
activity in line with HTA Review findings.
PDC advice for listing on No PDC publishes the PDC Bulletin after each cycle which
the Prostheses List contains some activity data.
PBAC advice for listingon | Yes. Core Indicator 1 — PBAC submissions by number

Core Indicator 2 — PBAC submissions by outcome

Core Indicator 3 — Initial major submissions by outcome

In regard to the important indicator of timeliness, the TGA has target timeframes for each assessment pathway
and legislatively imposed penalties if it does not meet timeframes. Both PBAC and PDC have defined cycles
whereas MSAC has no set timeline for completion of assessments.
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Most stakeholders are interested in having clear maximum time limits on all Commonwealth HTA processes as is
currently the case with PBAC. The HTA Review suggests that a set of KPIs and key activity data address:

* time to process an application including reporting the minimum time, maximum time, and average times over a
12 month period, taking account of the level of complexity of the assessments;

o effective operation of expert committees — for example, whether the committees operate in accordance with
their terms of reference adhere to meeting schedules and publish outcomes in accordance with target as
appropriate;

e the level and type of expertise involved in assessing applications; and

e the proportion of applications that were supported, conditionally supported or rejected in a 12 month period.

In relation to this last indicator, it is important to note that there is no correct level of supporting or rejecting
applications that should be targeted. An important determinant of how many applications are supported

or rejected will be the quality and evidence-base of new technologies that are assessed. However, this is
nevertheless a useful indicator to consider, as a very high level of supported applications may suggest that
assessments lack rigour, while a very high level of rejected applications may suggest a lack of clarity around
evidence requirements, making it difficult for sponsors to assess the likelihood of success.

Post-assessment measures that would be useful to stakeholders include:
e the alignment of HTA outcome with final reimbursement decision; and

e the extent to which up-take of the technology matched the assumptions in the HTA.

Recommendation 4:

That DoHA establish a website for Commonwealth HTA processes by July 2010 which:

describes the roles, responsibilities and relationships between the different HTA processes;

facilitates access to all related Australian Government HTA websites to ensure that policy and
guidance for all Commonwealth HTA processes are easily accessible; and

regularly publishes reports on agreed performance and activity data to clearly demonstrate the
performance of the system and focus attention on areas requiring performance improvement.

Improved review mechanisms

Providing opportunities for review is an important part of public administration. During the consultations
stakeholders regularly expressed concern at the limited and varying scope to seek explanation of decisions or the
ability to seek a review. Stakeholders acknowledged that better communication of the conduct of HTA and the
basis for decisions could go some way to minimising the use of review mechanisms.

Currently, the extent and type of review mechanism vary across the various HTA processes.

INJNISYNEITY 404 LNIWSSISSY ADOTONHDIL HLTVIH ANV NOILVINDIY LINYVIN LNIIDI443 FYOWN ‘HIDONOYULS :¥ YILdVHD




Review of Health Technology Assessment in Australia 66

The TGA has a legislated internal review process whereby an independent TGA officer delegated by the Minister
reviews the initial decision regarding listing on the ARTG. In the case of an adverse outcome for the applicant
in the final decision there is an opportunity for an external merits review through the Administrative Appeals
Tribunal (AAT).

Following PDC recommendations, sponsors can request an internal review on procedural grounds only. The
internal review process is conducted by the Secretary of DoHA or their nominee. The reviewer may consult

the sponsor and PDC as part of the process. On completion of the internal review, the reviewer makes
recommendation(s) to the PDC. In addition the Minister’s decision to grant or not grant an application to list a
prosthesis on the Prostheses List is judicially reviewable under the Administrative Decisions (Judicial Review) Act
1977 (ADJR Act) and may also be judicially reviewable under the Judiciary Act 1903 (Judiciary Act).

There is no internal review mechanism for MSAC recommendations to the Minister for the funding of new medical
services through the MBS. The following may be judicially reviewable under section 39B of the Judiciary Act
depending on the facts of each case:

e MSAC's appraisal and advice to the Minister;

® DoHA's submission to the Minister (which combines MSAC's appraisal with policy advice from
the department); and

e the Minister’s decision to note advice from MSAC.

e Applicants are able to reapply to MSAC should new evidence regarding their technology become available.

PBAC allows applicants to apply for an Independent Review coordinated by a convenor and conducted by an
independent reviewer, in the case of a disputed negative decision. Alternatively sponsors may apply to the Federal
Court for a review of a PBAC process and the decision may be judicially reviewable under the Judiciary Act.

There are a number of issues to be considered in developing any new review mechanisms, including the type

of review, who conducts the review, and the particular matters to be reviewed. Because of factors such as the
different statutory base for the various processes it is unlikely that one standard review process or mechanism is
feasible.

The current independent review arrangements in PBAC relating to advice to not recommend PBS listing, is a
model that could translate to both MSAC and PDC. The PBAC review is based on information which has already
been presented to the committee. No new information or evidence beyond that considered by the committee may
be considered in a review.

In circumstances in which new information or evidence is likely to be relevant to the committee reconsideration,
the option of re-submission should be pursued rather than review. It is important to note that there is no time
incentive or disincentive for a sponsor to seek a review in preference to making a re-submission to the committee.
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The HTA Review suggests that all processes align their review processes with a set of shared principles. These
principles could include:

e Whenever possible, encourage resolution informally. The review should be limited to considering information
provided as part of the initial application.

* The review process should not create any opportunities for sponsors or others to manipulate the system. It
would be better to encourage a re-submission with a more favourable case for listing than to stagnate in a
review process over a less favourable case.

e The results of independent reviews should be provided back to the primary committee responsible for providing
advice to the Minister, to enable re-consideration of the original matter.

As review mechanisms can be resource intensive, reducing resources available for HTA of other new technologies,
it may be reasonable for an appropriate fee to be charged where a sponsor seeks a review.
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CHAPTER 4: STRONGER, MORE EFFICIENT MARKET REGULATION AND HEALTH TECHNOLOGY ASSESSMENT FOR REIMBURSEMENT
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Recommendation 5:

That the procedural fairness and consistency of Commonwealth HTA processes be improved by 2011, by:

a. establishing independent review mechanisms and opportunities for re-submissions in a consistent
manner for Commonwealth HTA processes (where they are currently not available);

updating operating procedures for administering Commonwealth HTA processes including by
publishing specific milestones and timeframe targets for each individual HTA process;

improving public disclosure of Commonwealth HTA processes including advisory committee
membership, performance and activity data, and assessment and appraisal outcomes (including the
rationale for those outcomes);

establishing and publicising specified communication points with applicants throughout each
process, including providing opportunities for pre-lodgement meetings; and

adopting and implementing transparent and consistent policies and procedures for the
management of conflict of interest for all external parties involved in Commonwealth
HTA processes.

4.3 Streamlined and Better Coordinated Processes

The HTA Review found that the lack of clarity, consistency and coordination of existing Commonwealth HTA
processes results in duplication of some activities. Areas of duplication include: the requirement to submit
multiple applications containing similar information when more than one committee, or agency, is involved in
assessing a device; repeated, full re-assessment of the same basic technology if a small aspect of its composition
changes (e.g. the type of glue or screws); and the way in which ‘safety" is assessed by the TGA, MSAC and PDC.
This increases the cost of complying with HTA for applicants, but does not generate any compensatory benefits
for the rigour of HTA decisions. This is most significant for those with hybrid or co-dependent technologies who
need to apply to several advisory committees.

During the HTA Review, there was extensive canvassing of the option for Commonwealth HTA processes to be
undertaken by a single entity that could consider comparative effectiveness of all health interventions, taking

a whole-of-health-system and technology-neutral perspective. However, there was general agreement among
stakeholders and within Australian Government agencies that attempting to impose this vision on current
arrangements would be likely to result in a system that is insufficiently sensitive to the particular risks and
evidence that must be considered for different kinds of health technologies, and which might therefore produce
unreliable recommendations.

Stakeholders were also concerned that combining the functions of assessment for market entry and HTA for
reimbursement might lead to fiscal considerations influencing decisions about which technologies would be
allowed into the market, even if they were safe and applicants were not seeking reimbursement. The HTA Review




agreed that the roles of deciding market entry and HTA for reimbursement should continue to be kept separate.

In addition, amalgamating HTA processes and committees that are at different stages of development would
create a substantial risk of reducing the capacity and quality of the higher performing processes and committees.
In the shorter term, it is more important to improve the performance, transparency and consistency of the existing
HTA processes through the progressive implementation of common approaches. This will also avoid disruption to
HTA processes that are currently working well.

While there is a need for separate HTA processes to continue in respect of each set of funding arrangements,
there is considerable scope for them to become more aligned, more streamlined, easier to navigate and less costly
for applicants.

The HTA Review considers that an essential, streamlining step to make HTA processes simpler for applicants is the
creation of a single entry point (SEP) for all Commonwealth HTA processes considering reimbursement (that is, for
PBAC, MSAC and PDC). As the sponsors of many therapeutic goods included on the ARTG do not go on to seek
appraisal for reimbursement, the HTA Review considers that the TGA should continue to operate its application
process separately. However, information about HTA processes for reimbursement and the SEP should be made
available to all applicants seeking inclusion on the ARTG.

Single entry point

Applicants seeking listing on the PBS and Prostheses List require their product to be included on the ARTG
before it can be formally considered by PBAC and PDC. Applications for MBS listing are generally for medical
procedures that use devices which must all be registered on the ARTG before being considered by MSAC.
Therefore, applicants are currently required to sequentially navigate at least two or three (and in some instances
four) different public entry points within DoHA and the TGA in order to achieve their objective of market entry
and public or private reimbursement. The four entry points have different processes and approaches to the
management and assessment of applications.

The HTA Review identified a number of opportunities to improve the management of HTA applications,
particularly for those involving several HTA committees:

e The sequential nature of these processes can result in delays of several years before reimbursement
arrangements are finalised.

e Applicants report supplying the same information in different formats to several HTA processes, particularly in
regard to the assessment of aspects of devices to determine safety and efficacy by the TGA, MSAC and PDC.

* Roles, responsibilities and application criteria for different HTA processes are poorly understood, and
communication within and across departmental secretariats could be improved.

e HTA processes need to evolve to effectively deal with novel, particularly co-dependent and hybrid, technologies.

e Applicants are expected to navigate the HTA system themselves, which can create difficulties for applicants
unfamiliar with the different processes.

 Applicants report difficulty monitoring and tracking the progress or status of their application (particularly
where one HTA process is a prerequisite for a subsequent process, such as listing on the MBS being required
before PDC can consider an application for the Prostheses List).

Al
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The HTA Review found overwhelming support for the proposal to streamline applications through a SEP, especially
when accompanied by other proposals to improve HTA processes including a risk-based approach to assessment,
and better consultation and communication. The SEP was considered to offer the greatest benefit for applications
for hybrid or co-dependent technologies, which are served poorly under current arrangements.

Some stakeholders were concerned that the SEP may become simply another layer of administration further
delaying consideration of applications, and were keen that it should not slow down existing processes that work
well, or remove flexibility in assessment processes. Others noted that the SEP would add no benefit unless the
subsequent HTA processes also improved. One focus group participant said the worst outcome would be that ‘the
single door turned into the black hole’. °

Some stakeholders envisaged the SEP as a specific entity actively managing the process, rather than just an
entry point such as a web portal. A common view expressed by stakeholders was that, irrespective of the nature
of the entry point, a reformed system ought to allow for the assessment of a technology for both market entry
and reimbursement concurrently. In other words, the assessment for reimbursement could begin before final
regulatory approval was given, with the understanding that, should requlatory approval be refused, all further
processes would cease.

However, applicants (particularly from smaller companies) wanted the flexibility to be able to choose to submit
the regulatory component of the application (for market entry) ahead of the reimbursement component, in order
to manage the workload of gathering and presenting evidence for the reimbursement phase.

During the options development phase of the HTA Review, two different options for the SEP were canvassed.
These are represented below in Figure 4.1. Under Option A, all applications would go to the SEP for allocation
between the TGA and any relevant HTA reimbursement agency. Under Option B, sponsors would continue to
submit their initial application to the TGA for market entry, but all applications for reimbursement would be made
through the SEP.

Figure 4.1:  Options for a single entry point

Sponsor — Sponsor
SEP SEP
TGA HTA for TGA HTA for
Reimbursement Reimbursement
(PBAC/MSAC/PDC) (PBAC/MSAC/PDC)
Decision Decision

Option A

Option B
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Single entry point for Commonwealth HTA processes

Taking account of a broad range of stakeholder views on this matter, the HTA Review supports the introduction of
a SEP after TGA market entry (Option B) because:

e The vast majority of devices will go only to the TGA for assessment and interposing an additional step between
the TGA and the sponsor will add little value and may result in slower service than currently exists.

e |f the SEP takes place before TGA processes, the SEP has to allocate devices between two sharply different
pathways (market entry and HTA for reimbursement), alternatively, if the SEP is after TGA processes, it has only
to decide which HTA for reimbursement pathway is appropriate, thereby simplifying the task.

e There are minimal gains to be made in joining market regulation and the three different HTA for reimbursement
processes into a SEP given that there are not strong synergies between them, provided that relevant
information is appropriately shared between the market requlator and HTA agencies.

Figure 4.2 shows how the SEP might operate in more detail.
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Proposed functions of a single entry point

The proposed SEP would reduce the number of entry points to Commonwealth HTA processes from four to two. It
could provide for better co-ordination and integration of Commonwealth HTA processes by facilitating appropriate
communication and collaboration between the TGA and MSAC, PBAC and PDC, as well as public and private
payers and state and territory governments. It could also standardise application requirements and guidelines,
where appropriate, including the management of pre-requisites (ARTG number, MBS item).

The proposed functions of an SEP could include:

* apublicinterface with stakeholders (through a website and guidance documents);
* asingle liaison point for applicants and the HTA processes;

e the capacity to monitor and track the progress of applications;

e responsibility for organising broad based pre-lodgement meetings — which could provide a “whole-of-HTA
system” view to aid an applicant’s understanding of how its application could progress through the various
Commonwealth HTA processes and advisory committees, and the likely evidence requirements;

* 3 coordination function for those applications which would need to be assessed by multiple HTA processes and
advisory committees such as hybrid or co-dependent technologies;

e management of information sharing between the HTA processes and advisory committees and applicants; and

e responsibility for coordination of evidence requirements and assessment processes to promote greater
consistency across the HTA processes and advisory committees.

These functions will greatly assist stakeholders in making submissions to, monitoring the progress of, and
understanding outcomes of the Commonwealth requlatory processes for HTA.

A more flexible, risk-based approach to assessment and evidence

A fundamental goal of the HTA Review is to make the current system more flexible, responsive and adaptable.
The current system is already under pressure to respond to the growing diversity of health technologies and it is
clear that current processes, based on an historical view of a limited variety of technologies, is not sustainable in
the longer term.

Stakeholders repeatedly referred to examples of technologies, such as orthopaedic screws, that were subject

to what was considered excessive scrutiny, while other technologies which may be associated with greater

risks (such as new technologies for radiation oncology) were subject to inadequate assessment. Put simply,
stakeholders are concerned that current Commonwealth HTA processes are not sufficiently tailored to the risk of
the technology, whether that risk is expressed in terms of financial or health outcomes or the degree of novelty of
the technology.

75
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Both the TGA and PBAC already have a risk-based approach to assessing applications, whereas MSAC and

PDC have a ‘one size fits all" approach. While this approach may be less challenging to administer, it can be
administratively and resource inefficient as each application is subject to the same level of assessment regardless
of the complexity or the risks of the procedure or device. Adopting a ‘fit-for-purpose’ approach to applications
should enable more efficient processing of applications, but may also require secretariats to have appropriate
technical expertise and tools required to ‘stream’ applications according to an agreed risk based classification
approach. Similarly, applicants will need to have a clear understanding of the evidentiary requirements associated
with each classification of risk.

In conjunction with the proposed SEP, the HTA Review proposes that a new approach be adopted to the
conduct of assessments that recognises this diversity. Such an approach is known as 'risk-based assessment’ but
encompasses a number of factors which should be considered according to the technology and its context. These
primarily relate to the potential risks and benefits of the technology, which can be expressed in terms of:

e the unit cost of the technology;

the severity of the disease being treated;

the size of the population who may benefit;

the novelty of the technology and the availability of alternatives;

the degree of certainty regarding the scale of the likely risks and benefits; and

e equity and access implications.

Once these factors have been weighed, the appropriate HTA approach can be chosen in terms of:

e the most appropriate assessment methodology (such as extent of literature analysed, economic model applied,
costs and benefits considered, or comparator used);

e the amount, type or quality of evidence required to support the assessment (including the number of years'
follow-up evidence required); and

e the appraisal and decision-making pathway.

The level of risk and the characteristics of the required assessment/appraisal should be applied consistently across
all HTA processes. Stakeholders stressed that even though different bodies had different roles, it was essential
that they use a common language.

The consequences of the current lack of consistency and transparency were considered to be:
e inconsistent or unpredictable application requirements, assessments and decisions;

e duplication of work by applicants and HTA committees;

e inefficiencies due to insufficiently substantiated applications; and

e concerns about the fairness of Commonwealth HTA processes.

A risk-based approach would vary the amount and strength of evidence required for the assessment of different
technologies, informed through the development and use of HTA risk classification tables.




These would be tools that, based on an initial assessment of the characteristics and clinical performance of the
health technology, could assign an individualised risk rating (e.g. rating the net financial risks to government and/
or risks to the patient compared to the risks of harm from alternative clinical management options which would
otherwise be available to the patient). This could consist of a table or a series of tables comparing relevant factors
to derive an individualised risk rating, akin to the TGA's risk classification system and the work of the Global
Harmonisation Task Force (GHTF) on risk management principles.

These tables could enable applicants to identify the likely evidentiary requirements for an application and the
likely level of assessment (e.g. full or streamlined). However, in order to ensure that a ‘fit for purpose” approach is
appropriately implemented, this tool could only provide an indication of the assessment approach, but could not
predict the likely outcomes of the subsequent appraisal or funding decision.

In addition, it would be desirable to achieve international harmonisation of HTA risk assessment methods and
evidentiary requirements. It would therefore be prudent to implement an Australian approach gradually, limiting
the assignment of a low level of risk only to those circumstances where this is clearly without controversy.

A particular circumstance that is worth examining as an initial priority would be co-dependent technologies,
where the overall management of a patient relies on more than one funding mechanism to deliver the overall
health care intervention (e.g. the MBS-funded procedure to insert the device funded by private health insurance
or the MBS-funded pathology test to determine the eligibility of a patient for a PBS-funded medicine). In

these situations, a comprehensive HTA assessment may be more efficient and informative than separate HTA
assessments of each component. Coordinated consideration of applications in these circumstances will affect the
evidentiary requirements of the separate HTA pathways.

Stakeholder concern regarding risk assessment of health technologies and consequential evidentiary requirements
should be mitigated by a gradual introduction and a clearer articulation of the reasoning behind these evidentiary
requirements (e.g. comparative safety and financial implications for government). It is also possible that a

more transparent approach to risk classification and evidentiary requirements will further reduce the perceived
inflexibility of the system to accommodate other relevant factors.

In summary, the HTA Review considers that a more risk-based approach to assessment should be undertaken
by MSAC and PDC to ensure that the intensity of assessment matches the risk of the health technology. This
approach should reflect both the risk of harm to the patient and the financial risk to the government on behalf
of the taxpayer. Appropriate levels of evidence will be required to inform the assessment of health technologies
classified as being high risk.
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Recommendation 6:

That in order to improve the efficiency of HTA, the Department of Health and Ageing (DoHA) establish
a single entry point (SEP) by July 2010 to receive applications for subsidy under the MBS, PBS and
Prostheses List. The role of the SEP will be to:

provide a single point of contact to help applicants throughout the HTA process;

determine the most appropriate advisory committee(s) to appraise the technology;

identify the most appropriate assessment pathway for an application, including by maintaining and
reinforcing current processes where these are the most efficient for the technologies submitted to a
particular process;

conduct an initial risk and impact assessment and determine the most appropriate methodology to
be used in assessing the technology;

ensure the timely assessment and appraisal of co-dependent and hybrid technologies, or
technologies being assessed concurrently for both public and private reimbursement and coordinate
the provision of comprehensive advice to the Minister for Health and Ageing (the Minister);

achieve synergies through sharing and sustaining HTA expertise across the advisory committee
secretariats; and

develop and report on the achievement of performance targets for HTA for reimbursement.

Concurrent assessment and coordination across advisory committees

A number of stakeholders noted that the current sequential system of assessments by the different agencies can
create extended delays in achieving funding for a particular technology.

Where appropriate and to the extent possible, Commonwealth HTA processes need to allow flexibility for those
applicants who prefer either to apply concurrently for market entry and HTA for reimbursement or enter the
market first to gather evidence to inform an application.

As the MTAA noted in its submission:

The period between the lodgement of an application to MSAC and the listing of the procedure on the

MBS averages around 24 months. The sequential processing of medical technology approvals creates an
unreasonable barrier to market entry, particularly when coupled with additional delays from TGA registration
and the minimum of six months to list on the Prostheses List. The sequential periods mean that several years’
delay can be imposed on patient access to new technology. Given the short life cycles of many medical
technologies, beneficial products may not get to market.*’
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The assessment process can be even more protracted if the device is a more complex one that either relies on
other technologies (such as a diagnostic test) to be effective, or consists of several elements, each of which needs
to be assessed. In either case, the technology will not be able to be fully utilised or subsidised until all elements
are assessed.

The suggested response to this difficulty is to allow concurrent assessments. That is, instead of requiring each
assessment to be finished before proceeding to the next assessment or step, appropriate parts of other relevant
assessments could be conducted at the same time.

The HTA Review considers that capacity for concurrent assessment should be introduced. However, concurrent
assessment should not reduce evidentiary requirements, and significant investment of public funds in assessing
new technologies may be postponed until critical antecedent processes have been finalised.

The SEP, discussed above, could facilitate communication between the TGA and other Commonwealth HTA
processes on the progress of a technology towards inclusion on the ARTG to enable appropriate processes of HTA
for reimbursement to commence while the TGA assessment is under way.

In some instances, consolidated advice to the Australian Government on a range of aspects of a complex service
involving a range of technology types may need to be managed, through the SEP, bringing to bear advice from

a number of advisory committees. If a product is being assessed for both public and private reimbursement
concurrently, there would need to be close coordination to reduce the scope for conflicting assessments and
ensure that consistent advice is provided to the government.

Recommendation 7:

That applicants have the option of applying to different HTA processes concurrently. Finalisation of each
HTA process may be subject to the completion of a critical antecedent process (such as inclusion on the

ARTG prior to MBS or Prostheses List listing). This will require procedures to be put in place by July 2010
to allow the efficient flow of information between HTA processes (including from the TGA to other HTA
agencies, subject to confidentiality constraints).

4.4 Strengthening Linkages between Market Entry and HTA for
Reimbursement

Responsibility for assessing safety of medical devices

During consultations for the HTA Review, stakeholders expressed the view that one of the most critical aspects of
HTA is to protect Australian consumers from health technologies which cause harm. The TGA currently has this
responsibility, which it exercises by ensuring that goods included on the ARTG are ‘free from unacceptable risk'.
This is a minimum standard, which is appropriately a precondition of any government funding or reimbursement
for a new technology.
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Overall, the HTA Review finds that the TGA provides its assessment in an efficient, transparent and timely way.
Most stakeholders were supportive of current TGA procedural arrangements. The HTA Review did, however, find
that some stakeholders were concerned that MSAC and PDC also considered the safety of new technologies as
part of their assessment, which was perceived as a duplication of TGA's role as the market requlator. For example,
stakeholder focus groups revealed that:

...participants considered safety assessment to be TGA's role and there was limited understanding about the
nature of MSAC'’s cost effectiveness methodologies and the role of safety assessment in evaluation of clinical
effectiveness and how this might differ from the market entry safety assessment undertaken by TGA.*

There was widespread frustration expressed by participants — particularly industry sponsors — that PDC
was also assessing the safety of medical technologies. Stakeholder uncertainty about the role of PDC was
exacerbated by a perceived lack of transparency in the Committee’s processes and decision-making.*

Where such activities duplicate work already undertaken by the TGA, this imposes additional regulatory burden,
delays and costs imposed on applicants. However, not all such assessments create duplication. For example,
MSAC assesses the safety of the medical or surgical service that may use a technology (rather than assessing the
inherent safety of the technology itself), and does so by comparing the safety of the proposed new service to
the safety of an alternative medical service. Furthermore, MSAC assesses the comparative safety of new surgical
techniques (that may use existing technologies), which are not subject to assessment by the TGA. These roles of
MSAC in considering comparative safety of medical services are appropriate and should continue.

As well, criticisms have been raised during consultations for the HTA Review of PDC's consideration of safety of
devices in its processes. The HTA Review found that PDC is directly duplicating TGA activities in safety assessment
(or at least making its own judgements regarding the safety of certain devices). This is discussed further in section
4.6 of this chapter. PDC may decline to recommend listing of a product where it considers that there is insufficient
evidence of clinical effectiveness to support listing, but should refer any evidence of lack of safety of a product to
the TGA for further action.

The HTA Review considers that ensuring minimum safety standards are met in relation to particular technologies
should be a responsibility clearly and solely of the TGA. However, concern was raised by some stakeholders,
particularly those currently involved in PDC and MSAC processes, who consider that the TGA in some areas is
failing to require applicants to meet a sufficiently high standard of safety.

The HTA Review considers it appropriate for the TGA to re-assess its current requirements for pre-market
assessment of higher-risk devices for entry into the market, with a view to addressing these perceived
shortcomings. The TGA should also develop its evaluation processes to ensure the safety assessments undertaken
can inform the requirements of the ‘downstream’ HTA agencies, namely PDC and MSAC. More explicit and
detailed information about the TGA's safety assessment of a device should be provided to PDC and MSAC in
order to provide assurances about the level of intrinsic safety of the device. This may avoid the perception that
PDC and MSAC reassess the intrinsic safety of a device, duplicating the role of the TGA.

While inclusion on the ARTG should be a precondition of any decision by another HTA agency to recommend
a technology for reimbursement, this does not necessarily mean that inclusion on the ARTG must be achieved
before an application for reimbursement may be made. However, HTA agencies may reasonably postpone
significant investment of public funds in assessing new technologies until after the TGA has included the
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technology on the ARTG (see discussion of concurrent processes in Section 4.3 of this chapter). The SEP, discussed
above, could facilitate communication between the TGA and other HTA agencies on the progress of a technology
towards inclusion on the ARTG to enable appropriate processes of HTA for reimbursement to commence while
TGA assessment is under way.

Where HTA processes (or other stakeholders) identify concerns about the intrinsic safety of a particular
technology, clear mechanisms should be available for drawing these concerns to the immediate attention of the
TGA. Further discussion of this issue, and other aspects of post-market surveillance, is in Chapter 5.

Reform of TGA processes

The TGA is currently undertaking formal consultation on reforms in a number of areas that have been raised

prior to the conduct of the HTA Review. These consultations will conclude after the HTA Review has reported.

Any reforms proposed from these consultations are likely to necessitate changes to the regulations under the
Therapeutic Goods Act 1989. The TGA is required to comply with government rules established through the Office
of Best Practice Regulation (OBPR) and DoFD including the preparation of a Regulation Impact Statement and the
seeking of OBPR and DoFD agreement to proceed where there are any significant requlatory impacts (including
impacts on costs or competition). The proposed regulatory changes will be subject to Parliamentary approval.

It is anticipated that any agreed regulatory changes would not be implemented until 2011. Any changes to the
Regulations generally involves a two-year transition (phase in/phase out) period from when the regulation is
introduced.

The areas on which consultation is underway are:

Third party conformity assessment

Manufacturers do not have a choice of certification body for the purposes of conformity assessment where the
product is made in Australia or contains a medicine or material of human or animal origin or blood products. In
these instances, only the TGA is permitted to conduct conformity assessment. Overseas manufacturers can enter
the Australian market on the basis of assessments conducted by overseas regulatory agencies (mainly those in
the European Union). Australian manufacturers contend that a choice of a TPCA body would reduce regulation
timeframes and costs and create a level playing field with overseas manufacturers.

In response to these concerns the TGA has invited submissions:
e on the use of third-party organisations for conformity assessment of medical devices or of manufacturers; and

* to determine an appropriate balance of requlatory involvement in the process.

Specifically, the TGA has identified three broad issues for consideration:
e \What role should the TGA have in issuing conformity assessment certificates?

e What requirements, if any, should apply if third party assessment was available for Australian device
manufacturers intending to supply in Australia and/or for ones containing designated materials?
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e |f external bodies are allowed to undertake assessments of Australian made devices and/or ones with a
designated material, should they be permitted to issue certificates or should they provide reports for review and
acceptance by the TGA?
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Reclassification of joint replacement implants

In response to evidence to suggest that the performance of some medical devices is not adequately
demonstrated prior to supply (resulting in premature revision and subsequent risk to the patient), the TGA
has invited submissions on a proposal to re-classify joint replacement implants (including total and partial hip,
knee and shoulder implants) to require a higher level of requlatory oversight (by increasing the classification
of these devices from Class IIb to Class IlI). This proposal would provide for an increased level of pre-market
regulation for these implants while also enhancing the TGA's post-market controls over this important group
of medical devices. Specific issues associated with the current level of regulation of orthopaedic implants that
require consideration are:

e the long-term performance reports, which suggest the need for increased pre-market review;
e the need for an enhanced capacity to monitor post-market performance of these devices;

e the benefits in aligning Australian requirements with international standards, especially as approximately 90 per
cent of devices used in Australia are imported;

e the importance of balancing timely access to innovative therapies with appropriate reqgulatory oversight;

e the costs of regulation and the potential for this to result in a reduction in the numbers of joint implants
available on the market; and

e potential risks associated with joint implants that are unacceptable in Europe being supplied in Australia as a
result of the classification change in Europe from Class IIb to Class IlI.

Recommendation 8:
That the Therapeutic Goods Administration (TGA), in the context of international harmonisation:

a. continue its role as the independent national regulator solely responsible for assessing the safety,
quality and efficacy of therapeutic goods for entry on the Australian Register of Therapeutic Goods
(ARTG) and marketing in Australia;

respond to the issues raised in consultations regarding third party conformity assessment by July
2010, with a view to implementing changes agreed by government by 2011;

increase the rigour of requlatory assessment of higher risk medical devices by 2011, to ensure an
appropriate level of evidential review is undertaken to ensure safety, quality and efficacy of these
devices prior to entry on the ARTG and to provide a sound evidence basis for Commonwealth HTA
processes; and

develop protocols by July 2010 for sharing information with other HTA agencies through the SEP
(subject to commercial-in-confidence constraints) on the outcomes of its safety assessments.




4.5 Improving the Rigour and Efficiency of MSAC

MSAC was established in 1998 to strengthen the sustainability of the health system by ensuring that new health
technologies are properly assessed in regard to their safety, effectiveness and cost-effectiveness before being
subsidised via the MBS. MSAC's comparative approach to the assessment of new and emerging technologies
and procedures is an important component in ensuring that Australians have timely and affordable access to
appropriate health services, and that resources are invested in the most cost-effective services.

Role of MSAC

In providing advice to the Minister on the strength of available evidence relating to the use of new technologies,
and on the circumstances under which public funding should be supported, MSAC plays an important role in
ensuring that medical services associated with new procedures and devices are appropriately assessed before
being funded through the MBS. On average, MSAC receives around 14 applications a year.

The establishment of MSAC has significantly increased the rigour of the assessment of potential new MBS items
in its areas of responsibility, improving the financial sustainability of the MBS and its ability to support improved
health outcomes for Australians.

The National Health and Hospital Reform Commission (NHHRC) has recognised the importance of these
processes, stating in its report:

We have recommended that the Australian Government should continue to apply existing processes to
ensure that the inclusion of services on the MBS is driven by a robust evidence base. This means that

all ‘new’ services (whether provided by medical practitioners or other health practitioners) should be
subject to the same rigorous approval processes to ensure that there is clear evidence about their safety,
effectiveness and cost-effectiveness. We believe that this is vital to ensuring the financial sustainability of
the MBS. A forward-looking approach would also build in reqular review and evaluation of new services
(say, after three years) under the MBS to ensure that they were meeting policy objectives.*

Current issues with the operation of MSAC

Consultations during the HTA Review revealed stakeholder concerns that:

e MSAC has been slower, less flexible and possibly less consistent in its recommendations than other
Commonwealth HTA processes.

e The current model which relies exclusively on MSAC conducting its own evaluations, rather than critiquing
assessments provided by sponsors, results in long timelines and inefficient use of scarce HTA resources.

* The establishment of expert advisory panels is considered unacceptably slow. These panels are an essential part
of the current MSAC process and develop the evaluation protocol (essentially the clinical parameters for the
review) but can take up to six months to be formed and to meet for the first time.

e The quality of evidence available to MSAC to review a service that has received interim public funding is often
inadequate to address the issues of uncertainty that prevented a recommendation for full public funding on an
earlier application.
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e There is currently no targeting of assessment effort based on an application’s alignment with health priorities
and/or potential for improved clinical outcomes.

e The link between the MSAC's advice and the ensuing MBS fees and descriptors agreed by the Medicare
Benefits Consultative Committee (MBCC) appears less robust than for other HTA processes.

The most significant stakeholder criticisms specific to MSAC are the concern that its processes are too slow, and
that there is considerable uncertainty about whether or when MSAC advice will be reflected in the MBS.

As shown in Figure 4.3, MSAC takes around 75 weeks to complete an assessment. However, much of this time
is taken by the initial consideration of the application’s eligibility and the establishment of an advisory panel.
The actual conduct of the assessment by the evaluators only accounts for around half the time taken. This
indicates that there are likely substantial efficiencies to be gained in streamlining the set-up of arrangements
for an assessment.

Figure 4.3: Weeks taken to complete an MSAC assessment
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Source: DoHA

Note: Period is calculated from initial receipt to MSAC recommendation.

MSAC reforms in progress

The timeliness of MSAC assessments should be enhanced by some of the broader recommendations of

this Review (such as promoting the consistent use of evidence across all HTA processes, facilitating better
communication between the TGA and other HTA agencies, the allowing of concurrent assessments by HTA
processes established for different purposes, and coordination through the SEP of co-dependent and hybrid
technology assessments).

A significant cause of delay in undertaking assessments following an application is the time taken to establish
and convene the first meeting of an advisory panel of relevant experts. MSAC has held discussions with a number
of peak clinical and consumer bodies with a view to expediting this process, for example by nominating standing
panels of experts who have indicated a willingness to assist in MSAC assessments, and by reviewing the role

of experts in providing advice outside the formal advisory panel process. These initiatives are intended to

shorten the time taken to complete an assessment, by forming advisory panels within six weeks of acceptance

of an application.




Further improvements in timeliness could also be achieved by the acceptance by MSAC of an applicant’s clinical
and economic evaluation as an alternative to the current process in which an application is assessed on the basis
of a commissioned evaluation, Under this arrangement (which is analogous to the process used by PBAC), the
application’s submission would be subject to a quality assurance critique before appraisal by the Committee. This
approach would allow MSAC to agree specific assessment and appraisal timeframes with applicants, unlike the
current process in which the time taken to collect and evaluate the evidence (including obtaining access to expert
advice) can be subject to considerable uncertainty.

MSAC is actively considering many of these issues and has already implemented a number of initiatives. It has
established an agreed coordination point within the TGA to facilitate more timely advice on the inclusion of
relevant products on the ARTG. In addition, two previously separate sections within the MSAC secretariat were
merged to improve project management and the flow of information to the Committee Executive.

A number of other changes are being made to the management of the assessment process. For example, one
cause of delays has been the identification late in the assessment process of changes to the clinical pathway

or comparator. In some cases this requires the re-consideration of the approach to the assessment. The role of
MSAC's Economics Sub-committee (ESC) is being changed so that an ESC member attends the initial meeting of
each advisory panel to facilitate better decision-making on the economic methodology of assessments.

MSAC is currently focusing on initiatives to improve:

e process efficiency and the timeliness of MSAC advice;

e flexibility; and

e accountability and transparency.

Five working groups have been established to develop new approaches in the following areas:

* triage processes — for determining the application pathway for complex technologies and ensuring that the
rigour of the assessment is appropriate to the risk of the technology under review;

e economic modelling — to strengthen and streamline modelling of MBS impacts;

* submission-based evaluations— streamlined assessment processes where the applicant has already conducted a
technical and cost-effectiveness study;

e restructuring templates — to streamline the collection and dissemination of information; and

e access to expert advice — to improve consultation with stakeholders and ensure the integrity of the
assessments.

A continuing challenge for managing MSAC assessments has been the variability in the volume of applications,
and the resulting difficulty in managing the workflow to a limited pool of external HTA evaluators without
paying excessive costs in order to maintain a standing capacity that may not be used. One expected benefit

of the greater use of applicant-generated submissions will be to allow more flexibility in the use of external
HTA evaluators.
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Future changes

The HTA Review endorses MSAC's recent initiatives, which should allow the committee to operate more quickly
and efficiently for applicants who have the capacity to conduct a full cost-effectiveness assessment prior to
submission to MSAC, and for the assessment of applications requiring a full HTA to be conducted after submission
where this was necessary or where applicants lacked the resources to do so.

These changes will streamline MSAC's processes to create faster and more efficient consideration of applications,
while also enhancing their rigour, particularly in considering financial costs. This will help MSAC to promote and
maintain the sustainability of funding for the MBS. Proposed activities under the MBS Quality Framework should
complement MSAC's work, providing a greater level of rigour and analysis across areas of MBS funding that have
not yet benefited from assessment by MSAC.

In regard to the delays in MBS listing following a positive recommendation from MSAC, it is important that the
Australian Government retain the responsibility for deciding whether or not to implement new MBS items based
on MSAC advice, taking into account the broader fiscal and policy priorities of the government. However, there
are opportunities in which the process leading to the decision by government to list a new service on the MBS
following a positive appraisal by MSAC could be shortened. These include having MSAC provide more detailed
implementation advice to government, including proposing a specific MBS item descriptor and fee (based on
MSAC's clinical and economic evaluation) for the new service.

This would involve improved communication and consultation between MBS policy areas in DoHA and the MSAC
HTA evaluators. In particular, greater engagement between MSAC's ESC and DoHA's MBS financial modellers,
and between MSAC clinical experts and areas drafting MBS item descriptors (to ensure proposer consideration of
issues such as the implications for safety net entitlements, who will provide services and what other MBS rules
might apply), would reduce departmental delays between advice and listing and potentially enhance MSAC's
understanding of broader policy issues affecting its appraisals.

Government decision-making might also be assisted by advisory committees such as MSAC providing an
indication of the relative priority of the various technologies that are recommended for funding, so that
government and other funders can obtain additional expert advice to assist in prioritising the introduction of new
services where this is necessary due to financial constraints.
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Recommendation 9:

That by July 2010, MSAC strengthen and streamline its operations and improve the flexibility of its
regulatory processes by:

a. providing advice to the Minister based on a critique of an applicant’s comparative clinical and
economic evaluations, as an alternative to the current process and in the context of agreeing
specific timeframes for assessment with the applicant;

ensuring that data collection requirements supporting a recommendation for interim funding for a
professional service for listing on the MBS are sufficiently rigorous and reliable to provide a sound
basis for a final decision on funding ;

ensuring that its advice to the Minister addresses all aspects of the proposed change to the MBS,
especially in regard to the proposed MBS item descriptor and fee; and

streamlining current processes for accessing expert advice to improve timeliness of assessment
processes and set a target of all advisory panels being established within six weeks of accepting an
application.

4.6 Streamlined Arrangements for the Prostheses List

The Prostheses List is a legislated list of the benefits that private health insurers must pay for prostheses that are
provided to a privately insured person as part of an episode of hospital treatment. The Prostheses List therefore
plays a dual role as part of Commonwealth HTA processes and as part of the regulation of private health
insurance in Australia. As is discussed below, it plays an important role in ensuring the sustainability of the health
system, in particular the private hospital and insurance sectors.

Accordingly, it is important to consider the regulatory impact of any changes to the current arrangements on both
the medical devices industry and the private health insurance industry. Any changes to existing arrangements also
need to be consistent with the government'’s policy objective that private health insurance remains affordable and
accessible for the Australian population.

The current Prostheses List arrangements were established to control significant increases in the benefits paid
for prostheses in the earlier part of this decade. In 2001-02, the Private Health Insurance Administration Council
(PHIAC) reported that while the number of services (as shown in Figure 4.4) involving prostheses had slightly
decreased in that year, there had been a 41 per cent increase in underlying prostheses costs."

Prostheses claims increased by a further 28 per cent in 2002—03, 19 per cent in 2003—04 and 20 per cent in
2004-05. This inflation in prostheses expenditure contributed to increases in premium costs and made private
health insurance less affordable for consumers.

In response, the government introduced reforms aimed at moderating the rate of increase, through the current
legislative arrangements which are administratively supported by the PDC and its subcommittees. The legislation
took effect on 31 October 2005.

Yii- PHIAC noted that coding changes to prostheses had artificially decreased the number of items recorded resulting in a 46% increase in the average price

of prostheses. Adjusting for the coding changes appeared to result in an estimated increase in the number of prosthetic items of 11% over the year,
with the increase in the average benefit paid for prostheses being closer to 28%.
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Since its establishment the PDC arrangements have been highly successful at controlling the growth in prostheses
costs. As Figure 4.4 shows, the pattern of the growth in the cost of prostheses outstripping the growth in the
number of services that occurred between 1999 and 2002 is now being controlled and costs are moving in line
with volume. Maintaining this success in controlling the costs of prostheses is critically important to ensuring that
both government and consumer contributions to private health insurance remain financially sustainable.

Figure 4.4  Benefits paid and services growth (%), 1998-99 to 2008-09

Growth (%)
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1998-99 1999-00 2000-01 2001-02 2002-03 2003-04 2004-05 2005-06 2006-07 2007-08 2008-09

. Prostheses, services, . Prostheses, benefits paid,
annual growth since 1997-98 (%) annual growth since 1997-98 (%)

Source: Private Health Insurance Administration Council, ‘PHIAC A Report, various quarters’, <http://www.phiac.gov.au/for-industry/industry-statistics/
datatablesphiaca/>, accessed 27 November 2009

Achieving this degree of control over the cost of prostheses is a substantial achievement but requires a heavy
workload. As shown in Figure 4.5, the PDC has a substantial workload of new assessments, review of existing
groupings and amendments to current listings.

Figure 4.5: Workload indicators for PDC

Task Average number each year (two cycles)

Clinical assessment of new applications and 1000 products
negotiation of benefits

Review of existing groupings and benefits for 3000 products (note this is inflated at the moment
appropriateness due to the continuation of the non-CAG orthopaedic
product review over several cycles)

Amendments to listings (e.g. sponsor transfers, name | 6000 amendments
change, suffix, grouping)

The efforts of the PDC to systematically review all benefits on the Prostheses List are behind schedule due to
a heavy workload assessing new items, and an unwieldy review process. Consistent with the Doyle Review
recommendations, this needs to be addressed as a matter of urgency.




Background to the current prostheses listing arrangements

The Prostheses List stipulates benefits that must be paid by private funders for medical devices and human tissue
products. In order to reduce the regulatory burden associated with HTA, it would be possible to abolish the
Prostheses List and allow health insurers to negotiate benefits for prostheses under contractual arrangements
with hospitals or medical device sponsors, in much the same way as health insurers negotiate contractual benefits
that they will pay for hospital accommodation and theatre banding, or professional fees for medical and allied
health service providers.

Although one insurer submitted that:

Once there is appropriate information provided about clinical best practice and information on price,

there would be no need for prosthesis price requlation as all the relevant information would be available

for commercial arrangements to be made between private health insurers, private hospitals and device
manufacturers. Private health insurers would make payments on a casemix basis, where the benefit paid for
a private hospital visit would be inclusive of hospital and prosthesis costs. Similar price signals have been
effective in reducing pressure on prosthesis costs in the public sector #

there would appear to be consensus that requlation of private health insurance benefits for prostheses costs
should continue, at least until there is better information available about clinical best practice (there are
recommendations to the government in the NHHRC report about the development of clinical guidelines).

Also, with the exception of hospital ‘theatre band’ costs, there are default or minimum benefits prescribed under
Australian Government legislation for insured hospital treatment. These operate in the absence of a contract
between the insurer and the service provider, and protect privately insured people by ensuring that they will
receive minimum benefits for treatment under their hospital insurance policies. The HTA Review also notes that
this regulation assists in protecting consumers and the government’s significant financial investment in private
health insurance.

Workload

One result of the pressure of the backlog and new applications is that the PDC departs from established
processes in order to meet its mandated timeframes. These departures from established process are usually aimed
at ensuring that a sponsor’s product can be listed at the next available opportunity (rather than the sponsor
having to wait another six months until the next list is made). Some examples of departure from established
guidelines include:

e offering ‘truncated benefits’ where there is not enough time remaining in a cycle for a full benefit negotiation
(which requires at least 15 days for a sponsor to consider two benefit offers, as well as time for the
development of those benefit offers, and PDC consideration and endorsement of the agreed benefits). This has
become a reqular feature of Prostheses Lists and occurs where clinicians do not finish clinical assessments of
new listing applications within the allotted time; and
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e PDC making recommendations based on advice from individual clinicians — many products are considered by
Clinical Advisory Groups (CAGs). However, many other products are referred to two members of the Panel of
Clinical Experts (PoCE). In some specialty areas there are insufficient clinicians to assess all new applications
due to clinician workload or conflicts of interest. During some cycles particular products have not been able
to be assessed at all as there were no clinicians available to conduct the clinical assessment component of the
Prostheses List application process. For particular products, such as orthopaedic screws, the PDC has instigated
the concept of substantial clinical equivalence which may reduce the evidence requirements and level of
assessment conducted on the product.

These issues indicate that the current Prostheses List arrangements are not sustainable and need to be changed.

During the HTA Review a number of concerns emerged in regard to the PDC's functioning. Some of these
are similar to concerns raised more broadly about Commonwealth HTA processes and relate to the general
transparency of its operations. The HTA Review identified a number of specific issues , which relate to:

e the role of the PDC in relation to safety assessment;
e the composition of the PDC and its various supporting committees;
e administration of the Prostheses List: and

e the setting of benefits.

Assessment of safety

The TGA has the statutory responsibility for assessing the quality, safety and efficacy of medical devices entering
the Australian market.

The perception has emerged among stakeholders that the PDC and its CAGs and PoCE also see their role as
assessing the safety of devices. Medical device industry stakeholders expressed their concerns to the HTA
Review that this represented an unnecessary duplication of the TGA's role, imposing additional costs and delays
in the listing process. Other concerns by medical device industry stakeholders are that the PDC's approach to
assessment:

e reflects a lack of understanding on the part of the PDC (and CAGs and PoCE) of the assessment activities of the
TGA, in particular that the TGA does not undertake comparative assessment but instead focuses on the intrinsic
risks of the device;* and

e s not transparent, with applications rejected due to ‘insufficient clinical evidence" without any detail being
provided on the nature of the evidence gap.

The Focus Group Report on the first round of consultations for the HTA Review found:

There was widespread frustration expressed by participants — particularly industry sponsors — that PDC
was also assessing the safety of medical technologies. Stakeholder uncertainty about the role of PDC was
exacerbated by a perceived lack of transparency in the Committee’s processes and decision-making.*”
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Consistent with this perception the PDC has currently defined its role as to consider the safety, clinical
effectiveness and the cost relative to the clinical effectiveness of other products, which is outside of the scope
approved by the Minister. In its submission to the HTA Review, the PDC stated that some of its members
considered the TGA assessment procedures were inadequate and that PDC's clinicians conduct a more thorough
and appropriate assessment.*® However, the PDC did not provide any evidence to support this contention.

The drift in the focus of the PDC towards comment on device safety appears to have occurred for a number
of reasons:

e insufficient understanding of the current processes of the TGA, possibly reflecting poor communication between
the TGA and PDC; and

e a confusion on the part of PDC members on the meaning of its current approach to assess comparative
effectiveness (including comparative safety) and cost relative to clinical effectiveness.

CAGs and the PoCE were established to advise the PDC on the relative clinical effectiveness of each product
proposed for listing compared with:

e products used for the same or similar purposes that are listed as a prosthesis on the Prostheses List; or

e current treatment for the indications the products are designed to treat.

The HTA Review found that there are a number of reasons to constrain the PDC from making recommendations
on the basis of concerns with the intrinsic safety of products:

e the TGA has already conducted its assessment of the safety of the device consistent with Australia’s
international obligations and current harmonised practice;

e its CAGs and PoCE only have a short time to assess a large number of applications, do not have access to HTA
expertise, and are therefore unable to conduct a thorough safety review;

e if any safety concerns are identified, they should be referred to the TGA in its role as requlator for consideration; and

e the blurring or overlap for assessing safety dilutes accountability for what is a fundamental aspect of regulation.

Committee structure, roles and membership

The PDC membership consists of:
e four clinicians, one of whom is the Chair, as nominated by the Australian Medical Association (AMA);
e four insurer nominees, nominated by the Australian Health Insurance Association (AHIA);

* two private hospital nominees, one nominated by the Australian Private Hospitals Association (APHA), and one
by Catholic Health Australia (CHA);

e one consumer, nominated by the CHF;

e one nominee of the MTAA; and
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Medical device industry stakeholders have expressed concerns that a single industry member on the PDC (versus
four insurer members) is not sufficient to present their views effectively given that a decision-making quorum™ can
exist without any medical device industry representation.

In addition, stakeholders have questioned the quality of PDC's assessment of cost relative to effectiveness as
there is no requirement for members to have expertise in health economics.

As a result of PDC's current membership structure, formulation of advice has tended to be made on the basis of
the background of the members. As a result, the PDC is perceived by some as being more ‘representative than
expert’. Notwithstanding this perception, the PDC seeks to work by consensus whenever possible.

The Policy Advisory Group (PAG) was established to provide advice to the Minister on prostheses policy and
created the current prostheses listing arrangements. As with the PDC, the PAG has members from each of the
major private health industry stakeholders with competing views on the appropriate level of reimbursement of
prostheses by private health insurers. Therefore the PAG found it difficult to reach agreement on any issue. The
PAG has not met for some time.

The Prostheses and Devices Negotiating Group (PDNG) negotiates benefits with sponsors of products
recommended by the PDC for listing on the Prostheses List. Members of the PDNG are nominated by the AHIA
and appointed by the PDC. The PDC may also appoint nominees of the APHA and CHA as members.

Stakeholders have been critical of the benefit setting process that is a feature of the current prostheses listing
arrangements. In particular, the lack of transparency around the process for determining benefits, the perceived
bias of the PDNG and the administrative workload associated with setting a benefit for every product on the
Prostheses List.

The Doyle Review recommended that the PDC, PAG and PDNG be abolished and replaced by a new Prostheses
Committee, with an independent chair, clinicians nominated by relevant professional colleges or associations,
other members with health economics and health industry knowledge and representation from DoHA.*

However, the HTA Review found that it would also be desirable to include a nominee of private health insurers
on the new committee (as they are the funders of prostheses benefits, and should be directly represented in
the process which establishes requirements for this funding), a nominee of the medical devices industry and a
nominee with consumer expertise.

This would improve transparency and consistency in decision-making, and reduce perceptions of bias due to the
structure of the current committee and its sub-committees.

Better administration of the Prostheses List

The current listing arrangements have been operating for just over four years and are still evolving. Currently,
applications for the Prostheses List can only be made twice a year, with a new list being made 25 weeks after the
close date for applications.

When it was established, the PDC was expected to review the large number of listings and benefits that were ‘grand-
parented’ from earlier agreements between various health insurers and device sponsors. Many of these agreements
are not necessarily consistent or equitable and there are many products remaining on the Prostheses List that have not
been reviewed, many of which have different benefits from other listed products with similar clinical effectiveness.

\ix A quorum is three clinician members and three health insurer members.

—




Simplification

The PDC has reviewed around half of the products on the list since 2005 to establish consistent grouping
schemes for products with similar clinical effectiveness, and over time has been reducing the differential in
benefits for products within these groups.

However, progress has been slow, as the review process requires the development of grouping schemes by
clinicians with limited time available to devote to this work (usually followed by months of debate between
sponsors, insurers and clinicians about the appropriateness of those grouping schemes), then benefit offers and
negotiations for every single product affected by a review. One of the current reviews being conducted by the
PDC involves around 2500 products, and is still not complete after almost two years.

It is essential to the proper functioning of the Prostheses List that it is reviewed to ensure that anomalies in
benefits are removed. Given the experience to date, it is recommended that this work be completed by dedicated
resources within DoHA, rather than the PDC and its sub-committees, as a matter of urgency. DoHA will need

to source the necessary expertise to develop functional grouping schemes for those areas of the Prostheses List
where these do not exist, and recommend the inclusion of particular listed products with overall similar clinical
effectiveness into each group.

The outcome of this work should be to establish a single benefit paid by insurers for substantially equivalent
products within a single group. In setting these benefits, it will be important to ensure that expenditure on
prostheses by private health insurers continues to be restrained, although this will be balanced by the need to
ensure that insured patients continue to benefit from affordable access to an appropriate range of prostheses.

To achieve this, stakeholders, including the PDC and its subcommittees, should be given the opportunity to
comment on proposed changes to the Prostheses List arrangements including the proposed grouping schemes,
the inclusion of products within these groups, and the recommended benefit, before these are enacted by

the Minister.

Application management

Currently sponsors must submit applications within a specific time window. During the HTA Review, sponsors
expressed concern that if they miss this window their application must wait until the next cycle, leading to a gap
of up to 11 months between when an application is made and it is placed on the list. Several sponsors sought a
rolling” or continuously updated list to address the delay, but private hospitals and insurers considered this would
not be manageable. Such a change would also present significant logistical difficulties in managing an already
difficult PDC workload.

One possible improvement would be to allow applications to be submitted at any time (allowing assessments

to be managed progressively), but retain the bi-yearly listing cycle (to efficiently manage the regulatory processes
and health industry impacts involved in updating the list). Where the assessment of an application is not finalised
before the cut-off date for making a Prostheses List, the application would be held over until the next list

was made.
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Setting benefits

Product level benefit negotiations

The current processes require individual benefit negotiations to be conducted for each new product that is listed,
and for every product that is being reviewed. This can amount to thousands of benefit negotiations every cycle.
This is a very resource-intensive approach, and the benefit setting part of the process is also the area where most
sponsors believe that transparency and fairness needs to be improved.

Negotiation of an individual benefit for every listed product can help with controlling costs (some sponsors may
be willing to take a reduced benefit over competitors to increase market share). However, this does not occur with
sufficient frequency to outweigh the administrative costs and perceptions of lack of transparency that arise from
individually negotiated benefits.

The establishment of a single benefit for groups of products with simila clinical effectiveness would improve
transparency and significantly reduce the workload for the PDC. Similar to the arrangements that apply for the
review of group benefits for the PBS, if a sponsor of a listed product or a new product requested a lower benefit
than currently applied for the relevant group of products, this would trigger a review of the group benefit by the
PDC, with a lower benefit potentially being set for all products included in that group.

Establishing a single benefit for like products will ensure that the same price is paid for prostheses that deliver
similar health outcomes, making the Prostheses List both simpler and fairer. Consistent with current policy to
control costs, generally the single benefit will reflect the lowest benefit accepted for a product in a group.

Maximum benefits

The Prostheses List currently includes both a ‘minimum’ and ‘maximum” benefit for some listed items. This occurs
where the sponsor wishes to list an item, but is not willing to accept the ‘minimum’ benefit recommended by
the PDC that the insurer must (under legislation) pay for that item. The difference between the minimum and
maximum benefit must be met by the patient as an out of pocket or ‘gap’ payment. In effect, the maximum
benefit is setting the maximum price that a sponsor can charge a privately insured patient for a prosthesis.

This feature of the list was designed to promote informed financial consent, so that patients are aware of the
gap that they will have to pay for a prosthesis. However, the overwhelming majority of patients still rely on their
doctor to provide this information to them before they receive the prosthesis, and the inclusion of a maximum
amount on the Prostheses List does not guarantee that the doctor or hospital will provide this information to
the patient.

The Doyle Review also found that, in many cases, the listed gaps were not charged by sponsors (which was not
surprising in an environment where some sponsors were willing to provide prostheses to public hospitals at 30

to 40% less than the Prostheses List minimum benefit), or were absorbed by hospitals (in particular where gap
amounts were small). In the absence of consistent and informed financial consent, it is unlikely that these gaps
are providing any effective incentives to either patients or doctors that would affect their choice of prosthesis.

It would appear that this arrangement is therefore offering minimal benefits to sponsors and no benefits to
patients, but is increasing the administrative complexity of the Prostheses List and reducing certainty for patients.
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As discussed above, it is recommended that there be a review of existing listings to group products which have
similar clinical effectiveness for a given clinical indication. A single benefit should be determined by PDC to apply
to each group of like products. This also creates the opportunity to eliminate gaps for patients, by removing the
capacity of sponsors to set a higher benefit for their prosthesis than recommended by the PDC.

This single benefit should be the default price that insurers are required to pay and the capacity of sponsors to set
a higher ‘maximum benefit" through legislation should be removed. That is, the price that sponsors are allowed
to charge for a product should be equal to the benefit that insurers are legally obliged to reimburse. This would
result in no out-of-pocket costs for the patient. The Prostheses List would operate as a default benefit schedule,
so that insurers, providers and suppliers could negotiate lower prices for the supply of devices.

If PDC considers that a product demonstrates significantly superior comparative clinical effectiveness at a cost
proportional to that comparative superiority, PDC may decide to list that product in a new group (or sub-group)
with a higher standard benefit.

Group benefits would be set (and maintained by the PDC) having regard to the need to ensure that privately
insured patients have access to a reasonable range of devices in each group of products for procedures currently
included in the MBS.

If sponsors are not willing to accept the standard benefit that applies to the relevant group, then the product
would not be included in the Prostheses List, and sponsors would have the option of negotiating a higher price
directly with hospitals and insurers (Doyle Review — Recommendation 13).° However, as these arrangements
fall outside the regulatory arrangements for the Prostheses List, there would be no obligation on any party to
participate in such negotiations.
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Recommendation 10:

That in order to reduce regulatory costs:

d.

the terms of reference for the PDC and its subcommittees be revised by July 2010 so that it is clear
that its assessments of prostheses only consider clinical effectiveness (including comparative cost
and comparative safety); and

channels of communication between the TGA and PDC should be formalised to ensure that any
concerns the PDC encounters regarding the intrinsic safety of prostheses are immediately referred
to the TGA and dealt with appropriately.

Recommendation 11:

That the PDC be restructured by July 2010 to ensure that its membership is balanced and:

d.

b.

includes individuals with expertise in current clinical practice, health policy and health economics;

includes representation from health consumers, health service providers, and the health insurance
and health technology industries; and

has an independent chair.

Recommendation 12:

That the arrangements for the Prostheses List be changed by 2011, with appropriate consultation, to:

da.

b.

accept applications on a continuous basis, but still make the Prostheses List every six months;

establish and maintain groups of products with similar clinical effectiveness;

abolish the negotiation of benefits for individual listed products, and instead establish and maintain
a single(benchmark) benefit for the products included in each group, with sponsors being required
to accept this benefit in order to be listed;

abolish the negotiation, setting or publication of maximum benefits, to eliminate the potential for
gap payments for patients who have PHI;

permit the establishment of new product groups (or sub-groups) where a sponsor establishes clear
superiority of their product compared to those in an existing group.




CHAPTER FIVE
Improving Post-market
Surveillance of Health
Technology
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5 Improving Post-market Surveillance of
Health Technology

5.1 Introduction

Post-market surveillance has an important role to play in protecting the community and in ensuring the
sustainability of the health system. Post-market surveillance aims to improve the eventual overall efficiency
of HTA processes.

This chapter discusses the issues that were identified as being important in improving post-market surveillance
arrangements for medical devices and addresses term of reference 3 for the HTA Review. The HTA Review

found that the safety of medical devices was of paramount concern to stakeholders and that there was room

for further improvement in the assessment of devices, use of devices and ongoing monitoring. The aim of these
improvements is to ensure that there is an ongoing process of performance assessment over the ‘life cycle’ of a
device, both during the period of its active clinical use and while the device is still implanted in consumers' bodies.

The HTA Review found that Australia’s post-market surveillance system is viewed as functioning reasonably well
for market regulation purposes, but has some weaknesses, in that it is seen as:

e {00 passive;

e too heavily weighted in favour of short-term safety concerns, with insufficient focus on effectiveness (especially
comparative effectiveness);

e over-reliant on notification of events from suppliers and manufacturers which gives rise to a perception of
possible conflict of interest;

e lacking a nationally consistent process for alerting different stakeholders in the event of a serious fault in a
health technology;

* needing to move beyond a system that simply points to a possible safety concern and into the realm of
quantifying risks and benefits; and

e under-utilising clinical registers to generate data that are more representative of health technology performance
in the ‘real world" than controlled clinical trials.

This chapter recommends action in five related areas to improve the post-market surveillance of devices. These
are to:

e adopt a more proactive and sustained approach to post-market surveillance for device safety;

e expand the scope of post-market surveillance beyond the current focus on safety to include the collection of
cost-effectiveness data to support future reimbursement decisions;

* make selective use of registers to collect post-market surveillance data on specific, high-risk implantable
devices;

e explore opportunities for better health data linkage to generate evidence on the utilisation and effectiveness
of health technologies; and
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e use data from post-market surveillance to evaluate technologies funded on an interim basis.
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These actions will contribute to a more sustainable health system by supporting decisions on whether:
® a device should be removed from the market because it is unsafe or superseded by other, better technology;
e funding for a device should be varied or discontinued based on its comparative performance; or

e changes should be made to who is eligible to provide or receive the device.

5.2 A More Proactive Approach to Post-market Surveillance for
Device Safety

The current system relies heavily on the device manufacturer/sponsor reporting, which in turn relies on the
sponsor’s awareness of emerging problems. If concerns are identified and validated, the TGA may cancel or
suspend the ARTG entry of particular products, or direct other action such as a recall, safety alert or product
improvement by the manufacturer.

However, reporting may be incomplete or delayed because of inadequate or incomplete reporting by clinicians,
consumers or health organisations, particularly when a device is no longer regarded as novel".

Submissions to the HTA Review suggested that there be greater public awareness of the opportunities and
mechanisms whereby both health service providers and consumers can more actively participate in post-market
surveillance, such as through the reporting of adverse events associated with device use.

Recommendation 13:
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That, in order to improve the contribution of post-market surveillance to patient safety, the TGA take

steps to increase the rate of reporting of adverse events, including by health service providers and
consumers.
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5.3 Expanding the Scope of Post-market Surveillance

Current post-market surveillance arrangements, such as those managed by the TGA, focus exclusively on ensuring
safety of medical devices and regulatory compliance.

There are two reasons to consider expanding the scope of post-market surveillance to collect information useful
for HTA.

The first is that often only limited real-world data is available at the time of the initial HTA. In addition, a
particular device may be used in different circumstances, for different purposes, in different patients, or in
combination with other procedures or technologies not considered at the time of the original approval. Therefore,
the initial HTA for reimbursement and decision to subsidise a health technology could, in many cases, be
considered a crucial first step in gauging the efficacy and comparative cost-effectiveness of a technology, rather
than the only step. However, at the current time few data are collected that would support ongoing assessment
of comparative safety, clinical effectiveness and cost effectiveness.

A second reason to enhance post-market surveillance is that there is increasing pressure to accelerate entry

of what may be very new technologies into the health system which have relatively little evidence supporting
their longer-term costs and benefits. Expanded post-market surveillance may provide a means by which some
technologies could be subsidised on a conditional basis (subject to satisfying an initial assessment), with evidence
collected from actual patient utilisation.

Internationally, various health systems have begun to strategically position their post-market surveillance systems
to encompass a more comparative effectiveness focus in addition to a vigilance focus.

For example, in 2007, the Canadian Government released its Federal Post-market Surveillance Strategy, 2007—
2012 which describes a vision for its post-market surveillance program so it is ‘at the forefront of regulatory
science, promotes the safety and effectiveness of health products, and is recognized for its contributions to the
health and safety of Canadians'>" In the Canadian strategy, a key success factor for improved surveillance and
more effective risk management is a stronger scientific capacity based on collaboration and information sharing.

For Australia to follow a similar path, careful consideration of the roles and responsibilities of each stakeholder
(Australian, state and territory governments, clinicians and consumers, as well as device manufacturers and
sponsors) and associated infrastructure and regulatory requirements (such as to permit data linkage) would be
required. Unplanned expansion of post-market surveillance might introduce new inefficiencies and duplication
with little benefit.

Accordingly, the focus of an expanded post-market surveillance system would be to collect reliable data on whether:

e the product is being used for the intended clinical purpose (that is whether there is ‘leakage’ to purposes for
which its clinical and/or cost-effectiveness has not been demonstrated);

e the product is being used in populations for which it has not been evaluated (such as to treat different diseases,
or age groups);

e the volume of (appropriate) use is higher than forecast, implying a price reduction should be negotiated; and

e the forecast outcomes are being achieved. If it had been assumed that the technology's use would result in
the avoidance of another service (such as another test or procedure), or prolong life, data could be collected to
evaluate whether this actually eventuated.
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Recommendation 14:

That in order to improve the contribution of post-market surveillance to the sustainability of the

health system and the longer term regulatory efficiency of HTA processes, DoHA explore options for
consideration by government in 2011 to facilitate the expansion and use of post-market surveillance data
to inform safety, effectiveness and reimbursement decisions for devices and procedures.

5.4 Selective Use of Registers to Collect Post-market Surveillance
Data

Clinical registers are databases that systematically collect health-related information on individuals who are:
e treated with a particular surgical procedure, medicine or device (e.g. joint replacement);
e diagnosed with a particular illness (e.g. stroke); or

e managed via a specific healthcare resource (e.g. treated in an intensive care unit).>2

Data from registers and other non-interventional studies are often referredto as ‘real-world data’ to distinguish
them from clinical trials.>* In Australia, the best known register, the National Joint Replacement Registry (NJRR),
was established a decade ago to define, improve and maintain the quality of care for individuals receiving joint
replacement surgery. It is considered to have delivered substantial benefits and is estimated to have reduced
the number of unnecessary revision operations by 1,200 procedures per year and saved the health sector and
consumers around $44.6 million since it was established.>
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Support from a range of stakeholders is critical to a register's success. Cooperation from clinicians is required in
order to obtain the data necessary for the register to be effective. Registers are also expensive to establish and
maintain, requiring investment in both data systems and liaison to ensure the quality of information. Although
the NJRR was initially funded by the Australian Government, it is now moving to cost recovery from the device
manufacturing sector. Given the sensitivity of the data collected, registers need robust governance arrangements
to both protect the confidentiality, validity and reliability of data and to ensure relevant data are available to all
those with an interest.

In the light of the costs and difficulty in establishing an effective register, it is recommended that the initial focus
for any new register should be for high-risk implantable devices.

Establishment of such a register should be undertaken in accordance with the draft operating principles and
technical standards for registers which have been developed by the Australian Commission for Safety and Quality
in Health Care (ACSQHC) in conjunction with the National E-Health Transition Authority (NeHTA) and the Centre
for Research Excellence in Patient Safety (CRE-PS).
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5.5 Investigating the Scope for Better Health Data Linkage

Medical devices are rarely used in isolation. In most cases the device is part of wider intervention such as surgery,
and may also be associated with the use of medicines or other treatments or tests that may continue to be
required for some time.

Similarly, the impact of the device on the patient (whether positive or negative) will often show up in the patient's
use of other medical services (such as visits to a general practitioner), use of prescription medicines or tests, or
admissions to hospitals and visits to emergency departments.

A reliable assessment of the safety and efficacy of technologies requires data from a range of different systems.
The multiplication of data sources within heterogeneous health systems results in both redundant and inaccessible
information. The currently fragmented data systems make it difficult, if not impossible, to systematically capture
these impacts. Funders, clinicians, consumers and industry may therefore lack crucial information on the
effectiveness and risks of technologies.

The existence of these multiple, ‘siloed" data sources reinforces the need for better data linkage. Moves towards
a consistent national approach to the establishment of electronic health records, led by NeHTA (which was
established by the Australian and state and territory governments to develop better ways of electronically
collecting and securely exchanging health information) will over time enable better data linkage to take place.

There may also be opportunities to connect datasets that will enable significant improvements in the capacity of
post-market surveillance processes to contribute to the sustainability of the health system. An example raised in
consultation for the HTA Review was a proposal to formally link billing codes and catalogue numbers within the
Prostheses List database. Hospitals and post-market surveillance systems such as the NJRR identify prostheses

by catalogue number. Linkage of billing code and catalogue number will not only enhance capacity for evidence
development, analysis and reporting but will have the added benefit of improving transparency and accountability
with respect to appropriate prostheses benefit payments.

Underpinning any proposal to link datasets should be an ethical framework that offers sufficient assurances

of privacy and confidentiality to service providers and clients and protection against the misuse of personal
information for purposes other than those originally intended. Such safeguards need to inform not only the actual
process of linking client records but also related processes such as obtaining client consent, data storage, transfer,
encryption and release.

With these safequards in place, the potential benefits of data linkage include:

e more cost-efficient research methodologies compared with traditional approaches to epidemiologic and health
services research;

e adding value to existing information assets by generating a greater return on the substantial existing investment
in routine administrative and clinical data sets;

e fostering collaborative research involving population health researchers, clinical researchers and biomedical
scientists, with direct benefits for health outcomes; and

e better health literacy through enhancing interactions between researchers, clinicians, policy-makers, consumer
groups and the mass media.




Some jurisdictions have already developed protocols, such as the Western Australian Department of Health
Practice Code for the Use of Personal Health Information which contains the guidelines that must be followed
in the design and conduct of all projects using personal health information provided by the WA Department
of Health.*

During the HTA Review, stakeholders were consulted on two options to progress data linkage. These were to:

e ‘piggy back’ on existing national data linkage and e-health initiatives that would then feed information into a
post-market surveillance system; and

 ‘pilot’ a specific data linkage project for post-market surveillance purposes.

Stakeholders were generally doubtful of the first approach, considering that the progress of e-health initiatives
was slow and unpredictable. They saw more value in testing linkage in areas of likely high return and then
applying lessons more broadly across the health system.

5.6 Using Data from Post-market Surveillance to Guide Investment
in Technologies

During the options development phase of the HTA Review, stakeholders generally agreed that disinvestment in
relation to comparatively ineffective devices was desirable. However, a substantial number of those consulted
(particular industry and clinician stakeholders) considered that the market worked effectively to discourage the
use of outdated or ineffective technologies and that no government intervention was required to proactively
review and identify specific technologies for disinvestment. On the other hand, others noted that a number of
procedures and devices continue to be used and subsidised despite common knowledge that they are at best
ineffective or at worst harmful.

Furthermore, some stakeholders argued that if disinvestment processes were to be adopted, reimbursement levels
should be able to be increased (‘reinvestment’) in the event that post-market data proved that a technology was
more cost-effective than the pre-market evidence suggested.

In the 2009—10 Budget, the government provided $9.3 million over two years to implement the MBS Quality
Framework to put in place a new evidence-based framework for reviewing services listed on the MBS, which will
begin to take effect from 1 January 2010. Under the new arrangements, services will be evaluated and aligned
with contemporary evidence to ensure clinical relevance and appropriate pricing. New services will be evaluated
three years after being listed. The aim of this initiative is to improve health outcomes for patients and help
maintain the financial sustainability of the MBS. The DoHA has commenced work on implementing this initiative
and it is important that post-market surveillance of devices complements this effort.

Notwithstanding the caution expressed by some stakeholders, opportunities to improve the overall health
impact of current expenditure by encouraging the use of the most appropriate technologies were identified. Such
efforts should be coordinated with other related initiatives such as the development of clinical guidelines and the
implementation of the MBS Quality Framework discussed above.

A recurring theme in submissions and consultations is that the current HTA system heavily emphasises the initial
assessment of technology but does not sufficiently address the ongoing relevance of a technology. The term
‘disinvestment” was used to cover a range of processes that might answer questions such as:
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e Should a technology be removed from the market?
* Should a technology continue to be publicly funded?
e Should the eligible population be reviewed?

e Should the price (benefit) paid for technologies increase, decrease or stay the same?

Such an approach could encourage more robust and efficient processes around all health care decision-making,
including reallocation (or reinvestment) of funding to interventions, including devices, that offer overall health
gains more efficiently. In the face of increasing health expenditure, it will become increasingly difficult for
governments to fund new health technologies unless they have the capacity to identify and remove funding for
those that are less effective.

Possible criteria for selecting devices for review could include®®:

e high risk or high cost;

e the potential health, cost and equity impacts of the use of the device compared to a cost-effective alternative;
e expiry of a pre-designated time or nomination by expert clinical groups for review;

e emergence of new evidence on safety, clinical effectiveness and/or cost effectiveness that challenges previously
formed conclusions;

e evidence of significant provider, geographical or temporal variations in device use for a particular condition;

e substantial change in a device to the point that it differs markedly from the initial or prototype intervention that
was originally assessed or funded; and

 publicinterest or controversy relating to the use of a device.

The MBS Quality Framework will be seeking to develop a comprehensive framework to review existing MBS items
to ensure that they are based on best clinical practice and are priced appropriately. If successful, there may be
scope to adapt this approach to other areas of health funding.

Recommendation 15:
That registers for high-risk implantable medical devices and/or procedures be established, with:

a. key stakeholders such as clinicians, health consumers and industry to participate in governance
of and contribution to registries;

establishment of mechanisms to apply data from the register to future health technology
assessments;

the feasibility, benefits and methodologies for data linkage to be explored in a pilot project in
regard to a particular device identified by the high-risk implantable devices register;

consideration of how developments in e-health and data linkage could improve the efficiency of
the post-market surveillance of medical technology more generally; and

the development of criteria, the identification of opportunities and the consideration of strategies
for improvements in public investment in medical devices.




CHAPTER SIX
Longer-term Directions
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6 Longer-term Directions

6.1 Introduction

This Review has made a number of recommendations to strengthen the conduct of HTA by Australian Government
agencies in the short- to medium-term.

The HTA landscape is, however, constantly changing, and is a national landscape (extending beyond direct
Australian Government responsibilities). In addition, the consultations conducted as part of the HTA Review
identified a number of issues that will require sustained, coordinated action over the longer-term and that were
not necessarily able to be addressed as part of the HTA Review's terms of reference. Accordingly, this chapter
outlines a set of longer-term strategic issues to inform possible future national activity for HTA reform.

Some possible initiatives that might be undertaken to address each strategic issue are presented to stimulate
further discussion. The list of initiatives is not definitive but was suggested during consultation for the HTA Review
as possible ways to continue to develop a strategic approach to HTA in Australia. They may need to be revisited in
the light of responses to the outcomes of the HTA Review.

The key longer-term strategic issues are:
1. improved planning and system integration;

2. the need for a national approach to HTA involving the Australian Government, states and territories and
other key stakeholders;

3. greater patient (health consumer) focus;
4. increased investment in HTA-related research; and

5. increased capacity of the HTA workforce.

6.2 Key Strategic Issues
Improved planning and system integration

The HTA Review has not specifically sought to address substantive improvements to national coordination and
integration (beyond Commonwealth HTA), nor has it examined health technologies which are outside of the
scope of the HTA Review. Consultation during the HTA Review highlighted several classes of technology which are
currently not subject to formal HTA processes (e.g. blood and blood products), or for which only some aspects are
assessed as health technologies (e.g. human tissues or genetic testing).

Assessment of these technologies could be assisted by utilising HTA methodologies, enabling improved
comparison of therapeutic options.
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Blood and blood products

There are some similarities between blood and blood products and other products considered in the course of
this Review. The 2003 National Blood Agreement (the Agreement)*’ provides for the Australian Government
and states and territories to fund blood products and services on a shared basis. Products which are first
evaluated by the TGA and then agreed by all governments are included on a national listing and made available
to clinicians free of charge. The Agreement also outlines a process for an appropriate evidence-based evaluation
and advice to governments to support decisions concerning any changes to these products and services. All
proposals must be for products which are included on the ARTG and are considered initially by the Jurisdictional
Blood Committee (JBC). JBC can then decide whether further information or advice is required before either
making a funding decision or referring the proposal and relevant advice to the Australian Health Ministers'
Conference (AHMC) for a decision.

Due to the small number of change proposals received to date for blood and blood products and the
unpredictable timing of these proposals, it has been difficult for JBC to conduct a HTA process for individual
products or to readily access HTA evaluators (including those with experience in health economics) who would
either assess the data included in the proposal or, if necessary, collect the evidence base and submit their findings
to JBC. Further, the current arrangements do not provide for an appropriately constituted group of experts
(including clinical, health economist and consumer members) to advise JBC on funding proposals.

There are some parallels between the processes outlined in this Report for other therapeutic goods and those for
blood and blood products, including the iterative processes to achieve inclusion on the ARTG and consideration
for government funding as a result of a HTA process. Given the need to ensure that there is a rigorous and
consistent process in place to assess blood products and services for funding, there may therefore be some
benefit in reviewing how HTA processes may also inform the future application of best practice assessment of
blood and blood products.

Genomics

Genomics is a rapidly advancing scientific field with significant potential impact on individuals and the health
system. The rate of discovery and the potential applications of new knowledge call for rigorous assessment of the
costs and benefits of these technologies. Many of these emerging issues are not directly within the scope of the
HTA Review, such as workforce development and the regulation of direct-to-consumer test kits. The HTA Review
has considered the assessment of pharmacogenomics, where a genetic test can usefully inform decisions about
pharmaceutical treatments.

Preliminary policy work has been done so that, when necessary, systems for the assessment of genomics and
pharmacogenomics can be implemented in a manner consistent with the broader conceptual framework for HTA
processes and with other health care objectives. The National Health and Medical Research Council’s (NHMRC)
Human Genetics Advisory Committee was established to provide advice on these issues. The 2004 Australian
Law Reform Commission Report, Genes and Ingenuity: Gene Patenting and Human Health, the 2005 Productivity
Commission Research Report Impacts of Advances in Medical Technology in Australia and the 2009 Senate
Inquiry into Gene Patents have all considered these issues.*®
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To enable these technologies to be assessed consistent with other health technologies, the HTA system needs an
improved capacity for planning and systematic integration including the capacity to review and expand the scope
of technologies it assesses.

In addition to the recommendations made earlier in the HTA Review, initiatives that might be undertaken to
address this issue include the establishment of:

e anational approach to HTA (discussed in more detail below), that includes a process to systematically
undertake reviews of policies and methodologies affecting the scope of HTA processes to incorporate any
emerging technologies (such as biologics and genomics), and defining where technologies fit within HTA
processes; and

e aformalised mechanism to alert the appropriate policy areas of health technologies or related issues which
may need consideration and policy review for example, those identified via horizon scanning and market entry
processes such as issues around the assessment of human tissues, blood and blood products, or alternative
models of care.

Consider the need for a national approach to HTA involving the Australian Government,
states and territories and other key stakeholders

When implemented, the recommendations of the HTA Review will substantially improve the operation of
Commonwealth HTA processes. However, HTA Review consultations indicated several areas that may benefit from
further analysis.

The first is to ensure that HTA works with and complements government initiatives in regard to the sustainable
funding of broader health programs, including those with a focus on preventive health and those exploring role
substitution and task delegation.

The second is the need for a national approach to HTA, rather than a set of more-or-less coordinated activities.
All governments face resource constraints and obligations to maximise the health benefits from their investments.
States and territories must also make decisions about the clinical and cost effectiveness of new health
technologies that they might fund, particularly for their public hospitals. They therefore have a similar need to
ensure the sustainability of their health funding using a range of techniques, including HTA. A truly national
approach requires the creation of a strategic planning and management capacity so that the system as a whole is
able to respond to changes in technology, funding or health policy.

States and territories are increasingly conducting their own HTA processes with no formal links to Australian
Government policies or HTA outcomes. In most cases this relates to the use of diagnostic tests, medicines,
medical devices and procedures in public hospitals. There are already a number of ways the various jurisdictions
can coordinate their activities, such as via AHMAC, its principal committee — CTEPC, and HealthPACT, which
reports to CTEPC.

In addition, much of the information needed for improving HTA processes lies with the product sponsor, private
hospitals and private health insurers. Despite this, communication between these sectors and the Australian
Government is largely informal and ad-hoc.
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There are a number of risks in the current situation. These include duplication and wasted effort if multiple
jurisdictions conduct HTA or appraisals that may not be fully informed of current practices across the various
systems, or that different conclusions may be reached by jurisdictions adopting different methodologies, leading
to a technology being available in one state but not in another. While this may be appropriate where it reflects
different health needs or priorities, it is not appropriate where it reflects a failure to share information to support
rigorous HTA processes.

To address these areas, there is an opportunity and a capacity for enhanced cooperation between the Australian
Government and states and territories, as well as other stakeholders. Consideration could be given to the

need for a national approach to HTA that goes beyond government HTA processes and encompasses industry,
clinicians, patients and funders.

Better linkages would enable:
e more comprehensive horizon scanning processes by including industry views and insights;

e better assessment and appraisal by ensuring real-life practices in hospitals and community settings were
considered; and

e better post-implementation monitoring through a richer information base.

Initiatives that might be undertaken to implement this strategic issue include:

* development of processes through which to coordinate and guide the development of a consistent national
approach to HTA, such as by expanding the role of CTEPC to oversee this development;

e further enhancements to the TGA application system to automate information transfer between the market
entry and other national HTA processes;

e regular forums to exchange information between stakeholders, including governments, consumers, clinicians
and industry that might lead to a national devices policy; and

e supporting the development of common methodologies and reporting to promote transferability of
assessments.

Stronger patient (health consumer) focus

Consumers have multiple interests in an effective, efficient HTA system. As patients, they want timely access to
safe, affordable appropriate treatments for their condition. Many consumer groups have been said to feel that
‘alongside scientists, physicians and pharmaco-economists, patients have the most intimate knowledge of the
disease and its effects and have valuable expertise to contribute to assessments'>® As carers, family members
and friends, they are affected by the impact of technologies on the patient’s ability to participate in family and
community life. As members of the community and tax payers, more broadly, they want to be confident that
funds are spent appropriately and that technologies do not pose other environmental or health risks. The WHO
states that '... patients/consumers have both a moral and ethical right to participate in health care decisions,
particularly within the context of a publicly funded health system.’
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Minister Roxon has recently identified a commitment to ‘build a health system with the patient at the centre,
where patients benefit from seamless care tailored to their needs'.*' The Minister hosted a consumer-specific
consultation in partnership with the CHF on 23 October 2009 to road test the proposed reforms of the NHHRC
and highlight the central role of consumers in Australia’s health care system and in the government’s health
reform agenda.

A major mechanism for consumer input into Commonwealth HTA processes is via the CHF. There are CHF
representatives on the MSAC, PBAC, PDC and MDEC. However, there is minimal consumer input into other
aspects of HTA such as reimbursement setting, review mechanisms or priority setting; or in the horizon scanning,
market entry, post-implementation management or system performance and accountability phases.

The recent report by the NHHRC noted the importance of consumer input, including the need to strengthen
consumer engagement and voice.52

In order to achieve effective consumer input, it will be necessary to improve health literacy and put mechanisms
in place to support consumers to provide informed input. The resources required to improve health literacy and
enable consumer representatives to participate appropriately in HTA are likely to be high.®3

Initiatives that might be undertaken to implement this strategic issue include:

e development of a consumer engagement policy for HTA to provide a consistent framework for when and how
consumers will participate in the various HTA processes. This might include a commitment to establish a specific
mechanism for consumer input to HTA, similar to that used by the NICE in the UK;

* investigating the use of social value judgement principles % similar to those used in the UK system. These are
the principles that NICE and its advisory bodies should follow when making decisions about the effectiveness
and cost effectiveness of interventions, especially where such decisions affect the allocation of National Health
Service (NHS) resources. Such principles could provide clear guidance around societal values, such as consumer
choice, to be applied in HTA in Australia;

e better communication of HTA and appraisals to consumers to support more informed decision-making.
One way to do this would be through the use of specific ‘consumer friendly’ summaries of assessment or
appraisal reports;

e consumer education and health literacy programs on how to assess and understand the risks and benefits of
particular technologies or procedures; and

e seeking out and publicly reporting on consumer experiences with health technologies through the use of
case studies, bulletins and similar to improve consumer and provider understanding of the full impacts of
technologies.
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Increased investment in HTA-related research

Australia is a relatively small consumer and an even smaller producer of health technology, accounting for two per
cent of the global market.5

Nevertheless, Australia does have a highly skilled and well-regarded medical and health services research
capacity. In an increasingly globalised industry, Australian health research can help ensure that medical
technologies are appropriately applied in the local context. Exclusive reliance on overseas studies creates risks
around the transferability of studies to, or consideration of, Australian factors such as geographic spread and
health system structure. Participating in such research can also facilitate the early identification and response to
changes in the evidence base for a particular technology.

During the consultations for the HTA Review it emerged that many stakeholders considered that Australia had
missed a number of opportunities to engage with and influence research relevant to major technologies currently
in use, but possibly being used sub-optimally. A number of barriers to participation were suggested with the
most frequently mentioned being the difficulty in accessing funding from the NHMRC, and the prohibition on
using MBS or PBS funding for research-related services. In addition some examples were also given where HTA
decisions conflicted with, and in some cases severely disrupted established clinical trials where a decision was
made by the Australian Government to make a treatment widely available that had previously only be accessible
via a clinical trial.

The recent announcement to boost Australia’s profile as a preferred destination for clinical trials, by the Minister
for Innovation, Senator Kim Carr, and Minister Roxon, will have a significant impact on Australia’s research

and development effort through flow-on investment from clinical trials, and will lead to health benefits for
patients receiving early access to new technologies.®® This work recognises the importance of clinical trials being
conducted in Australia, and the ability to provide patients early access to health technologies.

Initiatives that might be undertaken to implement this strategic issue include:
e the TGA to provide MDEC minutes to HealthPACT;

e explore options to enable the devices industry to formally contribute to horizon scanning through reporting of
upcoming clinical trials, similar to the reporting which is currently undertaken by the medicines industry;

e the NHMRC be engaged further in pursuing collaborative arrangements in identifying research funding
opportunities in relation to post-market and comparative effectiveness studies and in identifying opportunities
for better implementation of agreed evidence in clinical practice; and

* investigating the possibility of changes to the MBS to facilitate clinician and patient involvement in the conduct
of post-implementation studies.

Increased capacity of the HTA workforce

The HTA workforce is made up of various occupations and roles across private and public sectors such as data
collection, HTA assessors, economic evaluators and health economists. In Australia this workforce is scattered
across a number of sectors and jurisdictions such as Australian and state and territory government agencies,
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consultants, private health insurers, industry and the public hospital system. There is a general stakeholder view
that the existing workforce is not sufficient to comfortably meet the current workload of HTA and is not growing
sufficiently to manage the likely, continuing increase in the use of HTA. However, there is little reliable information
on current capacity. Given the increasing demand for skills in health economics and health policy research
flowing from the increased sophistication and volume of HTA, workforce capacity could be a major constraint on
improving the HTA system into the future.

Initiatives that might be undertaken to address this strategic issue include:

e conducting a workforce planning study for HTA practitioners. Such a plan might cover issues such as the current
sufficiency of the workforce, how to better utilise current expertise, improved academic recognition and formal
training options for evaluators as well as measures to increase workforce numbers; and

e fostering links with international universities and HTA processes to promote information sharing and planning.

Recommendation 16:

That AHMC be asked to consider the need for a national approach to HTA processes, including processes
required to evaluate blood and blood products.
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1swabeuew uoneuawa|du
-150d 1o} sabeyul| eiep ysi|qeis3

buiniodal pue saibojopoyiaw
uowwod Jo juswdoeasq

swnloj Japjoyayels Jejnbay

wa3sAs |euoneu
e apInb pue a1eulpiood 0}
$9559201d 10} padU B} JBPISUO)

Sluauissasse

pue elep yoJ jo
Aupigissade anoldwy

UoI1eUIpJ00d
10} sai3junyoddo
Buipnpui
Abajens wiay
-13buo| e dojansp
pue SallAIe
bunsixa dejy

fo110d

S9DIASP [BUOIIRU

e 01 pes| ybiw

1eyy Ansnpur pue
SuepIul ‘SIBWNSUOD
RUEIEN)
Buipnpui
‘slap|oyayels
U93MID] UOIBWIOMU]
abueydxs 0}

swnlioj Jeinbay

siapjoyaes £y
13410 pue $311031113}
pue saie1s bulAjonul
V1H 10} Jiomaue;
J1barens [euonen

fyjigeiunodoy

pue asuew.iojiad Ew”—m>m

judwabeuepy
uonejudawa|dwi-}sod

spaau
M3IA31 o eale £oljod
113|e 0} WsjueyI3||

salbojopoysw
pue sapjjod jo
M3IAS J1BWRISAS

uonejnbay
3 19)1e N

Bujuueds uoziioH

uonelbaqul
wa1shs pue
bujuued panoidwy

sanss| dJ1bajells

eljessny ul y1H Bupueyua Joj saydeoidde jeuonjeu wial-1abuot ;L9 3jqel




Review of Health Technology Assessment in Australia 114

S3UI| [euoneINpa
[eUOIIRUIBIUI 133504

siauonoeld y1H 104 Apnis
Buluueld ad10p310m B 1ONPUOD

92]0,10M

V1H 9y 4o
fapeded pasealoy

salpn1s
uoneluswsa|dwi-isod ul syuaned
pue SUBIDIUI JO JUSWISA|OAU|

YdJeasal SSouaAIld9} o m>_wm\_mq wod
U0 JYNHN 3Y} YIIM UoieIoge|j0d

s|eldy uo bunJodau
BIA UOIINQLIIUOD
Ansnpur 31A9Q

1ovdylesH
03 suonedljgnd pue

UOReWIoul Yo 4O
uoisinold pasealnu

UdJeasal pajejal
-Y1H Ul JUBWisanul
paseandu|

fyjiqejunony

pue asuew.0jiad WaISAS

$9DUBLIAAXD JWNSUOD
Jo Buriodal d1jgng

juawabeuepy
uonejuswsa|dwi-}sod

swelboid £oessy|
4}/B3Y pUE UOI1BINPS JAWNSUOD)

$1WNSUOD 0] S3WI0JIN0
V1H JO UOIeIIUNWWO) 19119

sa|dipuid uswabpnl
anjeA [e120s a1ebisanuj

fo110d 1uswabebus
Jawnsuod e dojansq

JUBISSASSY
Kbojouyda] yijeaH

uonejnbay
Anu3 1dpepn

buluueds uozioH

SN0}
(awnsuod yyeay)
1aned Jabuons

sanss| J1bajens




115

CHAPTER 6: LONGER-TERM DIRECTIONS




Review of Health Technology Assessment in Australia 116

References

1

o0 ~N o Ul

10
"
12
13
14
15

16
17

18

19

20

21

22
23

24
25
26
27
28

29
30

31
32

National Coalition of Public Pathology, ‘Review of Health Technology Assessment in Australia: submission of the National Coalition of
Public Pathology’, Submission to the HTA Review, May 2009, p. 7

Prof PA Scuffham and Dr JA Whitty — School of Medicine, Griffith University, ‘Review of Health Technology Assessment in Australia:
Submission of the National Coalition of Public Pathology’, Submission to the HTA Review, May 2009, p. 2

The NHMRC Centre of Research Excellence in Patient Safety, ‘Guidelines for the establishment and management of clinical registries —
Draft Guidelines Version 2', A Report prepared for the Australian Commission on Safety and Quality in HealthCare, May 2008, p. 5
Regulation Taskforce, ‘Rethinking Regulation — Report of the Taskforce on Reducing Regulatory Burdens on Small Business', Report to
the Prime Minister and Treasurer, Canberra, January 2006

Regulation Taskforce, January 2006

Productivity Commission, 'Impacts of Advances in Medical Technology in Australia’, Research Report, Melbourne, 2005

R Doyle, ‘Report of the Review of the Prostheses Listing Arrangements’, October 2007

Productivity Commission, ‘Annual Review of Regulatory Burdens on Business: Manufacturing and Distributing Trades’, Research
Report, Canberra, 2008

World Health Organization, ‘Essential Health Technologies', <http://www.who.int/eht/en/>, accessed 9 April 2009

Productivity Commission, 2005

Productivity Commission, op cit, p. XLI

Productivity Commission, op cit, p. XXXVIII

Medical Technology Association of Australia, ‘Review of Health Technology Assessment in Australia — Submission by Medical
Technology Association of Australia’, Submission to the HTA Review, May 2009

Medical Technology Association of Australia, ‘About the Industry’, <http://www/mtaa.org.au/pages/page3.asp>, accessed 1 December
2009

Department of Industry, Tourism and Resources, "Medical Devices for a Healthy Life’, The report of the Medical Devices Industry Action
Agenda, Canberra, 2006

Department of Industry, Tourism and Resources, op cit, p. 8

Department of Innovation, Industry, Science and Research, ‘Submission from the Department of Innovation, Industry, Science and
Research to the Health Technology Assessment (HTA) Review' Submission to the HTA Review, May 2009

C Sorenson, P Kanavos and M Drummond ‘Ensuring Value for Money in Healthcare: The Role of HTA in the European Union’, January
2007

Department of Health and Ageing, ‘Budget Portfolio Budget Statements 2009-10 — Budget Related Paper no. 1.10 — Health and
Ageing Portfolio’, Canprint Communications Pty Ltd, 2009, pp. 103, 124, 250

Medicines Australia, ‘Submission to the Australian Government Review of Health Technology Assessment (HTA) in Australia’,
Submission to the HTA Review, June 2009

Therapeutic Goods Administration, ‘"Health Technology Assessment Review — A Submission from the Therapeutic Goods
Administration’, Submission to the HTA Review, June 2009

Royal College of Pathologists Australia, ‘No Title', Submission to the HTA Review, May 2009

The Allen Consulting Group Pty Ltd., ‘Analysis of Health Technology Assessment Processes’, Report to the Department of Health and
Ageing, June 2008

The Allen Consulting Group Pty Ltd., op cit

NSW Health, ‘Health technology assessment in Australia — a Discussion paper’, Submission to the HTA Review, May 2009, p. 5.

The Allen Consulting Group Pty Ltd., June 2008

The Allen Consulting Group Pty Ltd., op cit

Australia and New Zealand Horizon Scanning Network, ‘The Horizon Scanning Process’, <http://www.health.gov.au/internet/horizon/
publishing.nsf/Content/process-2#top>ofpage>, accessed 26 November 2009

The Allen Consulting Group Pty Ltd., June 2008

The Allen Consulting Group Pty Ltd., June 2008; P Healy & Dr M Pugatch, ‘Theory versus Practice — Discussing the Governance of
Health Technology Assessment Systems’, Stockholm Network, 2009

Productivity Commission, 2005, pp. 177-178

The Allen Consulting Group Pty Ltd., June 2008




33
34
35
36
37
38
39

40
41
42
43

44

45
46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61
62

117

Canadian Agency for Drugs and Technologies in Health, ‘CDR Qverview', <http://www.cadth.ca/index.php/en/cdr/cdr-overviews,
accessed 9 December 2009

Health Technology Assessment Task Group, ‘'Health Technology Strategy 1.0 — Final Report’, June 2004, p. 2

National Coalition of Public Pathology, May 2009, p. 7

Consumers Health Forum of Australia, ' Submission to the Review of Health Technology Assessment in Australia’, Submission to the
HTA Review, May 2009

Prostheses and Devices Committee, ‘'Health Technology Assessment (HTA) Review Prostheses and Devices Committee (PDC)
Submission’, Submission to the HTA Review, 2009

Prof PA Scuffham and Dr JA Whitty — School of Medicine, Griffith University, May 2009, p. 2

Origin Consulting, ‘Review of Health Technology Assessment in Australia — Final Report — Stakeholder Options Development Groups —
29 September—9 October 2009 — Options Development and Reality Testing Phases’, Report to the Department of Health and Ageing,
November 2009, p. 34

Origin Consulting, op cit, p. 28

Medical Technology Association of Australia, May 2009, p. 10

Origin Consulting, ‘Review of Health Technology Assessment in Australia — Report of Stakeholder Reference Groups — 18 June—24 July
2009 — Issues Identification Phase’, Report to the Department of Health and Ageing, 2009, p. 9

Origin Consulting, ‘Review of Health Technology Assessment in Australia — Report of Stakeholder Reference Groups — 18 June—24 July
2009 - Issues Identification Phase’, p. 10

National Health and Hospitals Reform Commission, ‘A Healthier Future for All Australians — Final Report of the National Health and
Hospitals Reform Commission’, June 2009, p. 117

Medibank Private, ‘No Title’, Submission to the HTA Review, May 2009, p. 2

S 0'Malley, ‘Review of Health Technology Assessment (HTA) in Australia Review — Submission” Submission to the HTA Review, 22 May
2009

Origin Consulting, ‘Review of Health Technology Assessment in Australia — Report of Stakeholder Reference Groups — 18 June—24 July
2009 — Issues Identification Phase’, p. 10

Prostheses and Devices Committee, 2009, p. 2

R Doyle, October 2007

R Doyle, October 2007, p. 5

Canadian Ministry for Health, "Planning for Our Future: Federal Regulatory Post-market Surveillance Strategy 2007-2012’, 2006

The NHMRC Centre of Research Excellence in Patient Safety, ‘Guidelines for the establishment and management of clinical registries —
Draft Guidelines Version 2', A Report prepared for the Australian Commission on Safety and Quality in HealthCare, p. 5

NA Dreyer, S Garner, ‘Registries for Robust Evidence’, The Journal of the American Medical Association, vol. 302, no. 7, 2009, pp. 790-
791

Parliament of Australia, ‘Health Insurance (National Joint Replacement Register Levy) Bill 2009’,
<http://www.aph.gov.au/senate/Committee/clac_ctte/private_hth_nat_joint_replace_reg_09/report/c01.htm>, accessed 3 December
2009

Department of Health Western Australia, ‘Practice Code for the use of Personal Health Information’, 23 April 2009

Elshaug AG, Moss JR, Littlejohns P, Karnon J, Merlin TL, Hiller JE. Identifying existing health care services that do not provide value for
money. Medical Journal of Australia; 190: 269-273. 2009

National Blood Authority Australia, ‘National Blood Agreement and National Blood Authority Act 2003", <http://www.nba.gov.au/
policy/agreement.html>, accessed 3 December 2009

Australian Law Reform Commission, ‘Genes and ingenuity: gene patenting and human health report’, Report, Canberra, June 2004;
National Health and Medical Research Council, "Human Genetics Advisory Committee’, <http://www.nhmrc.gov.au/about/committees/
hgac/index.htm>, accessed 3 December 2009; Productivity Commission, 2005; Senate Community Affairs Reference Committee, ‘Gene
Patents’, Official Committee Hansard, Canberra, 20 August 2009

J Pivik, E Rode, C Ward, ‘A consumer involvement model for health technology assessment in Canada’, Health Policy, vol. 69, 2004, p.
254

World Health Organization, <http://www.participateinhealth.org.au/why/policy_exmaples.htm>, 1978, accessed February 2002 in J
Pivik, E Rode, C Ward, 2004, p. 254

Hon N Roxon (Minister for Health and Ageing), Consumers key to Health Reform, Media Release, 23 October 2009
National Health and Hospitals Reform Commission, June 2009, p. 8




Review of Health Technology Assessment in Australia 118

63 J Pivik, E Rode, C Ward, 2004; M Drummond et al., 2008

64 National Institute for health and Clinical Excellence, 2008, ‘Social Value Judgements: principles for the development of NICE guidance
— Second Edition’, 2008

65 Medical Technology Association of Australia, May 2009

66 Hon N Roxon (Minister for Health and Ageing) & Senator the Hon K Carr (Minister for Innovation, Industry, Science and Research),
Boost for Clinical Trials in Australia, Media Release, 27 October 2009




119

APPENDICES

A Media Release Announcing the Review of Health Technology Assessment in Australia

B Key Findings and Recommendations of Recent Reviews into Health Technology Assessment
C Terms of Reference and Scope of the HTA Review

D HTA Review Governance

E Review of Health Technology Assessment in Australia — Discussion Paper

F Submissions to the HTA Review

G Analysis of Current Commonwealth HTA Processes

H Report of Stakeholder Focus Groups — Issues Identification Phase

I Stakeholder Consultations — Focus Groups and Bilaterals

J Discussion Papers Presented to ‘Options’ Focus Groups 14—28 October 2009

K Report of Stakeholder Focus Groups — Options Development Phase

L Consumer Participation in the Review of Health Technology Assessment — Progress Report No. 2
M Acronyms

N Glossary of Terms




Review of Health Technology Assessment in Australia 120

Appendix A: Media release announcing the
Review of Health Technology
Assessment in Australia

THE HON NICOLA ROXON MP
Minister for Health and Ageing

THE HON LINDSAY TANNER MP

Minister for Finance and Deregulation

MEDIA RELEASE

18 December 2008

Health technology assessment processes

Procedures for approving the use of new health technology in Australia will be
examined to make it easier for new devices and services to be adopted, while
maintaining patient safety.

The Minister for Health and Ageing, Nicola Roxon, and the Minister for Finance and
Deregulation, Lindsay Tanner, announced today that a Health Technology
Assessment (HTA) Review would be undertaken as a joint exercise between their
portfolios.

Minister Tanner and Minister Roxon announced that “The HTA Review will be one of
the first Better Regulation Ministerial Partnerships to be undertaken by the Australian
Government, as part of its commitment to deregulation, to reduce costs to business
and consumers, and contributes to the Government’s productivity agenda.”

The HTA Review will consider ways of streamlining, increasing timeliness and better

co-ordinating arrangements for approving new health technology, to support
innovation without compromising consumer safety. It will also assess ways to ensure
that only medical services and devices which are clinically proven and provide value
for money attract government funding.

It will also incorporate the Government's response to the 2006 Banks Review
“Rethinking Regulation” and to recent Productivity Commission Regulatory Burden
reports which recommended action to reduce fragmentation, duplication and
unnecessary complexity in the regulation of medical devices and technologies.

The Department of Health and Ageing will conduct the review, in close consultation
with the Department of Finance and Deregulation. The review will consider
processes for:

1. regulation of therapeutic goods before they are released for sale, currently
undertaken by the Therapeutic Goods Administration (TGA);
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2.  approval of Medical Benefits Schedule funding, currently advised by the
Medical Services Advisory Committee (MSAC); and

3.  listing of prostheses and devices for private health insurance coverage,
currently advised by the Prostheses and Devices Committee (PDC).

The HTA Review will take public submissions and will also consult stakeholders
through an independent Stakeholder Reference Group.

“The HTA Review is an important step towards an integrated model for evidence
based assessment of health interventions. It will identify both short term
improvements in assessment processes and possible longer term options for
strategic reform,” Ms Roxon said.

The HTA Review is expected to report in late 2009. Further information about the
HTA Review and the public submissions process will be available in mid January
2009.

For media enquiries to Ms Roxon please contact the Minister's Office on 02 6277 7220

For media enquiries to Mr Tanner please contact the Minister's Office on 02 6277 7400
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Appendix B: Key Findings and
Recommendations of Recent
Reviews into Health Technology
Assessment
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Appendix C: Terms of Reference and Scope
for the HTA Review
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Terms of Reference

The terms of reference of the HTA Review are as follows:

1. simplification and better coordination between the Commonwealth HTA processes (as identified in the Review
scope), which includes:

1.1. consideration of a single entry point and tracking system for applications for market registration
and funding;

1.2. making time to affordable access as short as possible for new technologies while maintaining or
improving the rigour of evaluation processes; and

1.3. examination of the feasibility of conducting concurrent assessments for market registration and funding
and coverage purposes, noting current work in this area;

2. improving role clarity and addressing duplication between processes, where it exists, including consideration of
consolidating functions with the Australian HTA system;

3. reviewing post-marketing surveillance mechanisms to ensure the ongoing safety and efficacy of medical
devices;

4. strengthening transparency and procedural fairness in the assessment, decision making and fee negotiation
arrangements for processes (as outlined in the Review scope) through improved communication with
stakeholders about process, methodologies, outcomes and performance against key indicators;

5. enhanced arrangements for assessment of co-dependent’ and hybrid? technologies.
HTA Review Scope

The Commonwealth HTA processes in-scope for the HTA Review are:

e regulation of therapeutic goods for market entry, currently undertaken by the Therapeutic Goods
Administration (TGA);

e approval of funding under the Medicare Benefits Scheme (MBS), currently informed by the Medical
Services Advisory Committee (MSAC) and relevant implementation consultative committees;

e listing of prostheses for private health insurance coverage, as currently informed by the Prostheses
and Devices Committee (PDC); and

e listing of hybrid and co-dependent technologies, as currently informed by the MSAC, Pharmaceutical
Benefits Advisory Committee (PBAC) and PDC.

1 Where therapy involving the use of one health technology to directly improve health (e.g. a medicine or a medical device or a procedure) is improved
by the use of another health technology (e.g. a pathology or imaging diagnostic technology) which might more accurately identify patient subsets
most likely to gain from the therapy or monitor therapy response.

2 Where the characteristics of different health technologies (e.g. a medicine or a medical device or a biologic) are combined in one intervention (e.g.
laser activated medicines such as photodynamic therapy, or drug eluting stents).
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Appendix D: HTA Review Governance

Inter Departmental Committee
Key responsibilities:

a) provide whole-of-government input to inform the development of proposed options and outcomes to address
each of the terms of reference; and

b) provide strategic guidance on the development of policy and options papers for each of the terms of reference.
Chair: Mr David Learmonth, Deputy Secretary, Department of Health and Ageing

Representatives from:

Department of Finance and Deregulation

Department of Health and Ageing

Department of Innovation, Industry, Science and Research

Department of Prime Minister and Cabinet

Department of Veterans' Affairs

National Health and Medical Research Council

The Treasury

Medical Technology Stakeholder Reference Group
Key responsibilities:

a. discuss issues and concerns with the existing processes for health technology assessment with the Department
of Health and Ageing; and

b. provide comment on the draft Review report for the Department'’s consideration in finalising a report to the
Minister.

Chair: Mr David Learmonth, Deputy Secretary, Department of Health and Ageing
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Representatives from:

Ausbiotech

Australian Health Insurance Association

Australian Medical Association

Australian Orthopaedic Association

Australian Private Hospitals Association

Consumers Health Forum of Australia

Department of Finance and Deregulation

Department of Innovation, Industry, Science and Research
Department of Health and Ageing

Department of Prime Minister and Cabinet

Department of Veterans' Affairs

Medical Technology Association of Australia

Medicines Australia

National Health and Medical Research Council

Royal Australasian College of Surgeons

Royal College of Pathologists of Australasia

The Royal Australasian College of Physicians

The Royal Australian and New Zealand College of Radiologists

The Treasury
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1. Introduction
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The Commonwealth Department of Health and Ageing (the Department) is inviting submissions from interested
parties to the Review of Health Technology Assessment in Australia (HTA Review). This paper provides information
on the scope and context of the HTA Review to assist in informing submissions, and provides a brief overview of
Australian health technology assessment (HTA) processes to identify issues on which the Department is seeking
comment. However, submissions may comment on any matters relevant to the HTA Review terms of reference,
and are not limited to issues canvassed in this paper.

2. HTA Review in Context

In recent years, a number of reviews (which are listed in Appendix A) have highlighted the need for systemic
review of current HTA processes in Australia. Specifically, the “Rethinking Regulation — Report of the Taskforce on
Reducing Regulatory Burdens on Business, January 2006" (the Banks Review) recommended that:

“The Australian Government should undertake a system-wide, independent and public review of health
technology assessment, with the objective of reducing fragmentation, duplication and unnecessary
complexity, which can delay the introduction of beneficial new medical technologies. Health technology
assessment processes and decisions should also be made more transparent, in line with good requlatory
practice.”

As well, the Australian Government is committed to reducing the level of unnecessary or poorly designed
regulation and contributing to improved productivity and future living standards.

On 18 December 2008, the Minister for Health and Ageing, the Hon Nicola Roxon MP, and the Minister for
Finance and Deregulation, the Hon Lindsay Tanner MP, jointly announced the Review of Health Technology
Assessment in Australia’. The HTA Review will be one of the first Better Regulation Ministerial Partnerships to be
undertaken by the Australian Government. It is due to report in late 2009. The approved HTA Review terms of
reference are at Appendix B.

The HTA Review will make recommendations about options for improving process efficiency and reducing
regulatory costs that can act as impediments to medical innovation, without compromising timely and affordable
patient access to medical services and devices that:

a. are demonstrated to be safe, effective and cost effective: and

b. deliver improved outcomes and value for money.

The HTA Review will canvass opportunities for deregulation reform that are consistent with the Government’s
policy objectives.

The Minister for Health and Ageing has asked the Commonwealth Department of Health and Ageing (the
Department) to coordinate the conduct of the HTA Review.

1 Ministerial press releases can be found at: http://www.health.gov.au/internet/ministers/publishing.nsf/Content/mr-yr08-nr-nr187.htm and
http://www.financeminister.gov.au/media/2008/mr_462008_joint.html
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Abridged HTA Review Terms of Reference

The Department is seeking submissions from interested parties against the HTA Review terms of reference (which
are detailed in full in Appendix B) as follows:

1. Simplification and better co-ordination between the Commonwealth HTA processes (as identified in the Review
scope), which includes:

a. consideration of a single entry point and tracking system for applications for market registration
and funding;

b. making time to affordable access as short as possible for new technologies while maintaining or improving
the rigour of evaluation processes; and

. examination of the feasibility of conducting concurrent assessments for market registration and funding and
coverage purposes, noting current work in this area.

2. Improving role clarity and addressing duplication between processes, where it exists, including consideration of
consolidating functions with the Australian HTA system.

3. Reviewing post marketing surveillance mechanisms to ensure the ongoing safety, and efficacy of
medical devices.

4. Strengthening transparency and procedural fairness in the assessment, decision making and fee negotiation
arrangements for processes (as outlined in the Review scope) through improved communication with
stakeholders about process, methodologies, outcomes and performance against key indicators.

5. Enhanced arrangements for assessment of co-dependent? and hybrid® technologies.

The scope of the HTA Review will include the processes of the Medical Services Advisory Committee (MSAC)

and the Prostheses and Devices Committee (PDC), and the Therapeutic Goods Administration’s (TGA) regulation
of therapeutic goods for market entry in Australia where there is duplication of MSAC and PDC processes. The
Pharmaceutical Benefits Advisory Committee (PBAC) processes will also be considered where there is an interface
between medical services and devices and pharmaceuticals.

The HTA Review will have regard to the outcomes of earlier reviews at Appendix A.

2 Where therapy involving the use of one health technology to directly improve health (eg a medicine or a medical device or a procedure) is improved
by the use of another health technology which might more accurately identify patient subsets most likely to gain from the therapy or monitors
therapy response.

3 Where the characteristics of different health technologies (eg a medicine or a medical device or a biologic) are combined in one intervention (eg laser
activated medicines such as photodynamic therapy, or drug eluting stents)




139

3. Importance of Health Technology Assessment

HTA is a multidisciplinary field of policy analysis studying the medical, economic, social and ethical implications of
development, diffusion and use of health technology*. HTA encapsulates a range of processes and mechanisms
that use scientific evidence to assess the quality, safety, efficacy/performance, effectiveness and cost effectiveness
of health interventions. HTA processes are commonly applied to medical devices and medical procedures,
pharmaceuticals (including vaccines) and to public health interventions, in order to inform both regulatory and
public funding decisions.

The purpose of HTA is to provide policy makers and funders, health professionals and health consumers with the
necessary information to understand the benefits and relative value of health technologies and interventions to
inform either policy, funding or clinical decisions. The key questions that HTA typically aims to answer are:

e s the new health technology safe?
® does it improve health outcomes?

e s it cost effective?

Effective assessment of health technologies includes:

e evaluating their risks and benefits, using clinical evidence of patient safety, efficacy and clinical
effectiveness®; and

e understanding the aetiology and prevalence of disease and knowledge of best practice treatment pathways.

Important features of effective HTA systems are:

e promoting patient access to cost effective health technologies that positively impact on health outcomes;

e minimising widespread diffusion of technologies that are ineffective or harmful;

e achieving value for money from investment in health technology in the context of limited health care resources;
* keeping pace with international best practice;

e provision of clear information on processes, rules and outcomes to businesses seeking approvals; and

 ensuring the system itself is designed to achieve these outcomes in the most timely, effective, efficient and
targeted way.

Health technology is a key driver of both public and private health expenditure as new medicines, devices, procedures
and tests continue to be developed. HTA processes use evidence to ensure patient safety, to inform decisions on the
value of health expenditure, and to deliver better health outcomes for individuals and the whole community.

Key stakeholders interested in HTA include government decision-makers, regulators, medical and health
professionals, industry and consumers.

4 International Network of Agencies for Health Technology Assessment (HTAI). www.HTAi.org

5  ‘Efficacy’ measures how well a technology works in clinical trials or the laboratory whereas ‘effectiveness’ relates to how well a health intervention
works in practice.
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4. Health Technology Assessment in Australia

HTA is a key tool for the Australian Government to achieve its overall objective of delivering a safe, effective and
efficient health care system that includes sustainable future health expenditure. Australian Government policy
regarding access to, and financing of, medical procedures and devices requires demonstrated safety, effectiveness
and cost effectiveness to support health funding.

The scope of the HTA Review will focus on those Commonwealth HTA processes that relate to medical services
and devices. These processes are managed by a number of agencies and committees within the Commonwealth
Health and Ageing portfolio. Each agency or committee has discrete functions and has evolved to respond to
different needs. The HTA Review will consider the following:

e the role of the TGA — which is responsible for regulation of therapeutic goods for market entry and for post-
market surveillance of therapeutic goods;

e processes leading to Government consideration of funding medical services under the MBS, currently informed
by advice from MSAC and relevant implementation consultative committees;

e processes leading to Government consideration of listing of prostheses for private health insurance coverage,
as currently informed by advice from the PDC and its expert groups; and

e assessment processes for hybrid and co-dependent technologies as currently informed by the PBAC, MSAC
and PDC.

The HTA Review will not examine PBAC processes except where there is an interface between MSAC and PBAC.
The HTA Review will not specifically examine processes for regulation or subsidy of blood or blood products or
state and territory government HTA processes. A brief outline of the in-scope agencies and committees follows.

Therapeutic Goods Administration (TGA)

Under the Therapeutic Goods Act 1989, TGA is responsible for assessing the quality, safety, and efficacy of new
therapeutic goods, including medicines and medical devices, before they are entered on the Australian Register of
Therapeutic Goods (ARTG) and can be released to the Australian market. A key consideration is timely availability
to the Australian community. The medical devices regulations are closely aligned with the internationally
harmonised principles established by the Global Harmonisation Task Force.

The TGA regulates the overall supply of therapeutic goods through three main processes:
e pre-market review of therapeutic products at a level commensurate with risk;

e licensing or certification of pharmaceutical manufacturers and certification of medical device manufacturer
quality systems; and

e post-market surveillance.

The TGA reviews scientific (including clinical) data provided by product sponsors in making its assessment.
Independent statutory committees provide expert advice to TGA to assist with decision making. It has legislated
processing timeframes for conformity assessment certification and agreed ‘target timeframes’ with industry for
other processing functions to ensure timely availability of new products on the Australian market. TGA can recall
products from the market where there are safety or quality issues associated with the product.
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Medical Services Advisory Committee (MSAC)

MSAC advises the Minister for Health and Ageing on evidence relating to the safety, effectiveness and cost-
effectiveness of new medical technologies® and procedures. MSAC uses a comparative assessment approach
where the safety, effectiveness and cost effectiveness of the new technology is compared against the most
commonly used currently funded treatment option/s. This advice informs Australian Government decisions about
public funding, most commonly via the MBS.

MSAC conducts an evidence-based assessment from the ground up. This involves commissioning a full HTA
including a systematic literature review and modelled economic evaluation conducted by an external evaluator.
This is in contrast to the TGA, PDC or PBAC, which all predominantly review evidence provided by the
applicant. As well, there are no fees associated with an MSAC application. However, the cost (to the Australian
Government) of performing an MSAC assessment is approximately $250,000.

Prostheses and Devices Committee (PDC)

Under the Private Health Insurance Act 2007, private health insurers are required to pay benefits for a range of
prostheses that are provided as part of an episode of hospital or hospital substitute treatment for which a patient
has cover and for which a Medicare benefit is payable for the associated professional service. Prostheses include
cardiac pacemakers and defibrillators, cardiac stents, hip and knee replacements and intraocular lenses, as well as
human tissues such as human heart valves, corneas, bones (part and whole) and muscle tissue.

PDC provides advice to the Minister for Health and Ageing about the prostheses that should be included on the
Prostheses List and the appropriate benefits. PDC commissions its own HTA process — via its standing Clinical
Advisory Groups — to assess the comparative safety, clinical effectiveness and relative clinical effectiveness of
prostheses. It also conducts benefit negotiations through the Prostheses and Devices Negotiating Group (PDNG).

Pharmaceutical Benefits Advisory Committee (PBAC)

PBAC is an independent statutory body established in 1954 under section 101 of the National Health Act 1953.
PBAC assesses the comparative clinical effectiveness and cost effectiveness of all new medicines as part of

the basis for whether to recommend that they be listed on the Pharmaceutical Benefits Scheme (PBS) and thus
subsidised by the Australian Government.

In the PBAC assessment model the burden of proof lies with the applicant with the Committee making
recommendations based on a critique of the evidence that the applicant has provided.

6  Whereas TGA assesses a medical device to determine safety and performance (does it do what is supposed to do), MSAC assess the safety,
effectiveness and cost effectiveness of the medical service when using the device.
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5. HTA Challenges — Exploring the HTA Review Terms of Reference

The current HTA framework and the individual processes and interactions between the agencies and committees
involved are complex as shown in Appendix C. Reviews commenting on HTA in Australia in recent years have
identified a range of issues and challenges arising from this framework.

This section provides an overview of current issues in HTA in Australia as they relate to each term of reference
including questions to be explored as part of the HTA Review. It is provided to assist those seeking to make a
submission to the HTA Review. This paper is intended as a guide only to stimulate discussion and does not seek
to give a detailed analysis of current HTA processes or to limit or be prescriptive about possible solutions to
identified issues.

The HTA Review is required to make recommendations about options for improving process efficiency and
reducing regulatory burden that can act as impediments to medical innovation, without compromising timely and
affordable patient access to safe, effective and cost effective medical services and devices, and the delivery of
improved health outcomes and value for money.

In making its recommendations, the HTA Review will need to put forward options that can be sustained within
existing funding levels and that are consistent with Government policy objectives, including:

a. be consistent with the Australian Government policy of regulating the safety, quality and efficacy of therapeutic
products;

b. be consistent with Australian Government policy regarding access to, and financing of, medical procedures and
therapeutic products, in particular the requirement for demonstrated safety, effectiveness and cost effectiveness
to support public and private funding;

c. interpret the term ‘public funding’ to mean direct and indirect funding of health technologies by the Australian
Government whether that funding fully or partially covers the cost of the health technology; and

d. ensure that regulatory processes are effective and efficient by minimising the costs of achieving the desired
outcomes, but are also proportionate and targeted — using appropriate risk management frameworks to align
the regulatory process with the scale of the regulatory problem and ensuring that regulations impact only on
those intended.

The HTA Review will need to balance the competing demands of the different stakeholders (government, industry,
health professionals and consumers) who have a vested interest in HTA in Australia and the policy drivers that
push for a robust HTA system to inform health financing decisions. This challenge is not unique to Australia, as
the international HTA community is also striving to grapple with many of these issues. International activities and
initiatives may provide useful insight.
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Term of Reference No 1
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Simplification and better co-ordination between all Commonwealth health technology assessments,
including:

a. consideration of a single entry point and tracking system for applications for market registration and
funding and coverage purposes;

b. making time to affordable access as short as possible for new technologies while maintaining rigour of
evaluation process; and

¢. examination of the feasibility of conducting concurrent assessments for market registration and funding
and coverage purposes, noting current work in this area.

There are a number of agencies involved in HTA in Australia. Most sponsors of new medical procedures or devices
need to navigate two (TGA and MSAC or PDC) and in a small number of cases, three separate HTA processes
(TGA, MSAC and PDC). That is:

e medical device sponsors must submit an application to the TGA for inclusion of a new device on the ARTG.
Once included on the ARTG the device can be supplied to the market. Access to devices not included on the
ARTG s available through special access provisions;

e if the device is associated with a new medical procedure for which MBS funding is sought, then an application
for assessment of a new medical service is made to MSAC;

e all new products need to be assessed by the PDC before being considered for listing on the Prostheses List and
attracting health insurer benefits.

Currently these processes are sequential as the Australian health system links product or device approval for
market use to decisions about health funding. Earlier reviews and industry have been critical of these sequential
timeframes, and in particular the impact on industry in being able to achieve a return on investment and the
potential for device obsolescence due to the speed of technological development.

Often there is tension between adequate, rigorous assessment and evaluation and the time to market for new
technologies, particularly for linked technologies (for example, medicine/device or medicine/test combinations).
An underlying issue that impacts on the evaluation processes for assessing new health technology applications
for medical procedures and devices is the evidence base available, which is often not as well developed as for

pharmaceuticals.

To address this issue, MSAC for example, may advise interim funding for applications where results are
promising but there is insufficient evidence to support ongoing MBS funding. Where interim funding is approved
by Government, applicants are generally expected to provide evidence at a later date to inform a review of the
service, but there is often difficulty in collecting the evidence necessary to ultimately enable conclusive advice
to Government.
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The lack of high quality evidence for new medical procedures and associated devices is a shared problem that
affects the medical industry, health professionals, consumers and governments. The HTA Review provides an
opportunity to address such issues, for example through links to post-market or post-implementation surveillance.

HTA is well established in the majority of developed health care systems. In a global health care market many
new technologies emerge at the same time around the world so that international HTA agencies can be assessing
the same health technology at the same time, using the same published evidence base. Generally speaking, HTA
agencies across the international community have been reluctant to rely on HTA undertaken in other countries,
and Australia is no exception. While informed by international reviews, most current Australian HTA agencies
routinely conduct their own full assessment of new technologies. In certain circumstances, the TGA may conduct
a full assessment (however, this is the exception rather than the rule).

The key issues to consider in the HTA Review in developing options for simplification and coordination of
Commonwealth HTA process include:

e the feasibility of and options for:
a. overlapping HTA processing including any likely costs and benefits;

b. single application process to cover the HTA processes undertaken by TGA, MSAC and PDC (and to the
extent of their involvement in HTA processes for medical services and devices, PBAC);

¢. most efficient mechanisms for ensuring that HTA are relevant to Australian clinical practice and informed
by expert clinicians;

e the identification of practical strategies for stakeholders to work collaboratively to enhance the evidence base
for new medical services and devices and items approved for interim funding for example, better use of existing
data sources or joint stakeholder funded data collection exercises;

e the development of mechanisms to enable monitoring of medical procedures for take-up, efficacy and
effectiveness; and

e the potential to leverage international HTA resources to inform Australian HTA practices and assessments of the
evidence based for safety, effectiveness and cost effectiveness.




Key Questions

1. How can the interaction between the different HTA agencies (ie TGA, MSAC and PDC) and their processes
for the registration and approval for market entry and public and private health funding of new medical
services and devices be improved?

. How could the administrative processes of each individual HTA agency (ie TGA, MSAC and PDC) be
simplified without compromising the scientific rigour underpinning the HTA process?

. How can HTA undertaken by other countries be used in the Australian context? What are the limitations,
risks and opportunities that would need to be considered?

. How can assessment of cost effectiveness be improved to ensure HTA can inform government decisions in
a timely manner?

. Are there regulatory impediments to enhancing the evidence base for items approved for interim funding,
either through collaboration or individually?

Term of Reference No 2

Improving role clarity and addressing duplication between processes, where it exists including consideration
of consolidating functions with the Australian HTA system.

Different reviews and the medical devices industry have raised issues about perceived duplication between
Australia’s discrete HTA processes for drugs, medical services and devices, and the need for better communication
and streamlining of these current systems. There is perceived duplication of and overlap in the assessment of
applications for market entry and reimbursement/subsidy of therapeutic goods between national HTA bodies
(including TGA, MSAC and PDC) and state and territory agencies, with specific concerns about the timeliness,
efficiency and transparency of these HTA processes.

For example, once a medical device has been included in the ARTG by TGA it must then undergo a separate
assessment to be considered for approval for funding under the MBS and in most instances, one separate
assessment to be approved for reimbursement by private health insurers. Where a device does not have an
appropriate MBS item and an application is made for the Prostheses List, a MSAC assessment will need to be
conducted before the application for the Prostheses List can proceed.

Inclusion in the ARTG is a prerequisite for assessment by PDC and MSAC where there is an associated device.

For a medical service involving the use of a new device to be funded, both need to be assessed by two expert
advisory committees, with MSAC advising Government on MBS funding for the medical service and PDC

advising on private health insurance rebates for the medical device. While each assessment considers safety and
effectiveness, their approach and focus to these considerations are different due to different roles. For example,
the TGA is concerned with ensuring only safe and effective products are supplied in Australia, MSAC is concerned
with ensuring medical services funded under the MBS are safe and effective (including where this involves a
device) and the PDC is concerned with effective medical devices being reimbursed by private health insurers (refer
to Section 4 of this paper).
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A similar situation arises where medical tests and pharmaceuticals are linked for example, the use of diagnostic
testing to refine patient selection and eligibility for high cost procedures, devices and particularly drugs, which
consequently involves the processes of PBAC. Subsidy/reimbursement processes for assessing co-dependent and
hybrid technologies, where it involves more than one HTA body can result in coordination difficulties, confusion
and delays in assessing a new technology. This is particularly the case where there is ambiguity or where there
are strong linkages between technologies.

Notwithstanding the different approaches to HTA criteria undertaken by each HTA agency or committee, a more
detailed and thorough analysis of current HTA processes would be useful to determine if there are areas of
duplication and, if so, to provide opportunities for streamlining of processes. Potential opportunities to address
duplication and enhance integration and efficiencies in HTA processes could include:

e standardisation of information requirements;
e consolidation of application information;
e alignment of assessment processes;

e alignment of appeals mechanisms across all HTA processes to provide greater consistency and clarity to
applicants (noting that MSAC does not have an appeals mechanism);

e clarification of how HTA agencies or committees can work cooperatively and collaboratively to assess combined
technologies (eg medical services/devices and drugs/medical devices); and

e the sharing of HTA expertise and experience across all aspects of the Australian HTA system.

Key Questions

1. What HTA roles and functions require clarification?

2. Does duplication and/or overlap of HTA processes occur? If so, where? How could this be resolved?

Term of Reference No 3

Enhancing post marketing surveillance mechanisms to ensure the ongoing safety and efficacy of
medical devices.

There are three main components of post-market surveillance activities of medical devices in Australia:
e the manufacturer's post-market surveillance system;

e post-market monitoring of market compliance by the TGA; and

e vigilance programs.
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Post market surveillance of medical device performance for clinical safety, efficacy and effectiveness is important
because it can provide valuable new evidence on both the risks and benefits of a device to inform policy, funding,
clinical and consumer decisions, especially where pre market evidence is limited.

While recognised as an important element of any HTA program, only the TGA has a formalised and systematic
process for monitoring and reviewing new technologies once they are introduced into the health care system.
This system predominantly relies on manufacturer obligations and sponsor requirements to report problems as
a condition of the product being included in the ARTG. However, the TGA does undertake proactive market
surveillance. While there are competing interests in managing post market surveillance, all stakeholders (for
example, the medical profession, device manufacturers, reqgulators and quality committees) could play a role.

The key issues to consider in the HTA Review in developing options for improving post market surveillance
mechanisms for medical devices include the feasibility and the options for using post market surveillance data to:

e allow monitoring of medical devices in relation to patient safety and health outcomes;

e inform future decisions to continue funding medical services (which are reliant on a medical device) where
MSAC recommended interim funding to enable data collection and further evaluation; and

e monitor and review all, or selected, new devices once they are introduced into the health care system to inform
for example, utilisation rates for medical devices or improvements in health outcomes, which in turn informs
future policy and funding decisions.

It is also important to consider who should be responsible for undertaking and managing a post market
surveillance system, who would own the data collected, the costs and benefits involved and critically, how such a
system might be funded.

Key Questions

1. What changes, if any, are needed to current HTA arrangements for post market surveillance of health
technologies?

. How could the arrangements for post market surveillance of medical devices for ongoing safety and
clinical effectiveness be improved?

. What additional arrangements for post market surveillance could be considered or implemented?

. How should post market surveillance be managed?

Term of Reference No 4

Strengthening transparency and procedural fairness in the assessment, decision making and fee negotiation
processes through improved communication with stakeholders about processes, methodologies, outcomes
and performance against key indicators.
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Each HTA body has its own processes and procedures, which may be based on legislative or other administrative
requirements, for managing its assessments, communicating with applicants, formulating advice, negotiating
fees, and managing appeals mechanisms.

The HTA Review provides an opportunity to review these processes and procedures and make recommendations
about improvements required, which may also need to take account of other recommendations within the context
of the HTA Review.

Key Questions

. What aspects of Australia’s HTA system are working well in relation to transparency and procedural
fairness? Provide specific examples.

. What could be improved to assist transparency and procedural fairness? Provide specific examples.

. What key performance indicators could be developed and reported on to improve transparency for HTA
processes?

Term of Reference No 5

Enhanced arrangements for assessment of co-dependent’ and hybrid® technologies.

As technology advances, and diagnostic and treatment complexity increases, the development of co-dependent
and hybrid technologies will present complex challenges for HTA systems in Australia, particularly MSAC and
PBAC. The use of diagnostic testing, including genetic testing, to refine patient selection and eligibility for high
cost procedures, devices and particularly drugs is likely to continue to develop rapidly in the future.

Currently, assessments of diagnostic test/pharmaceutical combinations and drug/device combinations are
undertaken separately through either MSAC or PBAC, following relevant regulatory approval by the TGA. PBAC
and MSAC both undertake assessment of the clinical effectiveness and cost-effectiveness of the particular drug or
medical technology.

A key difference between the two bodies is the process for submitting the evidence. In the PBAC assessment
model, the burden of proof lies with the applicant with PBAC making recommendations based on a critique of
the evidence that the applicant has provided. In contrast, MSAC conducts an evidence-based assessment from
the ground up which involves commissioning a full HTA, including a systematic literature review and modelled
economic evaluation conducted by an external evaluator.

7 Where therapy involving the use of one health technology to directly improve health (eg a medicine or a medical device or a procedure) is improved
by the use of another health technology (eg a pathology or imaging diagnostic technology) which might more accurately identify patient subsets

8  Where the characteristics of different health technologies (eg a medicine or a medical device or a biologic) are combined in one intervention (eg laser
activated medicines such as photodynamic therapy, or drug eluting stents.
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The key issues to consider in improving future assessments of co-dependent and hybrid technologies include:
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* appropriate methodology for assessment of effectiveness and cost-effectiveness of both components to support
Government decision-making regarding funding;

e assessment of co-dependent technologies that takes into account the evidence on accuracy of the diagnostic
and health outcomes of treatment predicted by the test;

e assessment processes that are coordinated and reduce unnecessary duplication of efforts and resource use and
allow timely decision-making;

e capacity and skill development to assess co-dependent and hybrid technologies in the face of increasing
technological developments;

e links to research to develop an adequate evidence base for both technologies;
e input required from industry and the impact that this could have;
e consideration of legislative requirements; and

e timely patient access to approved and evidence based technologies and procedures.

The HTA Review provides an opportunity to consider a more strategic approach to assessment of co-dependent
and hybrid technologies.

Key Questions

1. What are the key issues for government, regulators, medical and health professionals, industry and
consumers in relation to the assessment of co-dependent and hybrid technologies?

. What enhancements to current arrangements for assessment of co-dependent and hybrid technologies
could be introduced?

. What are the implications for assessment of clinical effectiveness and cost-effectiveness for hybrid and
co-dependent technologies in relation to decision making about funding?
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6. Participating in the Review

Effective public consultation is important in ensuring a comprehensive and informed report to the Ministers on the
findings of the HTA Review. Interested parties may participate in the HTA Review through the following processes:

a. a public submissions process — the Department is calling for submissions against the HTA Review terms of
reference through the Department’s website (http://www.health.gov.au/htareview);

b. focus groups with stakeholders in major capital cities to provide an opportunity for discussion and
clarification of issues to be considered during the Review — notification of venues and dates will be on the HTA
Review website at a later date; and

¢. key stakeholders have been invited to participate on a stakeholder reference group.

Where required, the Department will hold bilateral discussions with key stakeholders.

How to make a submission

There is no specified format for submissions. However, submissions should provide commentary on one, some or
all of the terms of reference. General comments are welcome, but these should be clearly identified as such and
provided in a separate part of your submission. Where possible, supporting data and documentation should be
provided. This is a public review and the Department seeks to have as much information as possible on the public
record.

It is preferred if submissions are sent electronically to htareview@health.gov.au by email as a text document (.txt),
a Microsoft Word document (.doc) or similar text format, rather than Adobe Portable Document Format (.pdf), to
ensure accessibility by screen readers.

Alternatively, submissions may also be sent by mail as either a hard copy or CD to:

Attn: HTA Review

Department of Health and Ageing
MDP 106

GPO Box 9848

Canberra ACT 2601

The Department will consider all submissions to the HTA Review. The HTA Taskforce will acknowledge receipt of
all submissions.

Closing date for submissions: 22 May 2009

Further information

Email contact:  htareview@health.gov.au
Review website: —http://www.health.gov.au/htareview
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Confidentiality
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It is planned that all submissions will be published on the HTA Review website. If you wish any information
contained in your submission to be treated as confidential, please clearly identify that information. Confidential
information will not be published.

Recent Reviews — Reform of HTA in Australia

In recent years, a number of reviews have highlighted the need for systemic review of current HTA processes.
These reviews and any consequent outcomes will be considered during the HTA Review. They include:

1. Impacts of Advances in Medical Technology in Australia August 2005 (Productivity Commission)

2. Rethinking Regulation — Report of the Taskforce on Reducing Requlatory Burdens on Business January 2006
(the Banks Review)

3. Medical Devices Industry Action Agenda (2004 — 2008)

4. Annual Review of Requlatory Burdens on Business: Manufacturing and Distributive Trades September 2008
(Productivity Commission)

5. Report of the Review of the Medlical Services Advisory Committee May 2005 (MSAC Review)
6. Report of the Review of the Prostheses Listing Arrangements October 2007 (Doyle Review).

Commonwealth Health Technology Assessment Review — Terms of Reference

The Commonwealth Health Technology Assessment (HTA) Review will be conducted as a Health Technology
Assessment Better Regulation Ministerial Partnership by the Minister for Health and Ageing, the Hon Nicola
Roxon MP, and the Minister for Finance and Deregulation, the Hon Lindsay Tanner MP.

The HTA Review will examine Commonwealth HTA processes and make recommendations about options for
improving process efficiency and reducing requlatory burden that can act as impediments to medical innovation,
without compromising timely and affordable patient access to medical services and devices that: a) are
demonstrated to be safe, effective and cost effective; and b) deliver improved health outcomes and value for
money.

The HTA Review is to canvas opportunities for reform within existing funding levels and consistent with the
Government’s policy objectives.
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The HTA Review terms of reference are to provide advice to the Minister for Health and Ageing (in consultation
with the Minister for Finance and Deregulation). The HTA Review is to report on the following matters:

1. Simplification and better co-ordination between the Commonwealth HTA processes (as identified in the Review
scope), which includes:

a. consideration of a single entry point and tracking system for applications for market registration and
funding;

b. making time to affordable access as short as possible for new technologies while maintaining or improving
the rigour of evaluation processes; and

. examination of the feasibility of conducting concurrent assessments for market registration and funding and
coverage purposes, noting current work in this area.

2. Improving role clarity and addressing duplication between processes, where it exists, including consideration of
consolidating functions with the Australian HTA system.

3. Reviewing post marketing surveillance mechanisms to ensure the ongoing safety, and efficacy of medical
devices.

4. Strengthening transparency and procedural fairness in the assessment, decision making and fee negotiation
arrangements for processes (as outlined in the Review scope) through improved communication with
stakeholders about process, methodologies, outcomes and performance against key indicators.

5. Enhanced arrangements for assessment of co-dependent® and hybrid technologies'.

Review Scope

The Commonwealth HTA processes in-scope for the HTA Review are:

e regulation of therapeutic goods for market entry, currently undertaken by the Therapeutic Goods Administration
(TGA);

e approval of funding under the Medicare Benefits Scheme (MBS), currently informed by the Medical Services
Advisory Committee (MSAC) and relevant implementation consultative committees;

e listing of prostheses for private health insurance coverage, as currently informed by the Prostheses and Devices
Committee (PDC); and

e listing of hybrid and co-dependent technologies as currently informed by the MSAC, Pharmaceutical Benefits
Advisory Committee (PBAC) and PDC.

9 Where therapy involving the use of one health technology to directly improve health (eg a medicine or a medical device or a procedure) is improved
by the use of another health technology (eg a pathology or imaging diagnostic technology) which might more accurately identify patient subsets
most likely to gain from the therapy or monitors therapy response.

10 Where the characteristics of different health technologies (eg a medicine or a medical device or a biologic) are combined in one intervention (eg laser
activated medicines such as photodynamic therapy, or drug eluting stents)
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Out of scope

While internal PBAC processes are not specifically in scope, the interface between MSAC and PBAC will be
addressed as part of the Review. The Review will not specifically examine processes for requlation or subsidy of
blood or blood products.

Review Process

The HTA Review will be conducted by the Department of Health and Ageing, informed by a stakeholder reference
group and public submissions process. The HTA Review will result in a report to the Minister for Health and

Ageing and the Minister for Finance and Deregulation. The report will identify process improvements and broader
HTA policy reforms in line with the Review terms of reference. The report is expected to be delivered in late 2009.

Stakeholder consultation
A call for submissions against the HTA Review terms of reference will be advertised on the Department’s website.

The Department will also write to key stakeholders formally advising them of the HTA Review and inviting them to
make a submission.

3 XIAN3ddV
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Current HTA Processes in Australia

: Application for public funding
I (not currently on MBS)
|

Application for private health
insurer reimbursement

AVERAGE
TIMEFRAMES
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Appendix F: Submissions to the HTA Review

4 XIAN3ddV

The individuals and organisations that provided submissions to the HTA Review are listed below. Some
submissions or parts thereof were provided on a confidential basis. The HTA Review has sought permission from
all individuals and organisations to publish their submission. The HTA Review also received correspondence and
materials relating to its work. The HTA Review thanks all correspondents.

Adelaide Health Technology Assessment

Advanced Biomedical Pty Ltd

Allergan Australia Pty Ltd

Australian Safety and Efficacy Register of New Interventional Procedures -Surgical
AusBiotech Ltd

Awustralasian Podiatry Council

Australasian Society for HIV Medicine

Australasian Tissue and Biotherapeutics Forum

Australian and New Zealand Association of Physicians in Nuclear Medicine
Australian and New Zealand Hyperbaric Medicine Group
Australian Association of Private Radiation Oncology Practices
Australian Commission on Safety and Quality in Health Care
Australian Federation of AIDS Organisations Inc

Australian Health Insurance Association

Australian Healthcare and Hospital Association

Australian Medical Association

Australian National Musculoskeletal Research Institute
Australian Orthopaedic Association

Australian Physiotherapy Association

Australian Private Hospitals Association

Australian Unity

Back Up

Barwon Biomedical Research

Baxter Healthcare

Bermaci Health Care

Bio21 Cluster

Blamey, Dr Stephen

Boston Scientific Australia New Zealand
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Bupa Australia Group

Cancer Voices NSW Inc

Catholic Health Australia

Cell and Tissue Therapies WA

Centre for Health Economics Research and Evaluation
Colorectal Surgical Society of Australia and New Zealand
Consumers’ Health Forum of Australia

Cook Australia

Department of Health and Human Services, Tasmania
Department of Health, Western Australia
Department of Innovation, Industry, Science and Research
Device Technologies Australia Pty Ltd
Electrophysiology and Pacing Council of the Cardiac Society of Australia and New Zealand
Fisher, Mr Frank

Garvan Institute of Medical Research

Generic Medicines Industry Association Pty Ltd
Genzyme Australasia Pty Ltd

Glaxo SmithKline Australia Pty Ltd

Health Technology Analysts Pty Ltd

Healthscope Limited

IMS Health Australia Pty Ltd

Johnson & Johnson

Medibank Private Limited

Medical Device Evaluation Committee

Medical Intelligence

Medical Services Advisory Committee

Medical Technology Association of Australia
Medicines Australia

Medtronic Australasia Pty Ltd

Meniere's Australia

N Stenning & Co. Pty Ltd

National Association of People living with HIV/AIDS

National Coalition of Public Pathology




National Health and Medical Research Council
National Hepatitis B Alliance

NHMRC Clinical Trials Centre

NSW Health

Orthotech Holdings Pty Ltd

Parkinson’s Australia

Perth Bone and Tissue Bank Inc.

Pfizer Australia

Pharmaceutical Benefits Advisory Committee
Pharmaceutical Society of Australia

Prostheses and Devices Committee

Queensland Health

Reynolds, Mr M

School of Medicine, Griffith University

South Australian Department of Health

Spine Society of Australia

St Jude Medical Australia Pty Ltd

Standards Australia

Stephen (surname withheld at author’s request)
The Royal Australian and New Zealand College of Ophthalmologists
The Royal Australian and New Zealand College of Radiologists
The Royal College of Pathologists of Australasia

Therapeutic Goods Administration
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Appendix G: Analysis of Current
Commonwealth HTA Processes

The matrix was prepared during the issues development stage of the Review of Health Technology Assessment
in Australia (HTA Review) for the Medical Technology Stakeholders Reference Group's consideration. The matrix
provides an overview of how Commonwealth HTA is currently managed by the Department of Health and Ageing
with a focus on comparing how each of the HTA functions are executed, and comments received during the HTA
Review and previous reviews.

The first page of the matrix provides a summary of key elements of Commonwealth HTA. These elements have
been grouped into:

HTA Framework — Provides a high level description of the legislative, policy and program arrangements for
each HTA function. It includes the role of the expert committee in the decision making process, and the
Departmental resources assigned to run the function.

Implementation of HTA Functions — Provides a high level description of how the HTA functions are
implemented. This includes how each of the responsible areas communicate with stakeholders and manage
their applications.

Subsequent pages of the matrix provide greater detail of the elements (with the groups as above) and include:

1

A description of how each element is implemented by the responsible areas
Current reform activities for the element (if any)'

Issues raised in previous reviews and as identified through internal analysis
Issues raised in the submissions to the HTA Review

Implications for option development

PBAC is within scope for the HTA Review to the extent that there is an interface with MSAC around co-dependent and hybrid technologies. It has
been included in the matrix for comparative purposes because it performs one of the HTA functions undertaken by the Department and also provides
a framework which may be a model for reform of the other HTA functions.
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Attachment A1

Definition of a medical device (s41BD(1) of Therapeutic Goods Act 1989)
41BD What is a medical device

(1) A medical device is:

(@) 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:

(i) diagnosis, prevention, monitoring, treatment or alleviation of disease;
(ii) diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap;
(iii) investigation, replacement or modification of the anatomy or of a physiological process;

(iv) 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 that may be assisted in its function by
such means; or

(b) an accessory to such an instrument, apparatus, appliance, material or other article.

Note: Declarations under subsection (3) exclude articles from the scope of this definition. Declarations under section 7 can also have this

effect: see subsection 7(4).

(2) For the purposes of paragraph (1)(a), the purpose for which an article is to be used is to be ascertained from
the information supplied, by the person under whose name the article is or is to be supplied, on or in any one
or more of the following:

(@) the labelling on the article;
(b) the instructions for using the article;
(c) any advertising material relating to the article.
(3) The Secretary may, by order published in the Gazette, declare that a particular instrument, apparatus,

appliance, material or other article, or that a particular class of instruments, apparatus, appliances, materials
or other articles, are not, for the purposes of this Act, medical devices.

Note: A declaration under this section does not stop articles from being therapeutic goods.

(4) A declaration under this section takes effect on the day on which the declaration is published in the Gazette or
on such later day as is specified in the order.
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Attachment A2

Definition of a professional service (Part 1, Preliminary Section 3 of Health Insurance Act 1973)
Professional service means:

(@) a service (other than a diagnostic imaging service) to which an item relates, being a clinically relevant service
that is rendered by or on behalf of a medical practitioner; or

(b) a prescribed medical service to which an item relates, being a clinically relevant service that is rendered by a
dental practitioner approved by the Minister in writing for the purposes of this definition; or

(ba) a service specified in an item that is expressed to relate to a professional attendance by an accredited dental
practitioner, being a clinically relevant service that is rendered by an accredited dental practitioner to a
prescribed dental patient; or

(0) aservice specified in an item that is expressed to relate to a professional attendance by a participating
optometrist, being a clinically relevant service that is rendered by an optometrist, being a participating
optometrist or an optometrist acting on behalf of a participating optometrist; or

(d) a pathology service that is rendered by or on behalf of an approved pathology practitioner pursuant to a
request made in accordance with subsection 16A(4) by:

(i) a treating practitioner; or

(ii) another approved pathology practitioner to whom the treating practitioner has made a request for the
service; or

(e) a pathology service (other than a service referred to in paragraph (d)) that is a clinically relevant service
rendered by or on behalf of an approved pathology practitioner other than a medical practitioner; or

(f) a diagnostic imaging service that is rendered by or on behalf of a medical practitioner pursuant to a
subsection 16B(1) request; or

(g) a diagnostic imaging service (other than a service referred to in paragraph (f)) that is a clinically relevant
service rendered by or on behalf of a medical practitioner.
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Attachment A3

D XIAN3IddV

Benefit requirements for a product (Eligibility criteria for the Prostheses List — s72-1 of Private
Health Insurance Act 2007)

72-1 Benefit requirements
(1) An insurance policy that *covers *hospital treatment meets the benefit requirements in this Division if:
(a) the policy meets the requirements in the table in subsection (2); and

(b) the policy meets any requirements specified in the Private Health Insurance (Complying Product) Rules to
be benefit requirements; and

(c) the policy does not provide benefits for:

(i) the cost of care and accommodation in an aged care service (within the meaning of the Aged Care Act
1997): or

(i) a charge for a pharmaceutical benefit supplied under Part VIl of the National Health Act 1953, unless
the circumstances of the charge are covered by section 92B of that Act; or

(iii) any other treatment specified in the Private Health Insurance (Complying Product) Rules as a treatment
for which benefits must not be provided; and

(d) the *rules of the private health insurer that issues the policy meet the rules requirement in section 72-5.

(2) These are the requirements that a policy must meet for the purposes of paragraph (1)(a):
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Requirements that a policy that * covers *hospital treatment must meet

Item

There must be a benefit for ...

The amount of the benefit must be ...

any part of *hospital treatment that is one or
more of the following: (a) psychiatric care; (b)
rehabilitation; (c) palliative care; if the treatment
is provided in a *hospital and no *medicare
benefit is payable for that part of the treatment.

at least the amount set out, or worked out using the method set out,
in the Private Health Insurance (Benefit Requirements) Rules as the
minimum benefit, or method for working out the minimum benefit, for
that treatment.

*hospital treatment *covered under the policy
for which a *medicare benefit is payable.

(a) if the charge for the treatment is less than the *schedule fee for
the treatment—so much of the charge (if any) as exceeds 75% of the
schedule fee; and (b) otherwise—at least 25% of the schedule fee for
the treatment.

if the policy * covers *hospital-substitute
treatment— hospital-substitute treatment
covered under the policy for which a *medicare
benefit is payable.

(a) if the charge for the treatment is less than the *schedule fee for

the treatment—so much of the charge (if any) as exceeds 75% of the
schedule fee; and (b) otherwise—at least 25% of the schedule fee for
the treatment; but the benefit must not be provided if a medicare benefit
of an amount that is at least 85% of the schedule fee is claimed for the
treatment.

(a) *hospital treatment *covered under the
policy; and (b) if the policy covers *hospital-
substitute treatment— hospital-substitute
treatment covered under the policy; that is the
provision of a prosthesis of a kind listed in the
Private Health Insurance (Prostheses) Rules in
circumstances: (c) in which a *medicare benefit
is payable; or (d) set out in the Private Health
Insurance (Prostheses) Rules for the purposes of
this table item.

(a) at least the amount set out, or worked out using the method set
out, in the Private Health Insurance (Prostheses) Rules as the minimum
benefit, or method for working out the minimum benefit, for the
prosthesis; and (b) if the Private Health Insurance (Prostheses) Rules
set out an amount, or a method for working out an amount, as the
maximum benefit, or method for working out the maximum benefit, for
the prosthesis—no more than that amount or the amount worked out
using that method.

any treatment for which the Private Health
Insurance (Benefit Requirements) Rules specify
there must be a benefit.

at least the amount set out, or worked out using the method set out,
in the Private Health Insurance (Benefit Requirements) Rules as the
minimum benefit, or method for working out the minimum benefit, for
that treatment.

Note: If a private health insurer provides an insured person with, or arranges for an insured person to be provided with, treatment, it is
treated as a benefit for the purposes of this Division (see subsection 69-5(3)).
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Attachment A4

Definition of a vaccine (s9B of National Health Act 1953)
9B Provision of vaccines
(1) The Minister may provide, or arrange for the provision of:

(a) designated vaccines; and

(b) goods or services that are associated with, or incidental to, the provision or administration of designated
vaccines.

Designated vaccines

(2) The Minister may, by legislative instrument, determine that a specified vaccine is a designated vaccine for the
purposes of this Act.

Note: For variation and revocation, see subsection 33(3) of the Acts Interpretation Act 1901.
(3) A vaccine may be specified by reference to any or all of the following:
(a) brand:
(b) formulation;
(c) active ingredient;
(d) strength;
(e) number and timing of doses in a course of immunisation.
(4) Subsection (3) does not limit the ways in which a vaccine may be specified.

(5) In addition to specifying a vaccine, a determination under subsection (2) may specify the circumstances in
which the vaccine may be provided.

(6) If any such circumstances are specified, subsection (1) only authorises the provision of the vaccine in those
circumstances.

(7) A vaccine must not be specified in a determination under subsection (2) unless:

(a) the Pharmaceutical Benefits Advisory Committee has recommended to the Minister that the vaccine be a
designated vaccine; or

(b) at any time during the 60-day period ending immediately before the commencement of this subsection, the
vaccine was provided under repealed section 9B of this Act.
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(8) Before:
(a) revoking a determination under subsection (2); or

(b) varying a determination under subsection (2) in such a way that a vaccine ceases to be a designated
vaccine; the Minister must obtain the written advice of the Pharmaceutical Benefits Advisory Committee in
relation to the proposed revocation or variation.

(9) An advice under subsection (8) is to be tabled in each House of the Parliament with the revocation or variation
to which the advice relates.

(10) This section does not limit the vaccine-related powers conferred on the Minister by the Quarantine Act 1908.

Determination of a pharmaceutical benefit (s85 of National Health Act 1953)
85 Pharmaceutical benefits

(1) Benefits shall be provided by the Commonwealth, in accordance with this Part, in respect of pharmaceutical
benefits.

Note: The Commonwealth may also provide the drugs and medicinal preparations covered by subsection T00AA(1) under special arrangements made
under section 100.

(2) Subject to subsection (3), the drugs and medicinal preparations in relation to which this Part applies are:
(a) drugs and medicinal preparations that are:

(i) declared by the Minister, by legislative instrument, to be drugs and medicinal preparations to which this
Part applies; or

(ii) included in a class of drugs and medicinal preparations declared by the Minister, by legislative
instrument, to be a class of drugs and medicinal preparations to which this Part applies; and

(b) medicinal preparations composed of:
(i) one or more of the drugs and medicinal preparations referred to in paragraph

(a), being a drug or medicinal preparation that is, or drugs and medicinal preparations that are, included
in a class of drugs and medicinal preparations declared by the Minister, by legislative instrument, to be a
class of drugs and medicinal preparations to which this paragraph applies; and

(ii) one or more of such additives as are declared by the Minister, by legislative instrument, to be additives
to which this paragraph applies.

(2A) The Minister may, by legislative instrument:

(a) determine that a particular pharmaceutical benefit is to be a relevant pharmaceutical benefit for the
purposes of section 88A; and

(b) specify the circumstances in which a prescription for the supply of the pharmaceutical benefit may be
written.
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(2AA) The Minister may, by legislative instrument, revoke or vary a declaration under subsection (2) in relation to
a drug or medicinal preparation.

D XIAN3IddV

(2AB) If:

(a) under subsection (2AA), the Minister proposes to revoke or vary a declaration under subsection (2) in
relation to a drug or medicinal preparation; and

(b) the drug or medicinal preparation would cease to be a listed drug on and after the day the revocation or
variation comes into force; then, before making the revocation or variation, the Minister must obtain the
advice in writing of the Pharmaceutical Benefits Advisory Committee in relation to the proposed revocation
or variation.

(2AC) An advice under subsection (2AB) shall be laid before each House of the Parliament with the declaration
under subsection (2AA) to which the advice relates.

(3) The Minister may, by legislative instrument, determine, by reference to strength, type of unit, size of unit or
otherwise, the form or forms of a listed drug.

(4) A form of a listed drug as determined by the Minister under subsection (3) may be such as to require the
addition of a substance or substances to the drug so that it will be suitable for administration in a particular
manner or at a particular strength.

(5) The Minister may, by legislative instrument, determine the manner of administration of a form of a listed drug,
being a form of the drug in relation to which a determination under subsection (3) is in force.

(6) The Minister may, by legislative instrument, determine a brand of a pharmaceutical item.
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Attachment B1

Terms of Reference of MDEC (s35 of Therapeutic Goods Regulations 1990)
35 Medical Devices Evaluation Committee

(1) The Medical Devices Evaluation Committee is established.

(2) The functions of the Committee are:

(a) to give medical and scientific advice to the Minister or the Secretary in relation to any medical device that
the Minister or the Secretary refers to it; and

(b) to give medical and scientific advice to the Minister or the Secretary in relation to any medicines that the
Minister or the Secretary refers to it; and

(0) to give medical and scientific advice to the Minister or the Secretary in relation to any other therapeutic
goods that the Minister or the Secretary refers to it; and

(d) to give advice to the Minister or the Secretary about the importation into, exportation from, and
manufacture, distribution and supply in Australia, of therapeutic goods that have been assessed by the
Committee; and

(e) to give advice that has been given to the Minister or the Secretary under paragraph

(d) to persons or bodies as the Minister may direct.
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Attachment B2

Terms of Reference of MSAC

Advise the Minister for Health and Ageing on the strength of evidence pertaining to new and emerging medical
technologies and procedures in relation to their safety, effectiveness and cost-effectiveness and under what
circumstances public funding should be supported.

Advise the Minister for Health and Ageing on which new medical technologies and procedures should be funded
on an interim basis to allow data to be assembled to determine their safety, effectiveness and cost-effectiveness.

Advise the Minister for Health and Ageing on references related either to new and/or existing medical
technologies and procedures.

Undertake health technology assessment work referred by the Australian Health Ministers” Advisory Council
(AHMAC) and report its findings to the AHMAC.
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Attachment B3

Terms of Reference of PDC

The PDC makes recommendations to the Minister on appropriate listing and benefits of prostheses. In making
recommendations, the PDC considers advice, and recommendations provided by:

e (linical Advisory Groups;
e Panel of Clinical Experts;
e Prostheses and Devices Negotiating Group; and

* Sponsors of prostheses.

The PDC will consider and recommend the listing of products in a timely manner and draw to the attention of
the Department possible amendments to the Prostheses List. The PDC may also report on any other issues it may
wish to draw to the attention of the Minister.
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Attachment B4
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Terms of reference of PBAC (s101 of National Health Act 1953)
101 Functions of Pharmaceutical Benefits Advisory Committee
Functions relating to drugs and medicinal preparations

(3)  The Pharmaceutical Benefits Advisory Committee shall make recommendations to the Minister from
time to time as to the drugs and medicinal preparations which it considers should be made available as
pharmaceutical benefits or special pharmaceutical products under this Part and shall advise the Minister
upon any other matter concerning the operation of this Part referred to it by the Minister.

(3AA) The Pharmaceutical Benefits Advisory Committee must make recommendations to the Minister from time
to time about what should be specified in a determination under subsection 84AAA(2).

(3AB) Subsection (3AA) does not limit subsection (3).

(3A)  For the purpose of deciding whether to recommend to the Minister that a drug or medicinal preparation,
or a class of drugs and medicinal preparations, be made available as pharmaceutical benefits or special
pharmaceutical products under this Part, the Committee shall give consideration to the effectiveness
and cost of therapy involving the use of the drug, preparation or class, including by comparing the
effectiveness and cost of that therapy with that of alternative therapies, whether or not involving the use
of other drugs or preparations.

(3B)  Without limiting the generality of subsection (3A), where therapy involving the use of a particular drug
or medicinal preparation, or a class of drugs and medicinal preparations, is substantially more costly
than an alternative therapy or alternative therapies, whether or not involving the use of other drugs or
preparations, the Committee:

(a) shall not recommend to the Minister that the drug, preparation or class be made available as
pharmaceutical benefits or special pharmaceutical products under this Part unless the Committee is
satisfied that the first-mentioned therapy, for some patients, provides a significant improvement in
efficacy or reduction of toxicity over the alternative therapy or therapies; and

(b) if the Committee does recommend to the Minister that the drug, preparation or class be made available
as pharmaceutical benefits or special pharmaceutical products under this Part, the Committee shall
include in its recommendation a statement that the Committee is satisfied as mentioned in paragraph

(a).

(3BA) If the Committee is of the opinion that a drug or medicinal preparation should be made available as a
pharmaceutical benefit under this Part, the Committee must, in its recommendation under subsection (3),
specify whether the drug or medicinal preparation and another drug or medicinal preparation should be
treated as interchangeable on an individual patient basis.

(3C)  Where the Committee is of the opinion that a drug or medicinal preparation, or a class of drugs and
medicinal preparations, should be made available as pharmaceutical benefits or special pharmaceutical
products under this Part, but only in certain circumstances, the Committee shall, in its recommendation
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under subsection (3), specify those circumstances.

(4)  Adrug or medicinal preparation shall not be declared, pursuant to paragraph 85(2)(a), to be a drug or
medicinal preparation in relation to which this Part applies unless:

(a) the drug or medicinal preparation was, immediately before the commencement of this subsection, a
pharmaceutical benefit; or

(b) the Committee has recommended to the Minister that it be so declared.

(4A) A class of drugs or medicinal preparations, or of drugs and medicinal preparations, shall not be declared,
pursuant to paragraph 85(2)(a), to be a class of drugs or medicinal preparations, or of drugs and medicinal
preparations, in relation to which this Part applies unless:

(a) each member of that class was, immediately before the commencement of this subsection, a
pharmaceutical benefit; or

(b) the Committee has recommended to the Minister that the class be so declared.
Function relating to Minister’s determination of therapeutic groups

(4AA) If the Committee is of the opinion that the Minister should, or should not, determine a therapeutic group,
the Committee must advise the Minister accordingly.

Function relating to Minister’s determination about exempt items

(4AB) If the Committee is of the opinion that the following circumstances exist in relation to a pharmaceutical
item:

(a) the listed drug in the pharmaceutical item represents suitable therapy for a particular patient
population;

(b) the pharmaceutical item is suitable for use by a particular subgroup of that population because of
either or both of the form and manner of administration of the drug in the item;

(c) no other pharmaceutical item that has that drug is suitable for use by that subgroup because of either
or both of the form and manner of administration of the drug in that other item; the Committee must
advise the Minister that those circumstances exist in relation to the pharmaceutical item.

Function relating to Minister’s decisions about prices of combination items
(4AC) If the Committee is satisfied that therapy involving a combination item provides, for some patients:

(a) a significant improvement in patient compliance with the therapy; or

(b) a significant improvement in efficacy or reduction in toxicity; over alternative therapies, then the
Committee must advise the Minister accordingly.
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Functions relating to vaccines

(4B)

(4C)

The Pharmaceutical Benefits Advisory Committee must:

(a) make recommendations to the Minister from time to time about the vaccines it considers should be
designated vaccines (see section 9B); and

(b) advise the Minister about any other matter concerning the operation of section 9B referred to it by
the Minister.

For the purpose of deciding whether to recommend to the Minister that a vaccine be a designated vaccine,
the Committee must give consideration to the effectiveness and cost of immunisation involving the use of
the vaccine, including by comparing the effectiveness and cost of immunisation involving the use of the
vaccine with the effectiveness and cost of alternative options, whether or not involving the use of other
vaccines.

If immunisation involving the use of a particular vaccine (the first vaccine) is substantially more costly than
an alternative vaccine:

(a) the Committee must not recommend to the Minister that the first vaccine be a designated vaccine
unless the Committee is satisfied that the first vaccine, for some individuals, provides a significant
improvement in efficacy or reduction of toxicity over the alternative vaccine; and

(b) if the Committee recommends to the Minister that the first vaccine be a designated vaccine—the
Committee must include in its recommendation a statement that the Committee is satisfied as
mentioned in paragraph (a).

Subsection (4D) does not limit subsection (4C).

If the Committee is of the opinion that a vaccine should be a designated vaccine, but should only be
provided under subsection 9B(1) in certain circumstances, the Committee must, in its recommendation
under subsection (4B), specify those circumstances.
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1. Background to the HTA Review

H XIAN3ddV

On 18 December 2008, the Minister for Health and Ageing, the Hon Nicola Roxon MP, and the Minister for
Finance and Deregulation, the Hon Lindsay Tanner MP, jointly announced the Review of Health Technology
Assessment (HTA) in Australia. The HTA Review is one of the first Better Regulation Ministerial Partnerships to be
undertaken by the Australian Government. It is due to report in late 2009.

The HTA Review will make recommendations about options for improving process efficiency and reducing
regulatory costs that can act as impediments to medical innovation, without compromising timely and affordable
patient access to medical services and devices that:

e are demonstrated to be safe, effective and cost effective; and

e deliver improved outcomes and value for money.

The HTA Review, co-ordinated by the Commonwealth Department of Health and Ageing (the Department) will
canvass opportunities for deregulation reform that are consistent with the Government’s policy objectives, against
the following (abridged) Terms of Reference:

1. Simplification and better co-ordination between the Commonwealth HTA processes (as identified in the Review
scope), which includes:

 consideration of a single entry point and tracking system for applications for market registration and
funding;

* making time to affordable access as short as possible for new technologies while maintaining or improving
the rigour of evaluation processes; and

* examination of the feasibility of conducting concurrent assessments for market registration and funding and
coverage purposes, noting current work in this area.

2. Improving role clarity and addressing duplication between processes, where it exists, including consideration of
consolidating functions with the Australian HTA system.

3. Reviewing post marketing surveillance mechanisms to ensure the ongoing safety, and efficacy of medical
devices.

4. Strengthening transparency and procedural fairness in the assessment, decision making and fee negotiation
arrangements for processes (as outlined in the Review scope) through improved communication with
stakeholders about process, methodologies, outcomes and performance against key indicators.

5. Enhanced arrangements for assessment of co-dependent and hybrid technologies.

The scope of the HTA Review includes the processes of the Medical Services Advisory Committee (MSAC) and

the Prostheses and Devices Committee (PDC), and the Therapeutic Goods Administration’s (TGA) regulation

of therapeutic goods for market entry in Australia where there is duplication of MSAC and PDC processes. The
Pharmaceutical Benefits Advisory Committee (PBAC) processes will also be considered where there is an interface
between medical services and devices and pharmaceuticals.

The HTA Review will have regard to the outcomes of earlier reviews of HTA in Australia.




Review of Health Technology Assessment in Australia 220

2. Background to the Focus Groups and this Report

Effective public consultation is an essential component of the HTA Review. Interested parties have had the
opportunity to participate in the HTA Review to date through the following processes:

e public submissions against the HTA Review Terms of Reference through the Department’s website;

* a stakeholder reference group involving key stakeholders meeting at key points during the
HTA Review; and

e a series of focus groups with stakeholders in major capital cities and by teleconference
to provide an opportunity for discussion and clarification of issues and priorities to be considered by
the HTA Review.

A second round of focus groups will be held later in the year to explore options for change and improvement of
HTA processes identified through stakeholder consultation and other research and analysis.

In addition, the Department has held bilateral discussions with key stakeholders and peak bodies and will hold
another round of bilateral meetings later in the Review to test options to address the Review terms of reference
and issues raised during the public consultation activities.

Between 18 June 2009 and 24 July 2009, 102 participants representing 90 different organisations participated in
a total of 9 Focus Groups held in Canberra, Melbourne and Sydney and by teleconference from Perth, Melbourne
and Sydney. Sessions were facilitated, and this Report prepared, by Origin Consulting.

Participation was by open invitation and an attempt was made to accommodate participants from the various
sectors with an interest in HTA: industry, health professionals, health insurers and health consumers.

It should be noted however that the Department has initiated a separate process for gaining consumer input
through the Consumers' Health Forum. This is currently underway and includes consideration of an issues paper
on consumer concerns in regard to HTA at a one-day workshop. To some extent this separate process resulted
in a reduced participation level in the Focus Groups by representatives of that sector. Nonetheless, consumer
representatives did make an important contribution to the sessions in small numbers and the interests and
perspectives of consumers of health technology were often raised by participants representing the other sectors.

While an effort was made to bring together stakeholders from the same sector in each Focus Group session,
this goal was generally waived in the interest of ensuring that as many organisations as possible were able to
participate by nominating a session that would suit their schedules. A diversity of participants in each session
had the advantage of generating valuable discussion from different perspectives, often drawing out alternative
viewpoints on particular issues. On the other hand, the mixing of various sectors of stakeholders also made it
more difficult to clearly delineate the differences in the views of each group.
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Discussion in the Focus Groups was structured around the following four key areas (and associated prompting
questions) based on the HTA Review Terms of Reference.
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1. Problems and areas for improvement in the operation of the current HTA system

* Do you think that the roles of the various agencies and participants taking part in the system are clear, well-
defined and well-understood? Where is the greatest lack of clarity?

— Do you see problems with duplication or co-ordination between HTA agencies and processes? Where
are these problems most severe? What changes would make the most difference?

* Do you think HTA processes need to be simplified and if so how would you simplify them? What are the
priority changes you would make?

*  What do you think is the impact of problems or shortcomings in the current system and what would be the
benefits and the risks of making changes or improvements?

2. Transparency and procedural fairness in the current system

Do you think that there is enough public information about the rules and guidelines governing HTA and the
steps in the processes? Are you confident that you can see into the workings and methods of the system at
an appropriate level?

Do you feel confident in the procedural fairness of the system? Do you think that the guidelines and rules
are applied fairly and consistently, and that the processes operate reliably according to the rules?

* Do you feel you understand enough about how the HTA system performs overall, and if not, what are the
information gaps? What do you want to know that you currently cannot find out? How would it help you to
know more about the operation and impact of the system?

3. Post-market surveillance of medical devices

Do you think current arrangements for post market surveillance of the ongoing safety and efficacy of
medical devices are adequate?

e If not, what are the shortcomings and what would you like to see changed or improved?
» Who should be responsible for post market surveillance?
4. HTA in hybrid and co-dependent technologies

» What do you think are the challenges for HTA posed by the growth in co-dependent and hybrid
technologies?

* In your opinion, how well do current HTA processes deal with these technologies?

 If enhancements are needed to HTA processes, what should they be?

Participants were asked for their viewpoints, opinions, experiences, observations and ideas about the current

system, with the aim of identifying the key issues and priorities they felt should be addressed in the HTA Review.
Although the focus of these sessions was to identify issues in the current system, as to be expected a number of
options for change and forward directions emerged in discussions. These were captured in the recording and will
also be reflected in the report below.
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The following Report attempts to synthesise the main themes and issues emerging from the Focus Group
sessions, highlighting priority concerns and noting areas of consensus or tension and contested views where
they arose. While viewpoints or ideas will not be ascribed to individual participants or their organisations in
this Report, the basis of participation in the sessions was an acknowledgement that participant input was
not confidential.

3. Findings from the Focus Group Sessions

3.1 Introduction
There are three important caveats to the findings outlined in the Report below.

Firstly, Commonwealth Public Servants from the following Departments also attended the sessions strictly as
observers and provided the rare point of clarification on request from participants:

e Department of Health and Ageing
e Department of Finance and Deregulation

e Department of Innovation, Industry, Science and Research

Given their observer status, the presence of Government representatives in the sessions does not imply
Government agreement with the views or perspectives outlined below in this Report. The aim of the sessions was
to capture the perceptions and views about the current HTA system in Australia from the perspective of the key
stakeholder groups, without discussions influenced by input from Departmental officers.

Given that Departmental officers did not contribute unless they were expressly requested by participants to clarify
an issue, they did not intervene, even in matters of fact where they believed that participants misunderstood
current HTA processes, rules or arrangements or were describing them inaccurately or incorrectly. Some of the
participant viewpoints contained in this report may be based on inaccurate understandings of the workings of
some aspects of the current system. Nonetheless, all commonly expressed viewpoints have been included in
order to convey the perceptions held by participants, whether or not they are based on accurate understandings
of the system.

Secondly, it should be noted that as participation in the Focus Group sessions was by self-selection, the views
expressed cannot be assumed to be representative’ of the various stakeholder groups. Some participants may
have been motivated to attend by holding particularly strong views on some aspect of HTA, and some may have
chosen to come because they had not made a written submission while others did not attend because they had
already submitted their views in writing.

Thirdly, it is important to note that, given the limited time available in the Focus Groups, questions and prompts
concentrated on eliciting stakeholder views about problems or areas needing improvement in the current HTA
system which the Review should address. Stakeholder feedback about the strengths of the system was sought
only peripherally. This approach has therefore skewed Focus Group outcomes towards findings that are critical of
the system.




A number of participants expressed the overarching view that the current Australian HTA system is sound and has
a number of strengths. Nonetheless, they are pleased that the Review provides the opportunity to address some
pressing problems in, and future requirements of the system. Participants also offered positive feedback about
particular aspects of the system, and where relevant, these comments are included below but should not be
assumed to be the only positive views about the system held by stakeholders.

3.2 Problems and areas for improvement in the current HTA System

This component of the Focus Group discussions considered the HTA system from the point of view of role clarity,
duplication and co-ordination of processes, simplification needed and the impact of these issues. A number of
other issues and areas for improvement in the current system that emerged in discussions are included at the end
of this section.

Role clarity

The predominant view among participants in the Focus Group sessions was that the roles of and boundaries
between individual HTA agencies are unclear. Many examples were given by sponsors of their confusion about
where to enter the system and failed attempts to gain clarity about roles, responsibilities and boundaries from
HTA agencies. Participants expressed concern about the current system’s capacity to manage the growing
demands of assessing hybrid and co-dependent technologies given these fundamental problems (see Section 3.5
below for more discussion of this issue).

There was a small number of participants who felt that role delineation between the agencies was clear, but it
is probably fair to say that in general they had had close or long involvement with the agencies, sometimes in
advisory roles, and therefore had gained greater insight into the workings of the system.

Of the agencies involved in HTA, TGA's role was best understood by participants. This was attributed to its
clear focus on safety in terms well understood by participants and its clear processes, ground rules and
predictable timelines. It was also generally considered to be the entry point or foundation for HTA, with
participants looking for clear delineation of and rationale for the roles of the other agencies vis a vis the TGA
and often finding this lacking.

MSAC's role, boundaries and workings were much less clear to participants.

In general, there was a view — particularly strongly held by a number of industry representatives — that safety
assessment by MSAC was a straightforward duplication of the TGA's efforts. This view seemed often to be
based on the argument that sponsors were being asked to supply MSAC with exactly the same information and
evidence regarding safety of the applicant technology that they had been required to provide to TGA, therefore
leading to the conclusion that the same assessment was being repeated.

In general, participants considered safety assessment to be TGA's role and there was limited understanding

about the nature of MSAC's cost effectiveness methodologies and the role of safety assessment in evaluation of
clinical effectiveness and how this might differ from the market entry safety assessment undertaken by TGA. The
common participant view was that MSAC took an unacceptably long time to complete an assessment which was
partly accounted for by its duplication of activity already conducted by the TGA.
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PDC’s role was the least understood of the agencies by Focus Group participants, with the exception of private
health insurance representatives, who, understandably, had a stronger grasp of what the PDC does and why.
PDC’s role was expressed as a rationing gateway and some stated that it was operating effectively in this role
with the previously rapid growth in the cost of prostheses in the hospital system coming under control.

There was widespread frustration expressed by participants — particularly industry sponsors — that PDC was also
assessing the safety of medical technologies. Stakeholder uncertainty about the role of PDC was exacerbated by a
perceived lack of transparency in the Committee’s processes and decision-making.

In addition to confusion about the roles of various players in regard to technology assessment, there was also
much uncertainty about the responsibilities for reimbursement. For example, participants were unclear about the
roles of MSAC and PDC separately, and in particular where their reimbursement interests overlapped. Few were
aware of the relationships between these bodies and the Minister.

Duplication and co-ordination

Participants argue that the problems generated by lack of role clarity are intensified by HTA agencies operating
as “silos” with poor, if any, coordination or communication, making navigation between them fraught for the
participant.

The assessment of safety was considered by many participants to be the most important area of duplication in
the system. There was general participant consensus that safety assessment should only be undertaken once,
or if there really are different forms of safety assessment for different purposes they need to be much more
clearly defined and communicated. Participants also generally held the view that if there is a good reason for
MSAC or PDC undertaking safety assessment from a different angle to TGA, surely the same inputs should not
be required from the sponsor all over again, but rather one arm of the system ought to be able to provide them
to the other arm.

While most participants considered TGA to be the appropriate agency to assess safety given its requlatory
authority, its well-established processes and its good record, there was a small minority voice in the Focus Groups
that questioned the quality of some TGA assessment and did not wish to see all safety assessment undertaken
under its aegis.

Other areas of duplication, highlighted particularly by sponsors, included: the requirement to submit multiple
applications containing similar information, when more than one agency is involved in assessing a device; and
repeated, full re-assessment of the same basic technology if a small aspect of its composition changes (eg the
type of glue or screws).
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Simplification
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Strong support existed in the Focus Groups for a single entry point to HTA in Australia, but not necessarily a
‘one-stop-shop’ or super-agency. On balance, participants generally recognised the merits of separate processes
(in particular the separation of market entry assessment from reimbursement processes and decisions).

However, participants advocated very strongly for significant improvements in the streamlining and co-ordination
of processes if agencies remain separate in the future. They want automatic movement of applications along
clear, explicit pathways through relevant processes, rather than sponsors having to navigate their application
through the system, the component parts of which currently do not join up.

There was also very strong support amongst participants for the capacity to seek parallel or linked approvals
where appropriate, particularly in the context of hybrid or co-dependent technologies.

There was no consensus among participants as to whether the TGA should be the portal for a single entry point
in the future. Some participants felt that TGA was not strictly speaking an HTA agency and pointed to the fact
that it did not assess procedures. The majority of participants, however, saw TGA as the natural pathway into
the system.

A number of participants advocated strongly that the Australian HTA system should draw more on international
better practices and methodologies in order to improve, simplify and streamline practices. This approach was
expanded by some participants to include support for the adoption of prior-approvals of health technologies by
other countries. Proponents of this position generally considered Australian standards to be unjustifiably tougher
than those of counterpart nations. However, this proposal was generally contested when raised in the Focus
Groups. There was a strong theme running through all discussions that safety and efficacy of technologies should
be the primary concern of the HTA system. They arqued that often the context for using a device was crucial and
that where Australia had higher standards in these matters they should prevail.

Impacts

The consensus between participants was that the most important impact of the current problems in the HTA
system outlined above is lack of timely decisions, particularly from MSAC. This results in frustration, additional
financial costs and planning difficulties for sponsors and lost or delayed opportunities for timely access for
patients to beneficial procedures, devices and services.

In addition, some stakeholders believed that the current practice of extra levels of safety review by MSAC and
PDC leads to:

* 3 higher level of safety for private patients than public patients; and

e private patients receiving delayed access to health technologies already in the public system.

Finally, while current HTA arrangements were considered usually to keep unproven, dangerous or inferior
technology out, they were also thought by some participants to exclude some beneficial technology.
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Other Issues Raised

In the course of discussions a number of other concerns with the current system were raised that do not fit neatly
into the Focus Group question structure. They are as follows:

e A common theme was that there is a lack of consumer input and involvement in HTA, contributing to the lack
of a holistic-care approach in HTA.

e Participants often argued that there is insufficient preparedness in the system to meet the challenges of future
trends in technology for example, there is a lack of horizon scanning capacity and practice.

e Participants regularly raised concern about the inadequate capacity in the system to manage ‘disinvestment’ in
technologies either proven ineffective or less effective than other technologies.

e Participants generally believe that a lack of consistency and predictability in the current system makes it hard for
all parties to plan, with the main problems being a lack of

defined and predictable timelines in parts of the system
* appropriate guidance in some agencies and some processes
o explicit decision-making criteria, and

 an apparent link between sponsor inputs and final outcomes.

n regard to assessment methodologies some key complaints were made about

PDC's requirement for years of data
e MSAC's perceived focus on level-1 evidence and meta analyses
* perceived blurring of safety and efficacy issues, and

e evaluators using comparators when they should not, and sponsors unable to proceed when there are
no comparators.

e The PDC -monthly cycle was seen by small sponsors as generating serious cash flow and planning challenges
for their businesses, while hospitals prefer the predictability of the current cycle and argue that more frequent
lists would be administratively unworkable for them.

e Some participants raised a concern with the way current prostheses arrangements are leading to an increasing
number of prostheses that lack a 'no gap” alternative.

A few suggestions were also made about options for high level approaches to a future HTA system.

e Some stakeholders suggested the need for something like a Charter for HTA to define roles, processes,
governance and goals as a way of addressing current fragmentation and confusion about the system.

e Strong support existed among participants for a more holistic appraisal methodology addressing the full costs
and benefits of the entire package of procedure, device and service, as well as the non-health costs and
benefits of particular technologies.
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e A number of participants (but not all) supported a risk-based approach to HTA which directs the main resources
of the system to intensive assessment of higher risk, new technologies and avoids over-investing in the
assessment of low risk technologies. The proponents of this approach viewed it as essential for speeding up
timeliness and reducing cost in the system. The caveat that always accompanied this discussion, however, was
that such an approach should not undermine safety standards and outcomes in any way.
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e Participants generally supported the identification of explicit guiding principles for a future system.

3.3 Transparency and fairness

This discussion focused on the level and appropriateness of public information available about the HTA system,
procedural fairness and system performance information.

Level and appropriateness of public information available on HTA

While a small number of participants felt that adequate information about the system was publicly available, the
great majority of participants expressed the view that the basis for both HTA assessment and reimbursement
decisions is not transparent in the Australian system. The assessment process is seen as more transparent
(although not adequately so) than the reimbursement process. Some participants, (particularly those with a
clinical background) felt the latter to be opaque and inadequately defined.

TGA is generally seen by the participants as having good guidance and explicit processes, but the assessment
processes and methodologies in MSAC and PDC were generally viewed as a ‘black box’ by most participants.
Guidelines, rules, decision-making criteria and evaluation methodologies were all viewed as missing or
inadequate, or poorly communicated to stakeholders.

An often repeated concern was the lack of clarity about evidence requirements. Many participants felt that

the amount and type of evidence required in the application process was not explicit and they were unable

to elicit this information despite repeated attempts to gain direction and feedback. In this regard, participants
overwhelmingly supported greater use of pre-lodgement and face-to-face meetings before, during and after the
evaluation process. A number of participants were under the impression that there was no process for correcting
or clarifying matters in applications during the evaluation in MSAC and PDC and consequently felt this to be a
particularly inefficient practice.

MSAC and PDC decisions are considered to be poorly documented, explained and communicated. A number

of sponsor participants expressed strongly negative viewpoints on this matter arising from their experience of
receiving short, uninformative, form-letter notifications on the success or failure of an application. This ‘black
hole’, as many saw it, was a key factor in undermining participant confidence in both the evaluation and decision-
making processes.

A key complaint from some participants was that they were aware that MSAC evaluator advice on cost

effectiveness and reimbursement levels is sometimes not reflected in the final funding decision, with a different
payment level or structure emerging without explanation from later decision-making. The reason and processes
behind these variations is unknown to stakeholders and considered unjustified.




Review of Health Technology Assessment in Australia 228

In regard to process and decision-making transparency, PBAC was often cited as providing a good model, where:
guidelines, rules and processes are clear and explicit; opportunity exists for pre-lodgement meetings and for
sponsors to make corrections to applications during the evaluation process; and decisions are well documented
and well explained.

Procedural fairness

A commonly expressed view in the Focus Group discussions was that participants did not feel in a position to
make a judgement about whether or not procedural fairness is a feature of the current HTA system, given the
lack of transparency in the system and generally underdeveloped stakeholder understanding of the rules and
guidelines governing the system. Nonetheless, there was a degree of suspicion and lack of confidence expressed
about fairness in the HTA system, reinforced by what some participants considered to be poor responsiveness to
their queries about both processes and decisions and the provision of inconsistent advice, particularly from the
PDC Secretariat, to queries from some stakeholders.

The absence of an appeal process in MSAC and limited appeal processes in PDC is a source of indignation

to a number of participants. The view was often expressed that no-one gets it right all the time, and the UK
experience of a significant proportion of appeals upheld was often cited. In addition, many participants felt that
this was an area in which the HTA system significantly lagged behind Government better practice in Australia

in other fields and was an aspect of denial of natural justice to sponsors. Participants also generally held the
view that sponsors should be able to appeal decisions on both process and merit grounds, with the possibility of
substitution of a new decision emerging from appeal.

Conflict of interest was a topic of intensive discussion in most of the Focus Group sessions. Conflicts of interests
were perceived to be poorly managed in the HTA system, with the view that this is an extensive problem in MSAC
Advisory Panels and more especially in the Prostheses and Devices Negotiating Group (PDNG). This debate was
linked to two related issues.

Firstly, some participants strongly felt that the identity of evaluators and advisors should be public as an essential
component of natural justice. However, there was an alternative view expressed by a minority of participants that
anonymity of these experts was necessary to protect them from pressure from sponsors and other stakeholders.
Further, there was a concern that given the tight supply of HTA evaluators and advisors, exposing them to
possible controversy or stakeholder pressure might make it more difficult to attract professionals to the sector.

Secondly, some participants forcefully expressed the view that the individuals appointed as advisors to the MSAC
Advisory Panels and the PDC Clinical Advisory Groups were sometimes not the appropriate people in the field

in terms of knowledge and expertise. A number of instances were cited where particular participants believed
the obvious candidate for advisor was passed over for the position, even when recommended by the appropriate
clinical association. Related to this complaint was the view held by some participants that sometimes input was
sought from an inappropriate craft group or medical college.

Another recurring theme expressed by industry-based participants was that the presence of four private health
insurers on the PDC as opposed to a single industry member, and the absence of industry representatives
altogether on the PDNG, undermine the fairness of the negotiation process and the sustainability of funding
recommendations.

Strong support was also expressed by most participants for a separation of HTA evaluation functions from
reimbursement and funding decisions, as an essential component of fairness in the system.




229

Information on system performance

There was a general perception among participants that there are currently no substantial, publicly available
data on the performance of the system. There was strong support for the use and reporting of Key Performance
Indicators (KPIs) in the system, for the purposes of accountability, improvement and benchmarking against other
national systems.

Participants believed that KPIs for the system as a whole and each of the component parts were most crucially
needed in regard to:

e Timeliness;
* % applications approved/rejected; and

* % applications granted interim funding.

3.4 Post market surveillance

Current shortcomings

There was strong support from participants for robust post market surveillance of health technologies and
general agreement that post market surveillance is currently poor in Australia. Participants acknowledged that
TGA undertakes some degree of surveillance in its role as the requlator of the safety of devices, but (with some
dissenting views) generally considered TGA activity in this area to be relatively weak given its passive nature.
Some participants saw the TGA as waiting for adverse events to occur and hoping that they are reported.

The voluntary and partial (addressing only the inherent safety of the device without regard to the safety of

the procedures associated with the use of that device) nature of existing TGA post market surveillance is also
considered by some participants to be a weakness in the system.

The key barrier to effective post market surveillance identified by participants is the lack of readily available,
reliable and comprehensive data. Improvements in data sources, data collection, linkages between databases
such as the MBS and PBS and analysis of trends are seen as the essential pre-conditions for a robust post market
surveillance system. A number of participants did, however, acknowledge that reliance on clinician agreement
and participation to provide case information was both a key to its success and a major risk, given the difficulties
ensuring consistent participation by individual clinicians.

Taking a broader view on this issue, some participants believe that there should be the ability to commission
research linked to post market surveillance, but were of the view that the NHMRC, as the most likely sponsor, is
not interested in funding this sort of research. The absence of a sponsor for these types of research projects has,
according to some participants, resulted in Australia being unable to participate in major international reviews of
particular health technologies with other countries.

Participants supported the development of a framework for post market surveillance that clarifies its purpose(s),
for example whether it is supporting one or all of the following:

e regulatory safety surveillance;

e comparative safety and efficacy of similar technologies;

interim funding arrangements for new technologies (known as ‘coverage with evidence’); and/or

broader health service planning.
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The Registry Model of post market surveillance was generally very strongly supported by participants, with
repeated reference to the National Joint Replacement Registry as an example of best practice. Some participants
did, however, identify perceived shortcomings with the model which decision-makers need to be clear about,
including the following:

e data from Registries are designed for use by doctors to inform their clinical practice and therefore may not be
suitable for other uses;

e the data in Registries may be incomplete as it depends on voluntary submission of information by clinicians
and hospitals;

e funding of Registries by industry is seen by some to undermine credibility to some extent;
* Registries take a long time to deliver useable data;

* Registries are viewed as primarily supporting relative efficacy analysis, and not cost effectiveness or
reimbursement decisions; and

e somes participants argued that Registry data cannot be a substitute for good trials.

Responsibility for Post Market Surveillance

e The main stakeholder view on this issue was that a co-ordinated approach involving all relevant parties was
crucial, but noted the key role of clinicians.

3.5 Challenges of co-dependent and hybrid technologies

Current challenges and suggested enhancements

There was widespread lack of confidence among Focus Group participants in the capacity of the current

HTA system to efficiently and effectively assess co-dependent and hybrid technologies. Participants broadly
acknowledged that assessing these types of health technologies already presents major methodological

and administrative challenges. They expect these problems to intensify with the imminent growth in these
technologies (including multi-combinations, tissue implants and the trend to personal medicine and genetic
testing) and acknowledge that there is no easy answer. It was also recognised that Australia is not alone is facing
this challenge and that other national systems are also struggling with the issue.

However, participants generally considered the inflexible, fragmented, uncoordinated and ‘siloed’ nature of the
current Australian HTA system to be unsuitable for assessing hybrid and co-dependent technologies. There was
widespread participant concern about the lack of clarity around roles and responsibilities for assessing these
technologies and how a decision in one agency or process connects to/impacts upon a process or decision in
another part of the system which is considering the related device or procedure.

Sponsor participants in particular gave examples of negative experiences when applying for assessment of these
types of technologies, including not knowing where to enter the system and not being able to find guidance on
this matter from the agencies. Sponsors expressed the strong view that it should not be their responsibility to
engage in trial and error to work out how and where to enter the system with applications for hybrid and co-
dependent technologies.
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MSAC and PBAC are viewed by some as unable to work together (based on a perceived absence of channels

of communication and their different cycles and processes for HTA). Improvements in these arrangements are
generally considered by participants to be a pre-condition for assessing hybrid and co-dependent technologies if
the agencies remain separate entities in a future HTA system.

A number of participants also suggested that the terms and definitions currently used in HTA are already out of
date and will become more so in the light of the growth of hybrid and co-dependent technologies, and as such,
need to be overhauled.

Finally, in light of the complexity of the new technologies, participants generally expressed the view that it would
be a mistake to try to establish a single process for the assessment of all hybrid and co-dependent technologies.
They believed that it would not be a case of one size fits all, and that the assessment process should be
appropriate for the technology.
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Appendix I: Stakeholder Consultation —
Focus Groups and Bilaterals

In addition to meetings of the Inter Departmental Committee and Medical Technology Stakeholder Reference
Group, the Department held focus groups and bilateral meetings with key stakeholder groups to, firstly, explore
issues surrounding Commonwealth HTA processes, and secondly to explore options to address the HTA Review
terms of reference. Details of the bilateral meetings and focus groups are provided below.

Bilateral Meetings

First Round — "Issues Identification’

20 May 2009 Medical Technology Association of Australia

26 May 2009 Medicines Australia

27 May 2009 Royal College of Pathologists of Australiasia

17 June 2009 Western Australia Health

26 June 2009 National Association of People Living with HIV/AIDS and
the Australasian Society for HIV Medicine

26 June 2009 Australian Orthopaedic Association

2 July 2009 Royal Australasian College of Surgeons

10 July 2009 AusBiotech Limited

16 July 2009 Australian Private Hospitals Association

31 July 2009 Australian and New Zealand Association of Physicians in Nuclear Medicine

31 July 2009 Catholic Health Australia

5 August 2009 Spine Society

20 August 2009 Invitro Diagnostics Australia Limited

9 September 2009 Australasian Cochrane Centre

Second Round — ‘Options Development’

14 October 2009 Catholic Health Australia

16 October 2009 Australian Medical Association

16 October 2009 Australian Orthopaedic Association

20 October 2009 Consumers Health Forum of Australia

20 October 2009 Royal College of Pathologists of Australiasia
20 October 2009 Medical Technology Association of Australia
20 October 2009 AusBiotech

28 October 2009 Australian Health Insurance Association




Focus Groups

‘Issues Identification” Phase — 9 Focus Groups

18 June 2009 Canberra (1 focus group)

19 June 2009 Sydney (3 focus groups)

27 June 2009 Melbourne (3 focus groups)

23 July 2009 Sydney (1 focus group)

24 July 2009 Teleconference (including stakeholders from WA and SA)

‘Options Development’ Phase — 11 Focus Groups

29 September 2009 Sydney (2 focus groups)

20 September 2009  Sydney (2 focus groups)

2 October 2009 Canberra (1 focus group)

6 October 2009 Adelaide (2 focus groups)

7 October 2009 Teleconference (Stakeholder from WA)
8 October 2009 Melbourne (2 focus groups)

9 October 2009 Melbourne (1 focus group)

Participant Organisations

Abbott Diagnostics

Abbott Vascular

ACSS Health

AHM Health Insurance

Alcon Laboratories (Australia) Pty Ltd

Allergan Australia

Amgen Australia Pty Ltd

Anatomics

ASDM Limited

Aus Biotech

AusMedtech Victoria

Australian Society for HIV Medicine

Austofix

Australasian College of Podiatric Surgeons
Australasian Medical and Scientific Ltd
Australasian Tissue and Biotherapeutic Forum
Australian and New Zealand Hyperbaric Medicine Group
Australian Association for Exercise and Sports Science
Australian Biotechnologies

Australian Diagnostic Imaging Association
Australian Health Care and Hospitals Association
Australian Health Insurance Association
Australian Health Management

Australian Health Service Alliance
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Australian Medical Association

Australian National Musculoskeletal Research Institute
Australian Orthopaedic Association
Australian Physiotherapy Association
Australian Practice Nurses Association
Australian Society of Orthopaedic Surgeons
Australian Unity

Barwon Health

Barwon Health Bone Bank

Baxter Healthcare Ltd

Bermaci Pty Ltd

Bio 21, University of Melbourne

Biotronik Australia Pty Ltd

Boston Scientific Corporation

Bristol-Myers Squibb Australia Pty Ltd

Bupa Australia Group

Cancer Voices NSW

Cardiac Prostheses Clinical Advisory Group
Cardiac Society of Australia and New Zealand
Catholic Health Australia

Catholic Negotiating Alliance

Cell and Tissue Therapies WA

Cochlear Limited

Cochrane Consumer Network

Colorectal Surgical Society of Australia and New Zealand
Concept Vision Australia Pty Ltd

Consumers Health Forum of Australia

Cook Medical, Australia

Deakin University

Deloitte Actuaries and Consultants
Department of Health, South Australia
Department of Health, State Government of Victoria
Department of Human Services, State Government of Victoria
Device Technologies Australia

Donor Tissue Bank of Victoria

Edwards Lifescience

Eli Lilly and Company

Energy Orthopaedics

Garvan Institute of Medical Research
Genzyme Australasia Pty Ltd

GlaxoSmithKline Aus

Gytech Pty Ltd

HBF Western Australia

Health Economics and Funding Reforms
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Healthscope Limited

Hologic (Australia) Pty Ltd

Hospira

HT Analysts

Human Genetics Society of Australasia
ICT Services

In Vitro Diagnostics Australia Ltd
Insight Surgical

Integra Neurosciences Pty Ltd
International Musculoskeletal Research Institute
|Q Medical

iSelect

Isoft Health

Johnson and Johnson Medical
Lifehealthcare

LMT Surgical

Medacta Australia

Medartis Australia and New Zealand
Medibank Private

Medical + Optical

Medical Device Evaluation Committee
Medical Intelligence

Medical Services Advisory Committee
Medical Technology Association of Australia
Medical Vision Australia

Medicines Australia

Medtronic Australasia

N Stenning and Co

National Centre for Sustainability
National Coalition of Public Pathology
Neupro

NHMRC University of Sydney

NSW Department of Health

Nutricia Australia

NuVasive Australia and New Zealand Pty Ltd
Omni Health Solutions

Open Sesame Consulting

Orthopaedic Solutions

Orthotech Holdings Pty Ltd

OSHC Worldcare

OT Australia

Parkinsons NSW

Pathology at Melbourne Health and National Coalition of Public Pathology
Peninsula Health
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Penumbra Neuro Australia Pty Ltd

Perth Bone and Tissue Bank

Pharma in Focus

Pharmatel Fresenius Kabi Pty Ltd

Philips Health Care

Private Health Insurance Ombudsman

Prostheses and Devices Negotiating Group

Public Health and Clinical Coordination, SA Health
Quality Use of Medicines, National Prescribing Service
Queensland Health

Ramsay Health Care

REM Systems

Right Time Business Pty Ltd

Roche Diagnostics Australia Pty Ltd

Roche Pharmaceuticals

Roche Products Pty Limited

Royal Australian and New Zealand College of Ophthalmologists
Royal Australian College of General Practitioners
Royal College of Pathologists of Australiasia

Saint Vincent's Hospital, Melbourne

Sanofi Aventis Australia and New Zealand

Sirtex Medical Limited

Smith and Nephew Surgical Pty Ltd

South Australian Tissue Bank

Spine Society of Australia

St Jude Medical Australia Pty Ltd

Surgical Synergies

Surgiplas Medical

Swinburne Uni of Technology

Synthes Australia Pty Ltd

Tag Medical

Teachers Federation Health

The Hospitals Contribution Fund of Australia Limited
Vital Diagnostics

Zimmer Pty Ltd




237

[ XIAN3IddV

Appendix J: Discussion Papers Presented to
‘Options’ Focus Groups 14-28
October 2009

Review of Health Technology Assessment in Australia — Proposals for HTA
Reform to Inform Discussion

Discussion Paper 1 — A Conceptual Framework for Commonwealth HTA Processes
Discussion Paper 2 — Streamlining Application Processes

Discussion Paper 3 — Approaches to Evidence and Methodologies

Discussion Paper 4 — Improved Administration of Commonwealth HTA Processes
Discussion Paper 5 — Enhanced Post-Market Surveillance
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Review of Health Technology Assessment in Australia Proposals for HTA
Reform to Inform Discussion

As part of its ongoing consultation with stakeholders during the Review of Health Technology Assessment in
Australia (the HTA Review), the Department of Health and Ageing (DoHA) is conducting a second round of
focus groups and bilateral meetings to explore draft proposals that aim to address concerns raised during initial
consultations.

To stimulate discussion of possible reform proposals during this second round of consultation, following
consideration of a range of concerns and proposals raised in initial feedback from stakeholders through
86 written submissions, 9 focus groups and 14 bilateral meetings with peak bodies, DoHA has prepared
five Discussion Papers:

Discussion Paper 1 — A Conceptual Framework for Commonwealth HTA Processes
Discussion Paper 2 — Streamlining Application Processes

Discussion Paper 3 — Approaches to Evidence and Methodologies

Discussion Paper 4 — Improved Administration of Commonwealth HTA Processes

Discussion paper 5 — Enhanced Post Market Surveillance

The Discussion Papers are intended to stimulate focussed discussion and any proposals presented or omitted
should not be taken to represent the policy position of the Australia Government. DoHA does not seek to suggest
that all possible proposals for HTA reform have been identified in the Discussion Papers, nor that any particular
proposal will be recommended to the Government in the final report of the HTA Review.

Most proposals outlined in the Discussion Papers require further considered consultation with stakeholders,
including about how they may be appropriately resourced for effective implementation. Because the HTA Review
is constrained to put forward recommendations that can be implemented within existing funding levels, some

of the proposals may be considered to be medium to longer term strategies to reform Commonwealth HTA
processes. They may also potentially impose additional regulatory requirements that would need to be carefully
considered prior to recommendation or implementation.

Interested parties who are registered to attend the second round of focus groups and bilateral meetings will have
an opportunity to provide feedback on the Discussion Papers at these meetings. This feedback will inform the
development of the HTA Review Report which is to be presented to the Minister for Health and Ageing,

the Hon Nicola Roxon MP, and Minister for Finance and Deregulation, the Hon Lindsay Tanner MP, in late 2009.

To assist stakeholders with providing feedback on the Discussion Papers, an overview of the Australian
Government's current health technology assessment functions for market regulation and reimbursement is
attached (Attachment A and Attachment B) to provide a consistent and fully informed basis for input during
the second round of consultation.

A schema for the Discussion Papers is at Attachment C.
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Overview of Australian Government Health Technology Assessment (HTA)
Functions for Market Regulation and Reimbursement

HTA to Inform Market Regulation

Therapeutic Goods Administration (TGA)

The Therapeutic Goods Administration (TGA) was established in 1991, with the current medical devices regulatory
scheme commencing in 2002. The market entry functions, roles and responsibilities of the TGA and its advisory
committees (Medical Device Evaluation Committee (MDEC) and its supporting sub-committees) are prescribed

in legislation. The TGA assesses the safety, quality and efficacy of therapeutic products for the purposes of
regulation of market entry. The TGA operates under full cost recovery and utilises internal and external expertise
(as required) to undertake its assessments. In making a decision to include a product in the Australian Register of
Therapeutic Goods (ARTG), the Secretary of DoHA (or delegate) considers an assessment report and approves the
therapeutic products if quality, safety and efficacy are demonstrated. The TGA assessment of safety requires that
the product should be “free from unacceptable risk".

HTA to Inform Reimbursement Decisions

Public Funding through the MBS

The Medical Services Advisory Committee (MSAC) was established in 1998 as a result of a 1997-98 Federal
Government Budget decision to strengthen arrangements for assessing new technologies and procedures before
they are considered for reimbursement under the Medicare Benefits Schedule (MBS). Its Terms of Reference
require it to advise the Minister for Health & Ageing on the strength of the evidence relating to safety, clinical
effectiveness and cost effectiveness for the purpose of advising the Minister for Health and Ageing on the
circumstances under which medical services involving new technologies and procedures should be eligible for
public subsidy. The MSAC assessments are undertaken by external HTA experts using a comparative approach
in which the proposed service is compared with services currently receiving public reimbursement. All costs
associated with supporting MSAC are met from Departmental resources.

Public Funding through the PBS

The Pharmaceutical Benefits Advisory Committee (PBAC) was established in 1954, with its functions, roles and
responsibilities prescribed in legislation. It assesses comparative clinical and cost effectiveness for the purposes

of advising the Minister for Health and Ageing on the eligibility of pharmaceuticals and vaccines for public

subsidy under the Pharmaceutical Benefits Scheme (PBS). The PBAC assessment of clinical effectiveness involves
an assessment of the harms versus the benefits of a pharmaceutical or vaccine against suitable comparators.
Assessments of applications are mainly undertaken by Departmental staff (many with pharmaceutical, scientific or
clinical expertise) or evaluation groups under contract. Funding for this function is provided through Administered
Funds, although cost recovery will be implemented in the near future.
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Private Health Insurance Reimbursement

The Minister for Health and Ageing established the Prostheses and Devices Committee (PDC) in 2004 to advise
on what products should be included in the Prostheses List and the appropriate benefit for private health
insurance reimbursement purposes. The Minister has also approved additional criteria (to those prescribed in
legislation) for eligibility for listing on the Prostheses List. The PDC utilises guidance to define its processes and
procedures, and assesses comparative clinical effectiveness and cost relative to clinical effectiveness for the
purposes of determining an appropriate benefit. Management of the prostheses listing arrangements operates
under full cost recovery. Assessment of clinical effectiveness is conducted by external experts (through the Clinical
Advisory Groups and Panel of Clinical Experts).

Public and Private Reimbursement Arrangements

MBS Funding

Once the Minister for Health and Ageing notes the MSAC advice, the Department of Health and Ageing (DoHA)
negotiates with the medical profession through consultative committees to determine the proposed MBS item
descriptor and fee, and provides further advice (including costings, which must be agreed with the Department of
Finance) to the Minister. The Minister makes a decision within the context of broader government priorities about
whether the proposed medical service should be included in the Health Insurance Regulations which give rise to
the MBS.

PBS Funding

Once PBAC has recommended a pharmaceutical for listing on the PBS, the Pharmaceutical Benefits Pricing
Authority (PBPA) makes a recommendation on the proposed price for a new PBS item based on advice from
PBAC, including consultation with the applicant and other sources. Where the projected net costings are less than
$10 million per annum, the Minister notes the advice, and a delegate (of the Minister) approves the inclusion of
the product on the PBS. If the costings (which must be agreed with the Department of Finance) are greater than
$10 million per annum, then approval by the Minister for Health and Ageing and Cabinet is required. The Minister
(or delegate) authorises the inclusion of pharmaceuticals in legislative instruments which gives rise to the PBS
within the context of broader Australian Government priorities.

Prostheses List Benefit

The PDC makes a recommendation to the Minister for Health and Ageing (or delegate) on the appropriate benefit
for a product to be included on the Prostheses List. PDC's recommendation is based on benefit negotiations
conducted through the Prostheses and Devices Negotiating Group (PDNG). A delegate (of the Minister) approves
the inclusion of products in the Prostheses List by signing Rules which gives rise to the List.
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Post Market Surveillance

The TGA currently conducts surveillance of the manufacturer's compliance with post market obligations including
vigilance programs.

A diagrammatic representation of Commonwealth HTA functions is at Attachment B.

Australian Government Better Regulation Agenda

The Australian Government has an ambitious regulatory reform agenda reflecting its policy objective that well-
designed and targeted regulation reduces costs and complexity for business and the not-for-profit sector, and that
better regulation will enhance Australia’s productivity and international competitiveness

The Minister for Finance and Deregulation has portfolio responsibility for this agenda, and is leading a number of
better regulation initiatives at both the Commonwealth level and inter-jurisdictional level through the Council of
Australian Governments process.

Better Regulation Ministerial Partnerships (Partnerships), between the Minister for Finance and Deregulation and
Ministerial colleagues are a key part of the Better Regulation agenda to achieve substantive requlatory reform at
the Commonwealth level. The HTA Review is being progressed as a Partnership between the Minister for Health
and Ageing and the Minister for Finance and Deregulation.
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Discussion Paper 1 — A Conceptual
Framework for Commonwealth HTA
Processes

Disclaimer

The proposals for reform to Commonwealth Health Technology Assessment (HTA) processes as outlined in this Discussion Paper
represent a range of responses to the issues raised in submissions to the HTA Review and during stakeholder consultation. The
Discussion Papers are intended to stimulate discussion at the forthcoming consultations and any proposal presented or omitted should
not be taken to represent the policy position of the Government. The HTA Review is required to put forward proposals that can be
sustained within existing funding levels and that are consistent with Government policy objectives.

Introduction

Health technology assessment (HTA) is a key tool for the Australian Government to inform its reimbursement
decisions in order to achieve its overall objective of delivering a safe, effective and efficient health care system
that is fiscally sustainable in the longer term.

As in many countries, Australian Government policy regarding subsidised access to medical procedures, devices
and medicines requires demonstrated comparative safety, effectiveness and cost effectiveness to inform decisions
regarding health care funding.

This paper describes the current Commonwealth system for HTA for market requlation and HTA for
reimbursement, and provides a proposed way forward to maintain and improve the elements of Australia’s
Commonwealth HTA system for the future. More specific details of how this might occur are explored in
Discussion Papers 2 to 5.

Current Australian Government management of access to and funding of health technologies

The Department of Health and Ageing (DoHA) has a legislative, policy and program framework to support the
following functions:

e assessment of the safety and efficacy of health technologies for market regulation — to ensure that therapeutic
products are safe, perform as intended and are produced using appropriate quality controls before marketing
approval is granted in Australia through the Australian Register of Therapeutic Goods (ARTG);

e assessment of the comparative safety, clinical and cost effectiveness of health technologies which informs
decisions about:

 public funding of medical services (with or without a device), procedures and diagnostic technologies,
pharmaceuticals and vaccines through the Medicare Benefits Schedule (MBS), the Pharmaceutical Benefits
Scheme (PBS) and the National Immunisation Program (NIP) respectively;

e private health insurance reimbursement of prostheses through the Prostheses List (PL); and

e post market surveillance of these health care interventions to inform ongoing decisions about the marketing

approval of therapeutic products or the reimbursement of health technologies that prove not to be safe or do

\ not perform as intended.
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Resources to support these functions are managed by different Divisions within DoHA, and by the Therapeutic
Goods Administration (TGA).

Concerns Raised in HTA Review Consultations

Concerns raised by stakeholders in public consultations about the current overall Commonwealth approach to
HTA in Australia included:

e the lack of a strategic, systematic and integrated framework for Commonwealth HTA functions including the
absence of practical linkages between the HTA advisory committees assessing health technologies, and their
assessment within a holistic model of care;

e insufficient recognition and adoption, where appropriate, of international developments in assessing health
technologies; and

e insufficient coordination between Commonwealth HTA functions and those of State and Territory governments.

Proposal 1 Proposed Conceptual Framework for Commonwealth
HTA Processes

In the light of concerns about the coordination and management of Commonwealth HTA processes, there may be
benefit in explicitly defining the vision, goal, scope and principles for an overall HTA system. This might provide

a benchmark against which to assess other more specific changes and also facilitate a common approach to the
various elements of the system.

The following proposed vision, goal and underpinning principles for an overall Commonwealth HTA system have
been formulated by drawing on views expressed by stakeholders during the HTA Review consultation process.
These principles aim to reflect a system that is consistent with the Government’s regulatory reform agenda and
Better Regulation Ministerial Partnership between the Minister for Health and Ageing, the Hon Nicola Roxon MP,
and the Minister for Finance and Deregulation, the Hon Lindsay Tanner MP.

Proposed vision for a Commonwealth HTA system

Commonwealth HTA in Australia should be recognised as an international leader in the field — providing a
structure and capability to ensure the timely and equitable access to cost effective health care interventions for
the Australian community, and which achieve optimal health outcomes within available resources.

Proposed goal and objective of a Commonwealth HTA System

The proposed explicit primary goal for the Commonwealth HTA system is to maximise beneficial health outcomes
within the health budget.!

1 The proposed goal: could be more than the means by which this primary goal is achieved; encompasses the central concept of opportunity
cost;focuses on provision of health care resources and health outcomes, not indirect outcomes of health via changes in production (i.e. emphasises
the full health care system perspective over the societal perspective); could be open to how the availability of health care funds is determined, and
could include other goals of the health care system, such as equity of access according to capacity to benefit, promoting innovation to achieve the
primary goal, and being flexible to deal with rare conditions
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Proposed underpinning principles of Commonwealth HTA in Australia
The Commonwealth HTA system in Australia should be:

Principle Descriptor

1. Independent and o HTA processes should independently verify evidence in the Australian health care context.

consultative o HTA processes and advice should be informed by appropriate consultation.

2. Transparent and o A clear distinction of roles should be evident between applicants, process administrators, affected health
accountable professionals, evaluators, advisory committees, payers and policy-makers in terms of their powers/functions in
the HTA process.

o A clear explanation of HTA processes (including the assessment?, appraisal and decision making steps, the
expertise and criteria applied to perform each step, timelines and how each step is consistently applied) should
be publicly available (where appropriate).

o HTA processes should be procedurally fair throughout the assessment leading up to the reimbursement decision
by explaining clearly what information is needed and how a decision will be made, conducting an unbiased
assessment and giving relevant stakeholders appropriate opportunities to contribute.

e HTA advisory committee appraisals, recommendations and advice should incorporate wide, multidisciplinary
stakeholder input, while remaining consistent and credible, and adhering to pre-agreed timelines and key
performance indicators.

o There should be public disclosure of HTA advisory committee appraisals, advice and recommendations (with facts
and reasons leading to these recommendations) and of subsequent reimbursement decisions.

3. Efficient o HTA processes should be seamless and minimise duplication.
o HTA processes should be managed as a single system that anticipates and manages assessment issues.

o HTA processes should minimise regulatory cost remaining cognisant of the need to ensure scientific rigour and
sustainability of the health care system.

o HTA processes should share information and expertise (including independent evaluator and clinical expertise).

4. Informed by best available | e HTA appraisals should be based upon research evidence as well as informed by contemporary clinical practice

evidence and aligned with and societal values.
contemporary clinical o HTA appraisals should have regard to all relevant comparators that are used inter-dependently within a clinical
practice model of care.

o HTA appraisals should take into account globally harmonised evidence requirements and should apply
internationally collaborative evidence in order to remain relevant to the Australian context.

5. Flexible and fit for purpose | e HTA processes should be able to identify and accommodate emerging health care interventions (through horizon
scanning) and changing clinical practices. Assessment methodologies should be continually reviewed and
updated in the light of validated innovations and developments.

o HTA processes should ‘triage” applications so that the appropriate type of assessment (e.g. full versus targeted
assessment/brand versus generic assessment) is undertaken.

6. Capable and manages risk o HTA appraisals should consistently apply rigorous analytical methods while reflecting patient and fiscal risks
effectively associated with adoption of a health care intervention.

o HTA appraisals should inform risk sharing arrangements between government and applicants where appropriate.

7. Sustainable o The HTA system should contribute to the sustainability of the broader health system through the identification of
safe, clinically effective and cost effective health care interventions for consideration for reimbursement as well
as the identification of health care interventions that are of questionable clinical and/or cost effectiveness that
should be considered for disinvestment.

o The HTA system should provide suitable incentives to build and sustain a HTA workforce with up to date skills.

w,on

2 For the purpose of this discussion paper, the term “assessment” means “the evidence base to consider the health technology”; “appraisal” means
“the consideration of the evidence and other relevant factors by the advisory committee”; and “decision making” means “the final funding decision”
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Commonwealth HTA functions
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Overview

A proposed approach to future HTA governance of functions and elements of a HTA system is outlined below.
HTA processes should provide the necessary synergies to deliver access to safe, effective and cost effective health
technologies to the Australian community.

A diagrammatic representation of the proposed Commonwealth HTA functions is at Attachment A.

Scope of HTA coverage

In the short term, the Commonwealth HTA system would continue to assess:
e medical services;

® surgical interventions;

e diagnostic technologies (including pathology);

* devices;

e vaccines;

e drugs;

e hybrid technologies; and

e co-dependent technologies.

In the longer term, and consistent with any future Australian Government policy decisions about the scope
of health care intervention types it is prepared to consider funding, the Commonwealth HTA system could be
expanded to also assess, for example:

e health care prevention;

e clinical models of care (including their integration with technology);
e medical aids and appliances;

e Dblood and blood products and services;

e cell therapies and other biologics;

e other emerging health care interventions; and

e health care system guidance.

The resource implications of expanding Commonwealth and HTA sector capacity and capability would also need
to be addressed.
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Horizon scanning

Commonwealth HTA processes should include a horizon scanning mechanism to be able to proactively identify
and respond to new and emerging technologies and to adapt to changes in models of clinical care.

These horizon scanning activities would inform any impending health care intervention ‘pipeline” and highlight
where assessment of these health care interventions may be focussed to meet the needs of the health care
system, whilst aligning with national health priorities.

HTA for market entry

The TGA's role of evaluating the intrinsic safety, clinical effectiveness and efficacy for the market regulation of
therapeutic products is an important contributor to the Commonwealth HTA functions for reimbursement (noting
that the ARTG includes some therapeutic products not seeking HTA for reimbursement).

Evidence received and assessments made by the TGA in its market regulation role can usefully inform the
Commonwealth's HTA processes — particularly the safety and effectiveness of therapeutic products which may
inform the comparative assessments made during the HTA for reimbursement phase.

HTA for reimbursement

HTA is the prime means by which the Australian Government makes informed decisions about public and private
reimbursement of health care interventions. These health care interventions are required to satisfy demonstrated
comparative effectiveness and cost effectiveness requirements.

Reimbursement decision

Decisions about reimbursement of health care interventions by payers (Australian Government and private health
insurers) would be informed by recommendations and advice from HTA advisory committees. Decision makers
would also consider the broader financial implications of funding each health care intervention to ensure longer-
term sustainability of the health care system.

Listing

The creation and maintenance of schedules and listings of health care interventions through the MBS, PBS and
the PL would be at the discretion of the Minister for Health and Ageing, Cabinet or a delegate of the Minster for
Health and Ageing and implemented through legislative instruments. Listing is the mechanism that makes health
care interventions available to the Australian community.

Post implementation management — post market surveillance (PMS)

Post market (and post reimbursement) surveillance of health care interventions would provide routine quality
assurance processes including:

e post market surveillance (PMS);

e maintenance of benefits; and

e the balance of investment with disinvestment.
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PMS is important because:

[ XIAN3IddV

e it can provide valuable new evidence on the performance of a health care intervention on an ongoing basis,
especially where pre market and pre reimbursement evidence is limited; and

e the information collected will inform ongoing investment recommendations such as:

should a health care intervention continue to be publicly funded or privately funded?

should the eligible population be reviewed?

should price (benefit) paid for health care interventions increase, decrease or stay the same?

should a health care intervention be removed from the market (disinvestment)?

Discussion Papers 2 to 5 provide more detailed proposals.
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Discussion Paper 2 — Streamlining
Application Processes

Disclaimer

The proposals for reform to Commonwealth Health Technology Assessment (HTA) processes as outlined in this Discussion Paper
represent a range of responses to the issues raised in submissions to the HTA Review and during stakeholder consultation. The
Discussion Papers are intended to stimulate discussion at the forthcoming consultations and any proposal presented or omitted could
not be taken to represent the policy position of the Government. The HTA Review is required to put forward proposals that can be
sustained within existing funding levels and that are consistent with Government policy objectives.

Introduction

A range of policy, program and legislative arrangements underpin the multiple advisory committees and
associated administrative processes which make up Commonwealth Health Technology Assessment (HTA)
processes. These HTA processes inform decisions about market regulation and listing of medical services,
pharmaceuticals, vaccines and devices on the Medicare Benefits Schedule (MBS), Pharmaceutical Benefits
Schedule (PBS), National Immunisation Program (NIP) and the Prostheses List (PL) respectively.

Currently, applicants are required to traverse four different public interfaces within the Department of Health and
Ageing (DoHA) to make applications for the Australian Register of Therapeutic Goods (ARTG), MBS, PBS/NIP and
PL. These four interfaces have different processes and approaches to the management of applications.

This paper presents a number of proposals to facilitate streamlined, efficient and timely application processes —
including how applications are managed through the different assessment processes and the factors taken into
consideration in determining the assessment pathway.

Concerns Raised in HTA Review Consultations

Concerns raised by stakeholders during public consultations included:

® DoHA manages the HTA advisory committees (Medical Services Advisory Committee (MSAC), Pharmaceutical
Benefits Advisory Committee (PBAC) and Prostheses and Devices Committee (PDC)) differently. As a
consequence, DoHA's approach has been criticised as being siloed, overlapping, duplicated and lacking in
coordination;

e there is limited formal and routine interaction between the different areas of DoHA about their functions
despite the fact that HTA eligibility criteria includes successful completion of a previous step (e.g. ARTG listing
and MBS Item);

e the sequential (rather than concurrent) nature of lodging applications for HTA for market entry and
reimbursement causes delays and that processes should take place concurrentlythere is perceived duplication of
HTA assessment activities between the market entry and the reimbursement processes. This delays use of the
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technology and limits the already short life-cycle of health technologies;

e there was general criticism of the HTA processes undertaken by MSAC and the PDC, in particular their perceived
inconsistent application requirements and assessment outcomes, the lack of transparency of processes,
timelines and decisions, the lack of procedural fairness (including application costs) and the availability in the
public hospital system of products which are not available on the MBS or the PL — creating perceived equity of
access issues;

e however, stakeholders also expressed support for:

 the HTA processes undertaken by the TGA and PBAC (which can be attributed to factors such as key
processes being prescribed in legislation and depth of departmental experience in their execution resulting
in greater transparency, predictability of requirements, and specified timeframes and outcomes);

* asingle entry point or “umbrella” function for Commonwealth HTA processes; and

o the establishment of an “independent” HTA agency.

Proposal 2 Single Entry Point

Establishment of a single entry point within the health agency portfolio to manage applications for the
Commonwealth HTA processes for market entry and reimbursement which could include the following features:
1. apublic interface with stakeholders (through a website and guidance documents);

capacity to monitor the progress of applications;

single liaison point for applicants and the HTA processes;

AW

responsibility for organising broad based pre-lodgement meetings — which could provide a “whole-of-HTA
system” view to aid an applicant’s understanding of how its application could progress through the various
Commonwealth HTA processes and advisory committees, and the likely evidence requirements;

5. acoordination function for those applications which would need to be assessed by multiple HTA processes
and advisory committees such as hybrid' or co-dependent? technologies;

6. management of information requests between the HTA processes and advisory committees and the
applicants; and

7. responsibility for coordination of evidence requirements and assessment processes to promote greater
consistency across the HTA processes and advisory committees.

1 Where the characteristics of different health technologies (eg a medicine or a medical device or a biologic) are combined in one intervention (eg
laser activated medicines such as photodynamic therapy, or drug eluting stents)

2 Where therapy involving the use of one health technology to directly improve health (eg a medicine or a medical device or a procedure) is improved
by the use of another health technology which might more accurately identify patient subsets most likely to gain from the therapy or monitors
therapy response.




Discussion

A single entry point could improve role clarity and provide better co-ordination of Commonwealth HTA processes
by facilitating concurrent or integrated processes where assessments are built on those completed by other HTA
processes (including international) rather than undertaken sequentially and from the ground up.

It could ensure that appropriate communication and collaboration takes place among the TGA and HTA advisory
committees (MSAC, PBAC and PDC), as well as public and private payers and State and Territory Governments.

It could provide an opportunity to standardise application requirements (including guidance), where appropriate,
to be consistent with the flexibility of the parallel proposal to introduce a risk-based assessment process.
Discussion Paper 3 — Proposal 5 “Implementation of a risk-based approach to evidence requirements and
methodologies” explores options for triaging of HTA levels of assessment.

It might also lead to efficiency gains through the processing of applications in a consistent manner, and improved
communication with applicants. Management of pre-requisites (ARTG number, MBS item) could be simplified, and
the flow of applications across more than one HTA process could be better controlled.

Set out below are a number of ways a singe entry point might be implemented.

Option 2A — A new single entry point to process and manage all applications

A new single entry point could be established to process and manage all applications for HTA for market entry
and reimbursement.

Discussion

This would provide an opportunity for consistent processes and guidelines to be developed. In addition, potential
applicants would only be required to interact with one Commonwealth process to seek information about and
apply for HTA for both market regulation and reimbursement.
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Diagram 1 Option 2A

Market Regulation

Devices

HTA Recommendation
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Option 2B — A single entry point manages applications for HTA for market requlation and a single entry point
manages applications for HTA for reimbursement

The TGA maintains its role as the market entry requlator and another area within the Health portfolio assumes
responsibility for coordinating all applications for Commonwealth HTA processes for reimbursement.

Discussion

This option could maintain the current separation of HTA for market regulation and HTA for reimbursement
activities which may reduce role confusion. However, it might also continue the perception that there is
fragmentation between HTA for market entry and HTA for reimbursement, particularly whenever market
authorisation is part of the eligibility criteria for HTA for reimbursement, noting that stakeholders have been
critical of the coordination of timing of granting market authorisation and the commencement of HTA for
reimbursement.

The DoHA area taking responsibility for overall coordination of the current HTA processes and advisory
committees (MSAC/PDC/PBAC) would have an opportunity to develop more consistent processes and/or manage
the different application requirements.
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Diagram 2 Option 2B

Market Regulation

Devices

HTA Recommendation
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Proposal 3 Triaging of HTA Applications

f XIAN3IddV

The overall triaging process could determine:

e the most appropriate HTA process(es) and HTA advisory committee(s) to undertake assessment of the product
or service (including any combination of these); and

e the most appropriate assessment level for different types of applications within each HTA process (such as new
products, “me-too” products, variations to existing products and co-dependent and hybrid products), the likely
evidence and time implications.

This proposal seeks to implement a more consistent approach to triaging applications across DoHA, while
allowing for the individual requirements of the different HTA processes.

Note: The proposal for triaging is not dependent on the proposal for a single entry point.

Discussion

Both the TGA and PBAC processes incorporate triage systems to inform the assessment pathway and assessment
levels for applications using a risk based approach. The PDC process has an informal triaging process for its
applications. Applications to MSAC are currently accepted without triaging.

The triage within an assessment process could determine whether the application requires a full HTA, targeted
HTA, listing advice on the basis of the triage report or is unsuitable for further assessment (or listing) on the basis
of the triage report.

Implementing an overall triaging process could aid applicant understanding of the HTA processes and create
resource efficiencies by enabling planning for upcoming HTA assessments (including assignment of resources [HTA
assessors and funding]).

Proposal 4 Allowing Submission Based Assessment for Potential New
Medicare Benefit Items

MSAC applicants could be expected to gather all necessary evidence to support their application, rather than the
evidence being generated during the assessment process. Applications would be made to the MSAC Secretariat
and be independently evaluated (using appropriate expertise). The evaluation report would be provided to MSAC
alongside the application which would determine whether to recommend the proposed health technology for
listing on the MBS. If the application provided an insufficient basis to recommend MBS listing, the MSAC reasons
would identify the deficiencies in the application.

Discussion

This proposal could be assisted through improvements to application forms, clearer eligibility criteria and

evidence requirements and improved pre-lodgement consultation mechanisms. It could represent a shift from the
current practice of MSAC commissioning a full HTA by external evaluators and might assist DoHA with triaging
applications (refer to Proposal 2 above).
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This proposal could reduce assessment timelines, enhance procedural fairness, build capability in Australia
(including increased skills in conducting trials, health economic [cost effectiveness] analyses), increase the
evidence base for potential new Medicare Benefit items and increase clinical trial capacity in Australia in relation
to medical devices and medical procedures.

Should an applicant provide insufficient information to support an application, it could be directed (prior to
reapplying to MSAC) to either:

 undertake its own research to generate the necessary evidence; or

e seek the assistance of a coordinating research body to apply for a funded trial of its procedure/device which
could contribute to the evidence base.




Discussion Paper 3 — Approaches to Evidence
and Methodologies

Disclaimer

The proposals for reform to Commonwealth Health Technology Assessment (HTA) processes as outlined in this Discussion Paper
represent a range of responses to the issues raised in submissions to the HTA Review and during stakeholder consultation. The
Discussion Papers are intended to stimulate discussion at the forthcoming consultations and any proposal presented or omitted could
not be taken to represent the policy position of the Government. The HTA Review is required to put forward proposals that can be
sustained within existing funding levels and that are consistent with Government policy objectives.

Introduction

Commonwealth HTA processes for reimbursement purposes are undertaken by three separate HTA advisory
committees: the Medical Services Advisory Committee (MSAC), Pharmaceutical Benefits Advisory Committee
(PBAC) and Prostheses and Devices Committee (PDC). These advisory committees assess health technologies,
including devices, pharmaceuticals, diagnostics and pathology tests. The manner in which these different
advisory committees approach HTA (approaches to evidence and methodologies) varies, as do the ways each
single advisory committee approaches different technology types. It is recognised that there is a strong need for
consistency across and within HTA advisory committees where possible, as well as the ability to undertake fit for
purpose assessments where appropriate.

This paper summarises the key concerns expressed by stakeholders about the current approaches by the
Department of Health and Ageing (DoHA) to evidence and methodologies and the way that they are applied
to HTA in Australia. It also presents a number of proposals to address these concerns, within the scope of the
HTA Review.

Concerns Raised in HTA Review Consultations

Concerns raised about approaches to evidence and methodologies for HTA processes during public consultations
ranged across six themes:

Transparency of methods

e Stakeholders sought greater transparency of approaches that are used to assess technologies, including:

what methodologies will be used to assess technologies;

how those methodologies will be applied; and

how much evidence of what quality/level of evidence is expected.

Stakeholders identified a need for better feedback about limitations in the evidence provided by sponsors
(either prior to, during or following the assessment process).

* The consequences of the current lack of transparency were considered to be:

* inconsistent or unpredictable application requirements, assessments and decisions;

259

f XIAN3IddV



Review of Health Technology Assessment in Australia 260

e duplication of work by sponsors and HTA advisory committees;
e inefficiencies for government due to the receipt of insufficiently substantiated applications; and

e poor public perception of the fairness of Commonwealth HTA processes.

Evidentiary requirements

* The levels of evidence required for assessments are regarded by some stakeholders as lacking clarity or
consistency. Clarity of evidentiary requirements, consistent with a high likelihood of a positive HTA outcome,
was important to stakeholders who have financial interests and desire some degree of certainty around
HTA decisions.

e The perceived high number of HTA recommendations that did not support reimbursement for health
technologies, was seen as being linked to unreasonably high evidentiary requirements, and was of concern for
many stakeholders. Stakeholders stated that level 2 National Health and Medical Research Council evidence is
difficult to obtain for many medical technologies.

Comparators

e Stakeholders identified a need for greater clarity regarding the determination of comparators in assessing new
health technologies. Current levels of guidance, both formal and informal, were criticised with regard to the
appropriate use of comparators, the scope of what can be considered a comparator, and what options are
available if there is no obvious direct comparator.

Societal values

® The use of 'societal values' in economic evaluations was felt to be lacking in the current system. Failure to
consider wider economic benefits (other than health benefits) was thought to result in the undue exclusion of
some technologies from reimbursement.

Risk-based approach

e A risk-based approach to assessment methodologies was considered desirable in many submissions. The current
system was criticised as being inflexible and unable to undertake ‘fit for purpose’ assessments in which the
potential risks involved with a technology could determine the level of assessment (such as complex versus
rapid assessments) and the level and quality of evidence required.

International harmonisation of methodologies

e The international harmonisation of HTA methodologies was supported by stakeholders, particularly for
assessments of comparative safety and comparative clinical effectiveness. By ensuring economic evaluations
are local, but HTA methods and some assessments are translatable internationally, harmonisation could add
efficiencies to HTA and make better use of expertise and resources.
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Proposal 5 — Implementation of a Risk-based Approach to Assessment

A more risk-based approach to assessment would mean ensuring that the intensity of assessment matched
the risk of the technology. Such an approach would require the ability to vary the amount and level/quality of
evidence for different technologies through the development and use of:

An HTA risk classification table

This would be a tool that, based on the characteristics and clinical performance of the technology, could produce
an individualised risk rating (eg rating the fiscal risks and/or risks of harm to the patient). This could consist of a
table or a series of tables comparing factors to come up with an individualised risk rating, akin to the Therapeutic
Good Administration’s (TGA) risk classification system and the work of the Global Harmonisation Task Force
(GHTF) on risk management principles. This table could enable applicants to easily identify the likely evidentiary
requirements for an application (see next point below) and the likely level of assessment (eg full or streamlined).
However, in order to ensure that a fit for purpose approach is taken, this table could only provide an indication of
these expectations. The implementation of this approach could provide transparent and more consistent guidance
on risk assessment and thus some certainty to applicants regarding the initial approach to assessment. It would
provide no indication on the likely outcomes of the subsequent assessment.

Linking risks to evidentiary requirements

Once a technology had been risk-assessed, sponsors could then be formally advised of what type and quantity of
evidence would be required for an individual application'. The risk-assessment could also determine the clinical
and economic evaluation tools to be used, related to relevant outcome measures.

Different methods for grading evidence could be considered in the development of the final evidentiary
requirements and associated guidance. These should take international requirements into consideration (see next
point below). The implementation of this proposal could facilitate upfront discussion of limitations in evidence
with sponsors (see also Discussion Paper 4).

The implementation of a transparent risk-based approach, alongside improved transparency of evidentiary
requirements and improved communication with stakeholders around decisions, might better enable applicants
to meet these requirements, and more clearly highlight the relationship between the strength of evidence and
assurance in recommendations for public and private funding.

Consideration of harmonisation with international evidentiary requirements

The harmonisation of risk-based evidentiary requirements and methodologies to align with those of other
countries where possible could provide applicants with some degree of certainty about possible outcomes, reduce
duplication of effort and more efficiently use HTA expertise. This would be particularly helpful to multinational
sponsors dealing with HTA expectations across different countries for the same health technology. Assessments
would continue to be undertaken at the Commonwealth level, incorporating the local context.

1 The levels of evidence required could have been set out in advance, at the time of the pre-lodgement meeting (see Discussion Paper 2).
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Discussion

The implementation of these approaches to evidence and methodologies could involve a review of risk
classifications, evidentiary requirements and harmonisation across HTA advisory committees, with consolidation
where possible, and allow publication of more transparent requirements. The intent of this proposal is to address
the consistently raised concerns around the lack of transparency and consistency, not necessarily to increase
evidentiary requirements. These approaches may also address the identified need for greater simplicity in the HTA
processes and may promote timeliness of assessments.

With regard to risk, the work undertaken on this proposal could define the types of risk to which it refers (eg
fiscal risk and risk of harm) and explain their importance in the assessment process.

With regard to harmonisation with international requirements, the TGA has already adopted similar principles
developed for the European Union in relation to the market regulation of devices. Whilst higher levels of
harmonisation have been called for by some stakeholders than are currently proposed, it is important that this
proposal enables the benefits of harmonisation (such as efficiencies) without jeopardising the ability to make
HTA decisions based on local contexts, values and resources, and that harmonisation does not hinder the ability
to undertake fit for purpose assessments. In addition, it would need to be ascertained whether HTA evidentiary
requirements in other countries are compatible with the proposal to develop risk-based evidentiary requirements.

Stakeholders may dispute the defined risk for a health technology and consequential evidentiary requirements.
However, this should be mitigated by a clearer articulation of the reasoning behind these evidentiary requirements
(eg comparative safety and financial implications for government). It is also possible that a more transparent
approach to risk classification and evidentiary requirements will further reduce the perceived inflexibility of the
system to accommodate other relevant factors.

Proposal 6 — Improved Guidance on Methodologies and Methodological
Processes

Guidance for applicants that is consistent, transparent and publicly available. This could outline explicit HTA
methodologies and methodological processes to address the following concerns including:

Perspectives considered in assessments

An assessment could be undertaken across the current HTA processes to provide a clear description of,
and reasoning behind, the perspectives adopted for economic evaluations considered by these approaches
(with consequences for the consideration of indirect costs). If any changes were agreed as a result of this
assessment, further guidance could be developed about the way in which relevant issues are considered
(including any caveats).




The use of comparators

Guidance for the selection of comparator technologies or services and their use in the assessment could include
consideration of:

e the current clinical management option(s) that the proposed health technology would most likely replace or
augment in practice;

e what is current best practice;
e what are similar technologies; and

e what are other comparators from other technology or service types.

The guidance documentation could also explain the way in which comparators are used in assessments.

Evaluation methodologies

An assessment could be undertaken across the current HTA evaluation methodologies, with a view to making
them consistent wherever appropriate and explaining different evaluation methodologies as required. This could
be conducted during the routine review of each of these methodologies, or as a single commissioned exercise.
It could cover topics such as scope of the evaluation, development of research questions, and evaluation tools
to be used. It could also include a clear explanation of how methodologies would differ for different types of
assessments to ensure that they are fit for purpose, such as different HTA methodologies for treatments and for
diagnostic tests. MSAC currently has different guidelines for these.

Specified points in time for obtaining further input leading up to a HTA recommendation

Guidance on the timing and number of opportunities for the applicant and other affected stakeholders to
contribute information (eg evidence or feedback) during the HTA process. The reasoning around the number
of evidence collection points could be explained clearly, for example the need to ensure adequate procedural
fairness, as well as the tension around enhancing timeliness of assessments. This could link to the provision of
timeframes identified in Discussion Paper 4.

Discussion

The use of economic evaluation as a method of allocating scarce health resources has wide acceptance,

however the methodologies and perspective of such evaluations are often debated. An initial assessment of the
perspectives adopted across MSAC and PBAC, for example, indicates a broad agreement, especially in relation to
giving a lesser weight to indirect costs for policy, technical and equity reasons. These committees already include
societal values about health consequences wherever health outcome changes relating to a new technology

can be measured through Quality Adjusted Life Years (QALYs). However, many applications to MSAC have not
been supported by evidence of health outcome changes, which makes societal values difficult to apply to such
assessments.
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A major focus of the HTA Review is improving the timeliness of assessments and decision-making. There is

some tension between the desire for faster HTA processes and ensuring adequate procedural fairness. Shorter
timeframes for the provision of information, or a restricted number of opportunities to provide further input, may
be perceived as inadequate or unfair. However, shortening overall assessment time frames may ameliorate some
of these concerns.

This proposal should also help address transparency, procedural fairness and improve communication with
stakeholders around common areas of concern. It may also address the need to simplify the assessment of health
technologies through enhancing the clarity around methodologies for applicants.

Some applicants might perceive a reduction in the flexibility of assessment processes if transparency of
methodologies is increased, due to an enhanced understanding of processes even if no changes are made to the
processes themselves. It is also likely that there will continue to be varying views on how societal values should
be considered in assessments.

There may be some applications for which new evidence arises during the assessment process which could have
an impact on the assessment of the health technology under consideration. Improved timeliness of HTA processes
(and the submission of applications only when relevant evidence has become available) should decrease the
likelihood or consequences of this occurring.




Discussion Paper 4 — Improved
Administration of Commonwealth HTA
Processes

Disclaimer

The proposals for reform to Commonwealth Health Technology Assessment (HTA) processes as outlined in this Discussion Paper
represent a range of responses to the issues raised in submissions to the HTA Review and during stakeholder consultation. The
Discussion Papers are intended to stimulate discussion at the forthcoming consultations and any proposal presented or omitted could
not be taken to represent the policy position of the Government. The HTA Review is required to put forward proposals that can be
sustained within existing funding levels and that are consistent with Government policy objectives.

Introduction
The Department of Health and Ageing (DoHA) has a legislative, policy and program framework to administer
Commonwealth Health Technology Assessment (HTA) processes to inform:

e market entry regulation — to ensure that new therapeutic goods are safe, perform as intended and are produced
using appropriate quality controls before granting marketing approval in Australia;

e reimbursement decisions — the assessment of comparative clinical and cost effectiveness of the use of health
technologies, which informs decisions about:

* public funding of medical services (with or without a device), pharmaceuticals and vaccines through the
Medicare Benefits Schedule (MBS), the Pharmaceutical Benefits Scheme (PBS) and National Immunisation
Program (NIP) respectively;

e private health insurance reimbursement of prostheses through the Prostheses List (PL); and

e post market surveillance of marketed therapeutic goods and reimbursement of health technologies.

This paper summarises stakeholder concerns about DoHA's current approach to managing Commonwealth
processes for market entry and reimbursement and presents a number of proposals to address these concerns.

Concerns Raised in HTA Review Consultations

Concerns raised during the consultation process about DoHA's administration of Commonwealth HTA
processes included:

e public information about DoHA's administration of the HTA processes to inform market regulation and
reimbursement decision on websites and in program guidelines is not presented in a systematic manner nor on
a central site. The Therapeutic Goods Administration (TGA) and each HTA advisory committee have a website
and program guidelines that describe their individual role and function within the Commonwealth system but
not how it interrelates with other HTA processes;

e reflecting this lack of information, stakeholders have difficulty understanding the different HTA processes
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performed by the various HTA advisory committees;

e Commonwealth HTA processes appear to be uncoordinated, with duplication and overlap between processes,
especially in regard to safety assessment;

e the view that the Medical Services Advisory Committee (MSAC) and the Prostheses and Devices Committee
(PDC) have unpredictable requirements and outcomes, lack transparency and procedural fairness and are
inconsistent in decision-making, whereas the TGA and the Pharmaceutical Benefits Advisory Committee (PBAC)
have predictable requirements and are viewed as transparent in their processes and decisions; and

e stakeholder desire for:

* more extensive and clearer guidance on the HTA processes with greater consistency across all parts of the
Commonwealth HTA system;

* clearly defined roles and responsibilities for HTA advisory committees and evaluators;

* process improvements that simplify and speed up the HTA assessment process;

* more open, timely and mandated communication between the various HTA advisory committees;
e an independent review mechanism for HTA advisory committee recommendations;

e clearer explanation of the rationale(s) for HTA advisory committee recommendations and advice;

e better handling of conflicts of interest especially in membership on HTA advisory committees and their
supporting committees and panels;

e better performance information, reporting and evaluation; and

e standardised timelines for HTA processes and for each key step within each process.

Proposal 7 — Improved Public Information on HTA Processes

DoHA's website could provide an overall view of the Commonwealth HTA system, including an explanation of
each of the different HTA processes, a description of how these processes are implemented by each HTA advisory
committee and regular updates on performance against agreed performance indicators.

Discussion

DoHA currently does not have an overall “HTA" website. Prime information sources for each of the HTA processes
and advisory committees are contained on discrete sites on DoHA's or TGA's website. The format and content of
each website is different and none provides a coherent link to the other sites. Only the TGA's website includes a
formal application tracking component which is updated in real time; only the TGA and PBS websites cater for
different stakeholder groups.

A central website that provides a DoHA overview of HTA with links to the other HTA processes and advisory
committee websites could improve the information publicly available to stakeholders, promote role clarity,
transparency of processes and decrease stakeholder confusion about DoHA's HTA processes.
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Proposal 8 — Standard Approach to HTA Process Management
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DoHA could provide greater clarity about its current management framework for the Commonwealth HTA
processes for market entry and reimbursement including:

e development of a guide to all Commonwealth HTA processes as a whole, as well as the purpose of each
individual process and the interactions between the different DoHA and TGA HTA processes and advisory
committees;

e development of a standard approach to structure and content (to the extent possible) for all HTA process
guidelines, using consistent definitions and language and including descriptions of:

e the appointment, roles and responsibilities of the HTA advisory committees
e processes for handling conflict of interest;
* decision making processes and criteria;
e review mechanisms;
* processes subsequent to HTA, but prior to a decision to provide reimbursement;
 estimated timelines for HTA processes and decision making; and
* the roles of particular stakeholders; and
e strengthened committee management by:

* ensuring committee secretariats make better use of DoHA's Committee Support Unit's guidance (eg
management of conflicts of interest);

* more clearly articulating HTA advisry committee roles and responsibilities; and

» enhancing expertise of DoHA staff to provide technical HTA support as well as secretariat support to the
HTA advisory committees.

Discussion

This proposal could assist in:

¢ enhancing applicant understanding of requirements prior to making an application as well as improving
understanding of how the various functions and processes fit into the overall Commonwealth HTA process;

e enhancing transparency of the Commonwealth HTA processes, through clear articulation of the HTA processes
for market entry and reimbursement and increasing public confidence in DoHA's HTA processes;

e improving internal process consistency and minimising any duplication and burden on applicants; and

¢ providing a smoother transition towards the better alignment of HTA advisory committees (whether in parallel
or in series for co-dependent or hybrid technologies) to reduce timeframes, and minimise any real or perceived
duplication in HTA processes.
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Proposal 9 — Specified Communication Points

External communication

Proposals 7 and 8 would assist with improving external communication. However, key communication points
could be introduced across the HTA processes so that applicants could more easily monitor progress of their
application through the Commonwealth HTA processes. The communication points could align with key decision
points in the HTA processes and could be monitored internally and externally.

Key communication points could be at the time of:
e pre-lodgement meetings;

e application receipt;

e application acceptance, eligibility and triaging;

e stages within the assessment phase (eg to enable questions about the application, procedural fairness to
the applicant with opportunities to review and comment on finalised documents prepared in response to its
application, and input from stakeholders other than the applicant);

e finalisation of the HTA assessment documents prior to their consideration by the HTA advisory committees;

e meetings of HTA advisory committees at which they decide what recommendations and advice to provide,
together with a rationale for each decision (whether the recommendation is positive or negative);

e subsequent reimbursement decision; and

e implementation of final listing.

DoHA (internal) communication

In the short-term, communication between all HTA functions and processes across DoHA could be more
formalised. This could involve regular meetings of the chairs of HTA advisory committees and/or secretariats
across the HTA processes.

Discussion

Key communication points would need to be agreed with stakeholders as increased points of communication will
impact timeliness.

The proposal for internal communication through regular meetings of the HTA advisory committees secretariats
could assist in addressing concerns about insufficient coordination.

In the long-term, the single entry point proposal in Discussion Paper 2 may also assist in addressing concerns
raised about communication.
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Proposal 10 — Establish Review Mechanisms for HTA Processes and Decisions

The two key HTA advisory committees within the scope of the HTA Review (MSAC and PDC) are non-statutory
committees. By contrast, PBAC and its functions are determined by legislation. These facts influence the possible
proposals that might be contemplated for reviews of recommendations and advice made by these HTA advisory
committees to the Minister for Health and Ageing about public funding decisions.

There are a number of issues to be considered in developing any new review mechanisms, including the type of
review, who conducts the review, and the particular matters to be reviewed.

Types of review

Merits review is the process by which a person or body other than the primary decision-maker reconsiders the
facts, law and policy aspects of the original decision and determines the correct and preferable decision. The
result of a merits review is the affirmation or variation of the original decision.

A process review considers whether the process was administered appropriately. The result of a process review
does not necessarily change the original decision. If errors of process are found, then it would be recommended
that the correct processes be instituted before the original decision is re-considered by the primary decision
maker. In other words, a review of process might not necessarily alter the nature of the recommendation or advice
of the HTA advisory committee.

Issues to be reviewed

Reviews could address the recommendation by a decision-maker.

Conduct of the review
A review could be conducted either by the original agency/decision-maker, or by an independent body.

Taking the current independent review mechanism arrangements related to PBAC decisions not to recommend
PBS listing as an example, a review could be triggered by an applicant indicating its dispute with specific technical
matters relied upon by the HTA advisory committee. An independent convenor could appoint a reviewer from a
panel of identified experts. The appointed reviewer could then have access to all the information placed before
the HTA advisory committee and might seek clarification from the applicant, the HTA advisory committee, DoHA
or other relevant experts as needed. However, no new information would be provided to the reviewer. The
reviewer would finally submit a report to the HTA advisory committee to reconsider the original application in
light of the review findings.

DoHA could also implement a consistent internal review of process across the Commonwealth HTA processes
(being more efficient than a system of process reviews of individual HTA advisory committee recommendations).
This could be initiated by the relevant secretariats and considered by an appropriately qualified DoHA officer
independent of these processes. Alternatively, an external complaints commissioner or probity adviser could be
appointed in conjunction with the HTA advisory committees and DoHA to review these processes for a set
period of time.
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Discussion

The majority of stakeholders supported independent review of decisions by HTA advisory committees where the
committee recommended that a health technology not be supported (noting that payers were not as supportive
as applicants).

A review mechanism independent of the HTA advisory committee and DoHA should provide for greater
accountability.

Proposal 11 — Better Information on Performance of the HTA System

Good performance information would help demonstrate the extent to which the Commonwealth HTA processes
are effective and efficient.

The development of a set of Key Performance Indicators (KPIs) for Commonwealth HTA processes is proposed
where DoHA and/or the relevant HTA advisory committee has control over the outcomes and the KPIs can be
measured and reported against. If this proposal were accepted, the KPIs could be made publicly available (in the
guidance documentation), with a view to aligning these KPIs across the HTA processes over time. Information
reporting the results against these KPIs would also be made publicly available in performance reports and on HTA
websites, to enable comparisons of these results over time and across HTA processes.

The KPIs could include:

e timeliness of assessment;

HTA outcomes: supported, rejected, conditionally supported;

other HTA advisory committee activity;

alignment of HTA outcome with reimbursement decision; and

e improvements in health outcomes achieved (currently difficult to measure).

Discussion

The inclusion of KPIs would provide for greater accountability and while it would be desirable to align KPIs,
the KPIs should also be fit for the purpose for each Commonwealth HTA process. The HTA processes would
endeavour to reach defined levels of performance where appropriate, for example where it is clear that the KPI
measures an outcome over which the HTA process has sole control.
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Discussion Paper 5 — Enhanced Post Market
Surveillance

Disclaimer

The proposals for reform to Commonwealth Health Technology Assessment (HTA) processes as outlined in this Discussion Paper
represent a range of responses to the issues raised in submissions to the HTA Review and during stakeholder consultation. The
Discussion Papers are intended to stimulate discussion at the forthcoming consultations and any proposal presented or omitted could
not be taken to represent the policy position of the Government. The HTA Review is required to put forward proposals that can be
sustained within existing funding levels and that are consistent with Government policy objectives.

Introduction

Because of the uncertainties in the evidence base around particular health technologies at the time of regulatory
and reimbursement decisions, it is necessary to ensure the ongoing monitoring of health technology safety and
performance. Post market (and post reimbursement) surveillance of health technology safety and performance is
important because:

e it can provide valuable new evidence on the performance of a health technology on an ongoing basis especially
where pre market and pre reimbursement evidence is limited; and

e the information collected helps to inform potential decisions such as:

should a technology be removed from the market?

should a technology continue to be publicly funded?

should the eligible population be reviewed?

should price (benefit) paid for technologies increase, decrease or stay the same?

This paper puts forward a number of proposals to address different elements of post market surveillance. They
require further considered consultation with stakeholders including on how they may be appropriately resourced
for effective implementation. Because the Review of Health Technology Assessment in Australia (the HTA Review)
is constrained to put forward recommendations that can be implemented within existing funding levels, some of
the proposals may be considered to be medium to longer term strategies to improve post market surveillance.
They may also potentially impose additional requlatory requirements that would need to be carefully considered
prior to recommendation or implementation.

Concerns Raised In HTA Review Consultations

The following concerns were raised about Australia’s post market surveillance system:
e tistoo passive;

* itis heavily weighted in favour of safety concerns, with minimal comparative effectiveness focus. It needs to be
more wide reaching and systematic across the health system by being proactive in seeking information about
the comparative safety and effectiveness of particular technologies;
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e itis over reliant on notification of concerns from suppliers and manufacturers which gives rise to potential
conflict of interest;

e There is no nationally consistent process for alerting different jurisdictions in the event of a serious fault in a
health technology;

e it needs to move beyond signal generation and into the realm of quantifying risks and benefits'; and

* an expanded but targeted use of registers is needed to generate data that are more representative of health
technology performance.

There were concerns also expressed around the post reimbursement evidence gathering arrangements (‘interim
funding’) of the Medical Services Advisory Committee (MSAC):

e sponsors (and practitioners rendering the service) are not compelled to collect evidence to support a review (data
collection is an expectation rather than requirement);

e itis not always clear who should pay for the collection of evidence, and the design and execution of the data
collection is often methodologically weak;

e where data are collected, the quality of the data is such that definitive conclusions cannot be made; and

e there is currently no clear mechanism for the Government to have specific trials performed for new technologies
and procedures for Medicare funding whether or not Medicare Benefits Schedule (MBS) listing is approved on
an ‘interim funding’ basis.

Proposal 12 — Widening the Scope of Post Market Surveillance

Instead of primarily evaluating and acting on intrinsic safety, efficacy and short-term effectiveness data,
Australia’s post market surveillance system could expand its scope and consider comparative safety, clinical
effectiveness and cost effectiveness. This could include an analysis of information about longer term risks,
benefits, and costs in real life settings (in the hands of typical clinicians as applied to the broad range of patients
encountered outside the usual investigational context).

Discussion

Traditionally, post market surveillance systems collect data of interest primarily to regulators. This proposal is
about to what extent post market surveillance systems should collect comparative data which is of interest
primarily to funders, but which may also be of interest to regulators.

There are many definitions of surveillance, but a widely used definition describes surveillance as the ‘ongoing,
systematic collection, analysis, interpretation, and dissemination of data about a health related event for use

in public health action to reduce morbidity and mortality and to improve health”* This definition could be
interpreted as inclusive of any data, including comparative, that inform a decision to reduce harm and maximise
benefit (regardless of whether it is a regulatory or reimbursement decision). However it may be more feasible

1 Submission 85. Medical Services Advisory Committee (MSAC). 1st July 2009

2 Itisimportant to note that MSAC is not the principal funder of clinical trials. Rather, it may recommend temporary MBS listing “to support data
collection to address specific areas of uncertainty with respect to MBS listing decisions.”

3 Centre for Disease Control and Prevention. Morbidity and Mortality Weekly Report; 50:1-35. 2001
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to have separate but closely related evidence generating systems that support the distinct needs of each these
decision makers rather than mushrooming the size of the current post market surveillance system. A situation
would need to be avoided where loosely connected ‘silos” of evidence gathering are created.

Proposal 13 — Establish a More Rigorous Coverage with Evidence Development
Framework

Coverage with Evidence Development (CED) is defined as any health policy initiative that links use of health care
technology to a requirement for data collection, with the intent of informing future decision making®. CED is one
of several policy options that have been postulated to overcome the problems of remaining uncertainty associated
with making decisions to cover (i.e. reimburse the use of) a health technology. Conditionality allows a promising
technology to be made available under specific conditions, usually for a defined period, after which the benefits
of the technology are reviewed. Within this proposal, there are at least two possible options.

Option 13A — More stringent data collection requirements following MSAC recommendation of ‘interim
funding’

This option would simply tighten the rules around existing interim funding arrangements including the
enforcement of data collection. The disadvantage of this option is that it remains confined to services that have
been considered by MSAC.

Option 13B — An independent CED research program

This could be coordinated by a separate research agency that conducts post HTA assessments on behalf of
the HTA advisory committees such as MSAC, the Pharmaceutical Benefits Advisory Committee (PBAC) and the
Prostheses and Devices Committee (PDC) with its own guidelines, protocols and earmarked funding.

Discussion

There are several methods of evidence development that could be adopted under a CED type program depending
on the type of uncertainty in the evidence base that needs addressing. If the uncertainty is over the cost-
effectiveness of a technology, then CED offers a way of generating further evidence on these variables without
delaying access to treatments with clinical benefits adequately demonstrated in prior evidence®. It may be possible
to identify the range within which the values of the uncertain variables must fall to give reasonable confidence
that an appropriate level of clinical benefit and/or cost-effectiveness will be achieved®. The new data collection
could be designed to show more robustly whether the variables fall within the required ranges.

When the uncertainty is around the clinical effectiveness of a technology, there are multiple choices in study
design depending on the research question for example:

e randomised pragmatic clinical trials (where feasible); or

e observational studies (for example through the use of registers).

4 HTAI Special Interest Group on Conditional Coverage and Evidence Development for Promising Technologies. Found at: http://www.cmtpnet.org/
cmtp-research/applied-policy-and-methods/coverage-with-evidence-development/htai-special-interest-group.

5  HuttonJ, Trueman P, Henshall C. Coverage with Evidence Development: an examination of conceptual and policy issues. International Journal of
Technology Assessment in Health Care 23: 4; 425-435. 2007
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Whatever study design is chosen, care must be taken to ensure that, in the pursuit of seeking evidence of more
practical value to clinicians and patients in the real life local health care environment, this is not at the expense of
robust study design or else this may inadvertently increase the uncertainty in the evidence base.

Given potential ethical issues® associated with CED, a robust consent framework would be required that makes
it clear to all participants (patients and medical professionals) that further evidence about the new procedure
or technology is being collected about identifiable patients and that informed consent and data collection are
required for participation and funding. CED has several consequences for stakeholders®:

For manufacturers and sponsors:

e it might allow promising technologies to be made available sooner that might otherwise be rejected, but might
also introduce additional regulatory burden through more stringent data collection requirements;

e there might be little interest in conducting research if it carries the risk of proving that a product is not what it
was hoped to be; and

e it might allow sponsors to reconsider the pricing of the technology, although this might not always be feasible.

For decision makers:

e it might allow a health technology to be made available in a controlled manner while also allowing the decision
maker to define what evidence is required to support further reimbursed use of the technology;

e it would potentially place extra demands of approving the study design and monitoring and reviewing the data
collected: and

e it might introduce the challenge of withdrawing coverage if this is the conclusion reached.

For health care providers:

e it might allow for earlier access to promising health technologies, thus increasing treatment options available
for their patients but health care providers might also remain reluctant to use a technology that remains
under evaluation.

For patients:

e it might allow access to health technologies that have apparent benefits, but patients might also fail to
recognize or appreciate that there are distinctive risks, burdens, or greater uncertainties relating to benefit
associated with CED participation. They might also incorrectly presume that coverage might imply that the risks
of the intervention are well-known and considered reasonably low for all patients; and

e Alternatively, patients (and, in some instances, providers) might develop an inflated perception of the
intervention’s benefit because it already attracts reimbursement and thus infers that sound evidence has already
justified the use of the intervention.

If a CED type program were formally adopted, care would need to be taken to safequard against creating
unrealistic expectations about CED assessment outcomes for the various stakeholders. It is critical that the
potential implications of embarking on a CED process (in terms of future decisions) are well defined at the outset.
Timeframes set for the completion of CED research would need to take into account the time it takes to put a
research team together, recruit sufficient number of participants and allow for collection and analysis of data.

6  Miller FG, Pearson SD. Coverage with Evidence Development. Ethical issues and Policy implications. Medical Care; 46 (7): 746-751. 2008
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Proposal 14 — Expanded Use of Registers for Post Market and Post
Reimbursement Data Collection

Many of the submissions advocate the setting up of additional registers as a data collection tool to reduce the
uncertainty in the technology evidence base after both requlatory and reimbursement approval. This tool for post
market surveillance could be used in conjunction with CED, or independent of it.

The primary criterion for implementing any register is that there is widespread confidence that it would be capable
of generating convincing data on safety and relative effectiveness to support any subsequent decision about
ARTG listing and reimbursement. By definition, registers are databases that systematically collect health-related
information on individuals who are’:

e treated with a particular surgical procedure, device or drug (e.g. joint replacement);
e diagnosed with a particular illness (e.g. stroke); or

* managed via a specific healthcare resource (e.g. treated in an intensive care unit).

The system or organisation governing the register is known as the registry. The purpose of the register would
dictate what type of data collection is needed. Within this proposal there are at least three possible options in
terms of type of registers that could be adopted.®

Option 14A — Device or Procedure Specific Registers

These types of registers are established to assess the specifics of a single device. They are often required by
regulators to address questions about the real life characteristics of a procedure or device. The downside of this
option is that if a register was set up for every single device or procedure, then the number of registers may
become unmanageable. This option is likely to be reserved for certain circumstances (for example if considerable
concerns have been raised about the safety and efficacy of a particular device or procedure, then this type of
register could be set up to specifically investigate these concerns).

Option 14B — Class Registers

Class Registers collect data on all devices and procedures used in a specific class of intervention. The National
Joint Replacement Register (NJRR) is an example of a class register. Several submissions supported the wider use
of registers based on the NJRR model and this type of register may be well suited to support the PDC which is
currently sorting prostheses on the Prostheses List into groups for the purpose of benefit negotiation.

Option 14C — Comparative Registers

Comparative Registers look at a range of different types of treatment options for a specific type of disease. They
collect information on the different treatment pathways that might apply, including the use of surgical procedures,
pharmaceuticals, and devices. This type of register is more suited to answering questions of interest primarily to
reimbursement decision makers but may also be of interest to regulators. They can be very complex and expensive
to operate and hence careful consideration would need to be given before their adoption.

7 The NHMRC Centre of Research Excellence in Patient Safety. Guidelines for the establishment and management of clinical registries. A report
prepared for The Australian Commission on Safety and Quality in Health Care

8  Submission 39. Medical Technology Association of Australia. 22 May 2009
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Discussion

Because of the potential expense involved in setting up and maintaining a register, careful consideration would
need to be given to defining criteria of high risk for selection and inclusion of a health technology into any future
registers. For example, in relation to devices (or class of devices) these criteria could be informed by the risk
classification of medical devices set down by the TGA®, and also by the risk classification model proposed for HTA
processes, which might also capture the longevity of each device.

If clinical registers were set up as a conduit to collect data as part of any enhanced active post market
surveillance (or post reimbursement evidence collection system), there are several important requirements of
a clinical registers that need careful consideration®.

There must be good clinical buy in (clinicians are more likely to want to participate if the method of contributing
information is relatively straight forward in terms of time and effort). Care would need to be taken to avoid
duplication of data collection across registers, so that clinicians do not have to repeatedly supply the same
information to a number of registers for the same procedure. The potential users of the register data must feel
that the information is not tainted by bias and that interpretation is not made out of context. Financial incentives
to encourage register participation would also need to be carefully constructed.

If poorly designed and resourced, registers have several limitations including:
* alack of timely reporting, with some registers taking significant periods of time to provide reports;

e lack of clarity around ownership and privacy of data and compliance by users of the health technology
being assessed;

e lack of comparability with other data sources in the absence of standardised definitions and practice;

e variable approaches to data audit, especially with regard to the capacity to recruit an eligible population and
the completeness of the assessments;

e validity and comprehensiveness of data reporting; and

e potential for conflicts of interest in registry management, regardless of the manager.
It is therefore essential that the purpose and design of a register be carefully considered before embarking

on establishing it. Draft operating principles and technical standards for registers developed by the Australian
Commission for Safety and Quality in Health Care could be drawn upon in the first instance.

9  Therapeutic Goods Administration. ‘Australian Medical Devices Guidance Document Number 25. Classification of Medical Devices'. January 2005
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Proposal 15— Enhanced Data Linkage to Support Post Market Surveillance
There are at least two possible options in terms of improving linking of data for post market surveillance.

Option 15A — "Piggy back’ on existing national data linkage and e-health initiatives that would then feed
information into post market surveillance system

The issue of data linkage is one the broader Australian health care system continues to grapple with and is being
addressed elsewhere by various national data linkage and e-health initiatives coordinated by the Australian
Health Ministers" Advisory Council (AHMAC). Given that there are already some highly sophisticated infrastructure
projects being put in place nationally aiming for cross-jurisdictional data linkage on a de-identified unit record
level, any recommendation for improved post market surveillance data collection could be incorporated into these
existing data linkage initiatives.

Option 15B — ‘Pilot’ a specific data linkage project for post market surveillance purposes

This project could initially link appropriate datasets at a Commonwealth level followed by datasets at a State
and Territory level to specifically extract information relevant for post market surveillance purposes. Care would
need to be taken that this option does not duplicate existing efforts to improve data linkage nationally. A clearer
idea about what information is being sought for post market surveillance would need to be resolved before
considering what data linkage systems are needed to best extract this information.

Discussion

The current inability to link datasets within and across jurisdictional boundaries was stated amongst the
submissions to the HTA Review as an impediment to post market surveillance. Building a capability for post
market surveillance using data linkage will require investment in structures and frameworks for governance,
privacy, ethics and community involvement; information technology and information management; methods
and tools for data linkage and analysis of linked datasets; and human capacity'. The potential benefits of data
linkage include'":

e increased cost-efficiency of research compared with performing de novo longitudinal studies and other more
traditional approaches to epidemiologic and health services research;

 adding value to existing information assets and generating a research return on the substantial existing
investment in routine administrative and clinical data sets within health;

e fostering collaborative research involving population health researchers, clinical researchers and biomedical
scientists, with direct benefits for clinical outcomes; and

e community development through enhancing interactions among researchers, clinicians, administrators,
consumer groups and the mass media.

10 Australian Government. Department of Innovation, Industry, Science and Research. National Collaborative Research infrastructure Strategy (2005-
2011) Scoping Paper — Population Health and Data Linkage. 2005.

11 Data Linkage Australia. Scoping paper: a model for a data linkage facility in New South Wales. Sydney: the Sax Institute, 2005.
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Proposal 16 — A Review Process with Capacity to Recommend Disinvestment
The discipline of HTA could play a larger role in making recommendations around the disinvestment of health
technologies including the:

e identification of ineffective technologies;

e provision of advice recommending reducing or refining the use of technologies; and

e provision of advice recommending the removal of technologies from government and insurance funding
schedules altogether'.

This would allow reallocation (or reinvestment) of funding to interventions and programs that offer overall health
gains more efficiently and could encourage more robust and efficient processes around all health care decision
making, not just disinvestment.

Discussion

In the discipline of HTA, criteria have already been developed for determining priorities for assessing new and
emerging health interventions. Preliminary work has begun at an academic level to build upon these criteria to
develop a framework to facilitate systematic and transparent identification of existing, potentially cost-ineffective
health interventions for formal review'. The preliminary criteria are as follows:

* new evidence on safety, clinical effectiveness and/or cost effectiveness may come to light that changes
previously held conclusions;

e provider and geographical variations in care where choice of intervention significantly varies for a
particular condition;

e when an intervention has evolved to the point that it differs markedly from the initial or prototype intervention
that was originally assessed or funded;

e temporal variation in volume of use i.e. a trend in MBS item volume between time points (eg 2, 3, 5 years) of a
substantial percentage (say 30%, 50% or 80%). This may be a decrease or increase;

e public interest or controversy;

e nominated by expert clinical groups for formal review: This could be through a consultation process via an
overseeing ‘disinvestment committee” with broad stakeholder representation;

e when a new intervention is presented to the relevant HTA advisory committee and is considered a potential
replacement for (an) established comparator(s) for that indication, then that comparator could also be
considered for formal review;

e technology use (with reimbursement) is outside the evidence based indications or conflicts with clinical practice
which is accepted as cost-effective. This has also been ‘leakage’ or ‘indication creep’; and

e ‘legacy’ items —long established interventions (or class of interventions) that have never had their cost-
effectiveness assessed.

2 Elshaug AG, Moss JR, Littlejohns P, Karnon J, Merlin TL, Hiller JE. Identifying existing health care services that do not provide value for money.
Medical Journal of Australia; 190: 269-273. 2009
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Criteria would also need to be developed to inform prioritization of candidates for formal review after
identification such as':
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e high cost per item of intervention or high overall due to high volume;

e the potential health, cost and equity impacts of disinvestment versus maintaining the status quo;
e 3 cost-effective alternative;

* 3 high level of disease burden; and/or

* a pre-designated time for follow up review has arrived.

Given the potential negative connotations around the term disinvestment (i.e. stakeholders may perceive

this term as implied criticism of clinical practice or an intrusion on clinical autonomy), it is important that any
implementation also includes a transparent and consultative process that actively engages all affected parties.
In the short to medium term, a disinvestment review framework that traverses across all Commonwealth HTA
processes (the Medicare Benefit Schedule, the Pharmaceutical Benefit Scheme and the Prostheses List) could
be established. This could be in the form of a specialist subcommittee, with broad stakeholder representation,
supporting each of the HTA advisory committees (MSAC, PDC and PBAC).

In the 2009-10 Budget, the Government provided $9.3 million over two years under the Medicare Benefits
Schedule — a quality framework for reviewing services measure to put in place a new evidence-based framework
for reviewing services listed on the MBS. The new framework will take effect from 1 January 2010. Under

the new arrangements, services will be evaluated and aligned with contemporary evidence to ensure clinical
relevance and appropriate pricing. New services will be evaluated three years after being listed. The aim of this
budget measure is to improve health outcomes for patients and help maintain the financial sustainability of the
MBS. The Department of Health and Ageing has commenced work on implementing this budget measure.
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Appendix K: Report of Stakeholder Focus
Groups — Options Development
and Reality Testing Phase
Final Report on Stakeholder
Options Development Focus
Groups 29 September-

9 October 2009

Options Development and Reality Testing Phases
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1. Background to the HTA Review

A XIAN3IddV

On 18 December 2008, the Minister for Health and Ageing, the Hon Nicola Roxon MP, and the Minister for
Finance and Deregulation, the Hon Lindsay Tanner MP, jointly announced the Review of Health Technology
Assessment in Australia (HTA Review). The HTA Review is one of the first Better Regulation Ministerial
Partnerships to be undertaken by the Australian Government. It is due to report in late 2009.

The HTA Review will make recommendations about options for improving process efficiency and reducing
regulatory costs that can act as impediments to medical innovation, without compromising timely and affordable
patient access to medical services and devices that: are demonstrated to be safe, effective and cost effective; and
deliver improved outcomes and value for money.

The HTA Review, co-ordinated by the Commonwealth Department of Health and Ageing (the Department) will
canvass opportunities for deregulation reform that are consistent with the government's policy objectives, against
the following (abridged) terms of reference:

1. Simplification and better coordination between the Commonwealth HTA processes (as identified in the Review
scope), which includes:

 consideration of a single entry point and tracking system for applications for market registration
and funding;

* making time to affordable access as short as possible for new technologies while maintaining or improving
the rigour of evaluation processes; and

» examination of the feasibility of conducting concurrent assessments for market registration and funding and
coverage purposes, noting current work in this area.

2. Improving role clarity and addressing duplication between processes, where it exists, including consideration of
consolidating functions with the Australian HTA system.

3. Reviewing post-marketing surveillance mechanisms to ensure the ongoing safety, and efficacy of medical
devices.

4. Strengthening transparency and procedural fairness in the assessment, decision making and fee negotiation
arrangements for processes (as outlined in the Review scope) through improved communication with
stakeholders about process, methodologies, outcomes and performance against key indicators.

5. Enhanced arrangements for assessment of co-dependent and hybrid technologies.

The scope of the HTA Review includes the processes of the Medical Services Advisory Committee (MSAC) and
the Prostheses and Devices Committee (PDC), and the Therapeutic Goods Administration’s (TGA) regulation
of therapeutic goods for market entry in Australia. The Pharmaceutical Benefits Advisory Committee (PBAC)
processes will also be considered where there is an interface between medical services and devices and
pharmaceuticals. The HTA Review will have regard to the outcomes of earlier reviews of HTA in Australia.
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2. Background to the Focus Groups and this Report

Effective public consultation is an essential component of the HTA Review. Interested parties have had the
opportunity to participate in the HTA Review to date through the following processes:

e public submissions against the HTA Review Terms of Reference;
e a stakeholder reference group involving key stakeholders meeting during the Review process;
e bilateral discussions between the Department and some key stakeholder groups;

e adedicated consultation process with health consumers conducted by the Consumers’
Health Forum; and

e two series of Focus Groups with a broad range of stakeholders in major capital cities and by
teleconference to provide an opportunity for

e discussion and clarification of issues and priorities to be considered by the HTA Review; and

 consideration of draft proposals for reform of HTA processes.

The first round of focus groups was undertaken between 18 June 2009 and 24 July 2009, with 102 participants
representing 90 different organisations participating in a total of nine Focus Groups held in Canberra, Melbourne
and Sydney and by teleconference from Perth, Melbourne and Sydney. A Report prepared on the outcomes of
those discussions is publicly available on the HTA Review website at (http://www.health.gov.au/internet/main/
publishing.nsf/Content/htareview_focus_group_report.htm).

The second round of Focus Groups was undertaken between 29 September and 9 October 2009, with 113
participants representing 105 different organisations participating in a total of 11 Focus Groups held in Sydney,
Canberra, Adelaide and Melbourne and by teleconference from Perth. The discussions in the second round are the
subject of this Report.

Both rounds of Focus Groups were facilitated by Origin Consulting and the reports prepared by the facilitators.

Participation in the Focus Groups was by open invitation and an attempt was made to accommodate participants
from the various sectors with an interest in HTA: industry, health professionals, health insurers, State and
Territory Health Departments and health consumers. It should be noted however that the separate process for
gaining consumer input convened by the Consumers’ Health Forum resulted in a reduced participation level

in the Focus Groups by representatives of that sector. Nonetheless, consumer representatives did make an
important contribution to the sessions in small numbers and the interests and perspectives of consumers of health
technology were often raised by participants representing the other sectors in both rounds of Focus Groups.

Discussion in the second round of Focus Groups was structured around five Discussion Papers which had been
made publicly available on the Review website in advance of the Focus Group sessions. The five papers were:

e Discussion Paper 1: A Conceptual Framework for Commonwealth HTA Processes;
e Discussion Paper 2:  Streamlining Application Processes;
e Discussion Paper 3:  Approaches to Evidence and Methodologies;

e Discussion Paper 4:  Improved Administration of Commonwealth HTA Processes;

e Discussion Paper 5:  Enhanced Post Market Surveillance.
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The Discussion Papers contained a series of 16 proposals, with some proposals containing options within them.
Focus Group discussions centred on these proposals. The proposals were developed to take account of and

address concerns raised by stakeholders during the consultation process, issues arising from other research and
analysis undertaken by the Review team and matters raised in previous reviews and reports on HTA in Australia.

It should be noted that proposals presented in or omitted from the Discussion Papers should not be taken

to represent the policy position of the Australia Government. The Department of Health and Ageing is not
suggesting that all possible proposals for HTA reform were identified in the Discussion Papers, nor that any
particular proposal will necessarily be recommended to the Government in the final report of the HTA Review.

In addition, the Department indicated in its presentation of the proposals in the Discussion Papers that they
would require further close consideration, including in regard to resourcing for effective implementation. Given
that the HTA Review is constrained to put forward recommendations that can be implemented within existing
funding levels, some of the proposals may be considered to be medium to longer term strategies to reform
Commonwealth HTA processes. They may also potentially impose additional regulatory requirements that would
need to be carefully considered prior to recommendation or implementation.

Participants were asked for their response to the proposals, with the following prompts:
e Were all concerns identified?
e Are the proposals right?
* Are they consistent with the desired principles underpinning HTA?
* Do they deal with the main concerns?
» Which are the most important, or priority, proposals?
 Are they offering the best return on investment?
* Are there risks or possible unintended consequences with any of the proposals?
e Where a proposal contains options, which is best?

e Should any other proposals be considered?

The following Report attempts to synthesise, summarise and draw out the main responses, themes and issues
emerging from the Focus Group sessions, highlighting priority concerns and recurring themes and noting areas
of consensus or tension and contested views where they arose. While viewpoints or ideas are not ascribed to
individual participants or their organisations in this Report, the basis of participation in the sessions was an
acknowledgement that participant input was not confidential.
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3. Introduction to the Findings from the Focus Groups

There are some important caveats to the findings outlined in the Report below.

Firstly, Commonwealth Public Servants from the following Departments also attended the sessions strictly as
observers and provided the rare point of clarification on request from participants:

e Department of Health and Ageing; and

e Department of Innovation, Industry, Science and Research.

Given their observer status, the presence of Government representatives in the sessions does not imply
Government agreement with the views or perspectives outlined in this Report. The aim of the sessions was to
capture responses to and views about the proposals from the perspective of the key stakeholder groups without
discussions influenced by input from Departmental officers.

Secondly, it should be noted that as participation in the Focus Group sessions was by self-selection, the views
expressed cannot be assumed to be ‘representative’ of all stakeholder groups. Some participants may have been
motivated to attend by holding particularly strong views on some aspect of HTA or in response to a particular
proposal under consideration. Some may have chosen to come because they had not made a written submission
while others may not have attended because they had already submitted their views in writing.

4. General reaction to the Discussion Papers

Overall participant feedback on the Discussion Papers and the proposals was very positive. A number of
participants across the Focus Groups from various categories of stakeholders stated that the papers were
comprehensive, capturing all the key issues and broadly addressing and representing the views of stakeholders
as expressed through the submission process, the 15 Round of Focus Groups and other consultations. One
participant stated that it was “good to see that the stakeholder voice is being heard”.

The key concern expressed about the papers was that they were quite high level and there is a need for greater
detail on the proposals under consideration; “the devil is in the detail” was an often repeated phrase. Many
participants commented that they were unable to commit to a firm view on the proposals until the detail was
more developed.

Other general reactions to the papers raised on more than one occasion across the groups were as follows.

Participants particularly saw the value of the proposals as a package. For example, concern about a particular
proposal was often allayed when it was read in concert with another proposal.

Participants wanted to know what the structural and organisational implications of the suite of proposals were
for existing agencies. A number felt that the logic of the proposals was pushing towards a single agency, the
possibility of which received mixed support.

A number of stakeholders pressed for a national approach to HTA. They considered that this is a gap in the
current discussion papers and proposals. They are looking for it to be addressed in the Review findings and
reflected in communication between the Commonwealth and the State and Territory jurisdictions regarding
implementation of Review outcomes. For example, participants questioned how a reformed application process
would interact with State and Territory agencies where the item will largely be used in the public hospital system

Nﬂd does not need a reimbursement decision in MSAC or PDC.

—




A health consumer and patient perspective was felt by a number of participants to be lacking in the papers and
the proposals.

A range of stakeholders were concerned about the scope of the system in regard to particular types of health
technologies. Stakeholders with an interest in technologies not currently easily dealt with in the HTA system
(for example, tissue technologies, genetic testing, non-implantable devices, preventative health technologies
and custom made devices) could not see their concerns with current arrangements addressed in the proposals
for change.

In addition, some participants considered that the assessment and reimbursement arrangements for devices used
in the community or the home outside of the hospitals and clinics were not adequately addressed by current HTA
processes and not addressed in the proposals for change.

A small number of participants were concerned to know more about resourcing issues and in particular what
role cost recovery will play in a reformed system. A number of industry stakeholders indicated an openness to
cost recovery or cost sharing, but only in the context of greater consultation and involvement in decision-making.
Similarly, a small number of participants raised the desire to see more about transparent reimbursement decision-
making and price setting in the papers and proposals.

The turnover of staff in Commonwealth HTA agencies (particularly in the administrative stream) came up in a
number of contexts within the Focus Group discussions. Participants were concerned with this in regard to both
maintenance of relationships and knowledge, skill retention and capacity in the system.

A number of participants expressed the view that whatever proposals for change come out of the Review,
implementation is critical, and that a number of the proposals have been floated or recommended before in
previous reviews but not been implemented.

5. Response to: A Conceptual Framework for Commonwealth HTA Processes

Discussion Paper 1 outlined a possible Vision, Goal and Objective, Principles and Functions for reformed
Commonwealth HTA processes.

Proposal 1: Conceptual Framework for Commonwealth HTA Processes

Vision

The Vision presented to stakeholders for consideration was:

Commonwealth HTA in Australia should be recognised as an international leader in the field — providing a
structure and capability to ensure the timely and equitable access to cost effective health care interventions for
the Australian community, and which achieve optimal health outcomes within available resources.

The main responses in discussion were as follows.

285

A XIAN3IddV




Review of Health Technology Assessment in Australia 286

A consistent theme in almost all Focus Group sessions was that aiming to be an international leader was
inappropriate, even at the level of the Vision. The general consensus was that the Commonwealth ought to be
focussing on excellence and best practice (part of which includes greater consistency and predictability) as the
drivers in our HTA processes and if that results in Australia being seen as an international leader, well and good.
There was also a view that world leadership aspirations could lead to unnecessary, additional processes, layers of
evidence gathering (or “reinventing the wheel”), requirements for new infrastructure, delays and inefficiencies.

It was acknowledged that in some aspects of HTA Australia is already seen to be leading the way. However, given
the size of our health technology market (which was variously quoted as 1 or 2% of the world market) and the
fact that we mostly take up technologies from elsewhere and have a small manufacturing sector in this field, most
participants felt it would be inappropriate to be specifically aiming to be seen as HTA world leaders.

The view that Commonwealth HTA should be a “National” leader, with an emphasis on national consistency and
a national approach, was expressed a number of times as appropriate for inclusion at the level of the Vision or
Goal for the system.

The reference in the proposed wording to “optimising health outcomes within available resources” was
contentious. There was the occasional voice supporting the “realistic”, explicit recognition that HTA operates
within resource limits. However, the overwhelming response from participants on the inclusion of this concept in
the Vision was negative. The view from participants largely seemed to be concern that the overall affordability
of health technology was a responsibility for Ministers and Cabinet to resolve, rather than resting with those
assessing individual technologies.

The inclusion of the term “cost effective” was debated in most sessions. Most participants considered that the
system currently gave too great an emphasis to cost effectiveness and not enough to the inherent effectiveness
to improve health outcomes. For example, the view was expressed that if the therapy was effective it should be
available irrespective of the cost implications. On the other hand, some participants noted that without sufficient
regard to cost effectiveness available health resources could be spent on technologies that might offer less
benefit overall.

A large number of participants argued for the inclusion of concepts of quality and safety along with timely and
equitable access as key components of a Vision for HTA in Australia. However, there was a minority viewpoint
that equitable access is not an appropriate component for an HTA Vision, in that is the domain of funding
agreements between the Commonwealth, States and Territories and consumers, not a function of HTA. Some
participants also queried the definition of equitable and suggested that it should also address equity between
public and private health systems.
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Goal
The Goal presented to stakeholders for consideration was:

The proposed explicit primary goal for the Commonwealth HTA system is to maximise beneficial health outcomes
within the health budget.

1. The footnote to the Goal:

could be more than the means by which this primary goal is achieved;
* encompasses the central concept of opportunity cost;

 focuses on provision of health care resources and health outcomes, not indirect outcomes of health via
changes in production (i.e. emphasises the full health care system perspective over the societal perspective);

» could be open to how the availability of health care funds is determined, and

 could include other goals of the health care system, such as equity of access according to capacity to
benefit, promoting innovation to achieve the primary goal, and being flexible to deal with rare conditions.

The main responses were as follows.

In general, participants felt that the current wording was too general, and generic to the overall health care
system rather than specific to, and measurable in, the context of HTA.

Any reference to “health budget” or “resources” generally elicited a challenge from participants to define whose
budget and resources; for example, Commonwealth, State or Territory governments, private health insurers,
industry or consumers were all seen to contribute resources to HTA in one way or another. In general, participants
considered the broader concept of “sustainability” would be more useful in this context.

A number of participants felt that optimising “health outcomes” was too narrow a goal, given the important
impact the take-up of health technology is perceived to have on broader social and economic indicators.

The explicit rejection of this broader societal perspective in the footnote to the Goal was viewed as a weakness
by many participants. While acknowledging that it is difficult to measure, some participants argued that at least
one European country currently attempts it, and taking account of a societal perspective should not be rejected
out of hand.

In regard to the footnote, participants often wanted it to be clarified and its assumptions drawn out more. In a
minority of cases this was because the participant agreed with at least an aspect of it, but more often because
the participant disagreed with what was “buried” in it.

A minority of participants expressed the view that HTA is a tool to address reimbursement, funding and pricing
decision making and that the provision of good advice should be the main goal of the system (for example,
“should deliver streamlined, evidence-based advice to support good decisions”). These participants held the view
that HTA is a facilitator of health outcomes, not a driver and therefore that the current wording was far too broad.

As in the Vision discussion, a number of participants wanted to see the concepts of safety and clinical
effectiveness in the specific Goal of the system. Related to this, some participants considered the explicit Goal
should also be to maximise protection of the individual patient.
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Within a couple of groups there was discussion of the promotion of innovation as an important concept to include
in the Vision or Goal (noting that it is currently included as part of the footnote).

Principles

A proposed set of underpinning principles for Commonwealth HTA processes were presented to stakeholders in
the form of a table with high level principles accompanied by more detailed descriptors of the principle in practice
within the system. For ease of consideration, that table is reproduced here along with participant key comments.

There was a general acknowledgment that an explicit, agreed set of principles is crucial to guide the strategic
direction and operation of the system, even though there may at times be a need for “trade-offs” between
principles. Participants were generally very positive about the inclusion of each of the principles and the
description of their application in practice in the HTA system outlined in the Discussion Paper.

In addition, a number of participants argued for the expansion of the set of principles and recommended the
following for inclusion.

Suggested Principle ‘ Descriptor

Patient Focused e Input from patient or consumer representatives in the HTA process (noting that it is a technical
process and training to participate would be necessary in order to avoid slowing the process)

e Actively seeking patient input in Post Market Surveillance in regard to both the experience of its
take-up by the individual (eg were patients informed of risks or alternatives) and the performance
of the technology.

e Greater communication between patients and doctors about the risks and benefits of health
technologies

e Evaluation of a suite of treatments for a particular condition to meet the individual patient’s needs

Opportunity to appeal e Both merit and process review sought
e Considered essential if there is more public disclosure of appraisals, advice and recommendations

e Desire expressed for a quick and responsive review process that avoids a litigious approach.

Note that these suggested principles were raised in most sessions and had strong support across
stakeholder groups.
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Participant responses to the set of Principles and Descriptors proposed in Discussion Paper 1: A Conceptual
Framework for Commonwealth HTA Processes, were as follows.

>
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The Commonwealth HTA system in Australia should be:
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Functions

Stakeholders were presented with a proposed approach to future HTA functions and elements of an HTA
system for consideration. The proposed functions were presented independently of any presumption of agency
arrangements, for example single agency, current agency structure or restructured agencies.

The main comments from participants were as follows.

Many participants had difficulty discerning what changes were proposed to current arrangements, and required
more detail. On the surface, most participants could not see any particular innovations in the proposed functions
and were not sure it was adding anything new. The linkages between functions were the key concern for
participants and the proposal did not elucidate these adequately. One participant made the suggestion that a
few case studies of hypothetical applications could be tracked through the system in order to map the functions
and their relationships and processes. Many participants considered the main processes in the system through
which devices and medical services move to be the key issue, along with clarity of roles within the system. A
recurring example was in regard to tissue based technologies. Sponsors could not see how these technologies
would be handled any more efficiently or effectively.

Whether intrinsic safety assessment (currently undertaken by the TGA) should be considered as a part of a
broader HTA system as proposed in the diagram or not, was a contested issue among participants. On balance,
there appeared to be more support for incorporating all components, including intrinsic safety assessment, into
a streamlined HTA system. However, there was one caveat to this.

A number of participants were uncomfortable with what they perceived as the implication that this could lead

to a mega-agency, or at least a “one-size-fits-all” approach to the currently distinctive components of market
entry assessment, HTA and reimbursement decision-making. A concern here was there is currently perceived to
be great variability in the efficiency and effectiveness of the various agencies and components of the system, and
participants were concerned that the higher functioning parts of the system may be dragged down to the less
well functioning level in any amalgamation.

The scope of technologies considered by the system was raised on numerous occasions. In a number of sessions
the importance of preventative and public health, such as screening programs and genetic testing, was raised.
Several participants believed that HTA processes should be consistent with broader government health policy
which has a strong emphasis on prevention of illness. To that end, they felt that the scope of the HTA system
ought to explicitly address this issue.

The inclusion of horizon scanning in the function diagram and a descriptor in the principles generated a great
deal of interest. A few participants questioned whether horizon scanning was an appropriate role for an HTA
system, but others supported the development, arguing that a more pro-active approach from the HTA agencies
would position the system to cope more effectively with new classes of technologies that would eventually come
before it for assessment. While a number of participants thought it would assist in the development of openness
to change in the system, it was acknowledged that significant resources would be needed for a horizon scanning
function. Participants wanted greater clarity about what HTA agencies would do with information from horizon
scanning, and it is fair to say that there was widespread doubt about whether such a function would ever
eventuate in the system.
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Those who strongly supported horizon scanning argued that diagrammatically it needed to feed into most other
functions and connect up with Post Market Surveillance. One participant made the point that enhanced horizon
scanning played an important role in ensuring that Australia would not be a dumping ground for redundant
technology from overseas.

A related view was that the system needed to be also able to identify where particular emerging technologies
might be actively encouraged. One example was the suggestion that MSAC itself could effectively act as the
sponsor for a technology that was seen as worthwhile, but for which there was no other proponent. This would
operate similarly to its current handling of references from other parts of the health system.

In addition, participants suggested that a horizon scanning effort needs to take into account, or build
relationships with, other similar activities already being undertaken by industry or other health research agencies.

In regard to the presentation in the diagram, participants often did not understand the diagram containing a
separate box for medical services and other interventions and they suggested that the diagram needs exit arrows,
for example where a technology might leave the system where it does not require a subsidy.

In regard to Post Implementation Management, a recurring question from participants was whether the reference
to “Balance of investment and disinvestment” meant a “one on, one off” approach. If so, they certainly did not
support this.

6. Response to: Streamlining the application process

Proposal 2: Single Entry Point

There was overwhelmingly strong support for the proposal to streamline applications through a single entry point,
as seen from the point of view of the applicant. The single entry point was especially supported when considered
together with other proposals on triaging applications, a risk approach to assessment and improvement of
administrative processes, consultation and communication.

For some, the main benefit of a single entry approach with triaging would be realised with applications for hybrid
or multi component technologies, which are considered to be served poorly under current arrangements.

A minority voice, however, questioned whether a single entry point really is a priority among the other pressing
issues to be addressed.

A small section of participants felt they could not comment on the proposal until they had a better understanding
of the current throughput of applications (both in terms of volume and type) and more detail of the processes
proposed behind the single entry point; for example what would be its implications for the current committee
structure and use of expert input?

In addition, a number of participants, including supporters of a single entry point, argued that there would

be little benefit in it if it became just another layer of administration delaying consideration of applications, or
if the subsequent processes did not improve application tracking, timeliness of assessment, communication,
consistency, predictability and other concerns voiced by stakeholders.
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Most participants supported Option 2A, “a single entry point to process and manage all applications” over
Option 2B, “a single entry manages applications for market regulation and a single entry point manages
applications for HTA reimbursement”.

Some supporters of Option 2A were, understandably, most interested in the potential for the single entry point
to obviate the need for them to navigate unclear processes and multiple agencies for themselves, and had less
interest in the detail of specific administrative arrangements for the entry point. Although, it is probably fair to
say that most supporters of Option 2A expected to see a specific entity managing the process, rather than just
a web portal. This was considered essential to ensure that no technologies fall through the cracks as currently

happens. One example given was where a technology requires a new test to accompany it and therefore both

the technology and the test need a coordinated assessment and decision-making process.

The implications of a single entry point for the structure and form of HTA agencies was of strong interest to
participants. For some, the single entry point indicated that the system was moving towards a single agency
approach, and there were mixed responses to this possibility. Some were concerned a single agency or a single
system would result in a one-size-fits-all approach to the processes which they considered would be inappropriate
and counterproductive.

Those participants who supported Option 2B tended to do so because of either the view that TGA's role as
the regulator assessing pre-market safety should remain separate from the HTA process and/or they had a lot
of confidence in current TGA processes. The key concern held by this group was that a single entry point may
become a bottleneck and slow down what is currently generally viewed as a good process for consideration of
applications for market entry. As one participant said, they did not want to see “the single door turn into the
black hole”. Participants wanted to see at least current best practice administration in the system become the
benchmark in any new arrangements.

A related view held by some was that those technologies for which reimbursement would not be sought would be
better served by Option 2B. One other possible benefit identified in regard to Option 2B was that accountabilities
in regard to performance and decisions may be clearer.

Should a single entry point be implemented, some participants (particularly those from smaller companies) also
wanted the flexibility to be able to choose to submit the regulatory component of the application ahead of the
reimbursement component, in order to manage the workload of gathering and presenting information. On a
related point, there was a strong view that the potential pathways for assessment of an application through
the system would need to be explicit and understood by sponsors in advance of submission to enable them to
prepare applications appropriately.

A common view expressed in the sessions was that, irrespective of the nature of the entry point, a reformed
system ought to allow for the assessment of a technology for both market entry and reimbursement concurrently.
In other words, the assessment for reimbursement could begin before final regulatory approval was given, with
the understanding that should requlatory approval be refused, all further processes would cease.
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Proposal 3: Triaging of HTA Applications

There was strong support in the Focus Groups for the concept of triaging applications to identify the type and
intensity of assessment required. However, a number of participants made the point that the basis for streaming
applications through different pathways should be explicit and governed by public guidelines, with a minimal role
for discretion by the triaging agents.

Participants considered that establishing the triage framework would involve some complex and difficult decisions
around need, risk, evidence requirements, clinical effectiveness, transparency and a number of other matters, and
that this would be a large task. In addition, they saw the exercise of the triage role to require a degree of skill
and knowledge and were concerned by turnover of staff in Commonwealth HTA agencies and the implications for
management of the triage function.

Participants also insisted that strict timelines for completion of triage decisions would need to be put in place and
adhered to.

Some participants pointed out that there will need to be the capacity for review the outcome of the triage where
the pathway to which an application is assigned for assessment turns out to be incorrect.

As noted in the discussion of principles in Chapter 5 above, concern was voiced in several sessions with the
choice of the word “triage”, although not the intention behind it. Its technical meaning of allocation of scarce
resources in a crisis or emergency situation, or sorting on the basis of need, was thought by some to give the
wrong message. Some preferred simply referring to “classification” of applicant technologies according to pre-
specified criteria. A more useful concept was considered to be one of navigation of applications through pathways
in the system appropriate to the particular technology.

Good pre-lodgement communication between the sponsor and the Department leading to quality applications
was viewed by a number of participants as a critical prior step to efficient triaging.

Proposal 4: Allowing Submission Based Assessment for Potential New
Medicare Benefit Items

The response from participants in the Focus Groups to this proposal was very positive. A number of sponsor
participants argued that many applications currently coming before MSAC already are full evidence-based
submissions, but that MSAC rules require the evidence to be entirely generated again by the independent
evaluators.

Most participants agreed that it should be optional for a sponsor to provide a submission. Support for this
proposal was based on the hope that it will expedite assessment timelines for those sponsors who are able to
prepare applications that meet the evidence requirements. It was also seen to have the additional benefit of
freeing up external evaluator capacity to undertake the traditional MSAC approach of researching the evidence
for those sponsors who are unable to undertake the task themselves.
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The key to participant response on this proposal was that it has to be optional and have detailed guidance

on what is expected in preparation of a submission. They argued that the nature of the industry for devices

and medical services is different to pharmaceuticals were the submission approach is used for listing on the
Pharmaceutical Benefit Schedule. For example, some items will come before MSAC for consideration as references
from clinician groups who do not have the resources to prepare a PBAC-style submission, but nonetheless may be
proposing an item of importance.

Participants (particularly sponsors) indicated there would be an expectation that the return for investment in
preparing evidence-based submissions would have to be guaranteed faster, specified timelines for assessment
and decision on listing.

However, other participants argued that equity between the two classes (commercial and non-commercial) of
application would have to be guaranteed, and that capacity to pay should not be the prioritising criterion.

Participants were interested to know how the process would work under the proposal; for example, what role
would the advisory panels play? Some participants wanted to know how the submission-based applications
would be validated and verified. Would the independent evaluators be engaged in this task? High quality
guidance was also considered to be a prerequisite to the proposal succeeding as was improved capacity within
the panels in regard to matters such as statistics and economic advice.

In addition, some participants questioned how cost recovery might operate under this proposal if it is introduced.
7. Response to: Approaches to evidence and methodologies

As indicated above in the discussion on principles, a strong, consistent theme emerged from all sessions
(particularly from industry stakeholders) that Australian HTA should not unnecessarily repeat assessments or seek
new evidence where overseas evidence exists and has already been accepted in other international jurisdictions
by HTA systems comparable to Australia’s. The generally agreed view was that Australian HTA should be verifying
or validating the applicability of international evidence, on a risk basis, in the Australian context, rather than
“reinventing the wheel” or having to produce evidence generated in Australia.

A major issue identified by participants was ensuring that the extent of evidence required was realistic (given the
difficulties in conducting randomised control trials for devices and medical procedures) and consistent with the
likely use and risk of the technology. Although the proposals implicitly recognise this issue, participants wanted to
see how it would be dealt with in practice.

Proposal 5: Implementation of a Risk-Based Approach to Assessment

There was overall, solid agreement by participants with a risk-based approach to assessment, while suggesting
that defining and identifying risk in the HTA environment is often a difficult task.

As indicated above in the discussion of principles, a number of participants strongly supported a broader risk/
benefit approach, believing that, for example, with some technologies the benefit may outweigh significant risks
for particular groups of patients or consumers.
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Participants often clarified that they did not want to see a risk-based approach compromise intrinsic safety
assessment in any way. They were also concerned that whatever risk model was adopted be used as common
basis across all agencies in the system so that the TGA, MSAC and PDC were using the same language

and concepts.

Participants supported an internationally harmonised approach to risk management of HTA, where this was
possible. There was some debate about the extent to which an internationally harmonised approach existed.

Participants want more detail on matters such as:

e the scope and definition of risks to be considered, in particular for clinical and fiscal risk, and how to negotiate
an agreed approach between the key stakeholders;

e how such an arrangement would deal with new evidence emerging (from Post Market Surveillance and other
sources) once a device or medical service is in the market;

e who will be responsible for conducting the assessment;

e how this process would relate to the triage process;

e what input sponsors and stakeholders would have to the design of the risk approach;

* how a risk matrix would accommodate a wide variety of technologies and procedures; and

e whether a risk approach would increase the amount of information required of sponsors, for example,
sponsors were keen not to be required to provide information that was not directly available to them
such as community costs.

Proposal 6: Improved Guidance on Methodologies and Methodological
Processes

Participants strongly supported the proposal for improved guidance on methodologies and methodological
processes. They agreed that Guidelines would be valuable, but also argued that written guidance needs to be
complemented with good person-to-person communication, especially in the pre-submission period. They cited
the PBAC situation where an extensive Guideline exists but there are still differences between sponsors’ and
evaluators’ interpretation of requirements.

Participants generally agreed that the issues identified in this proposal — perspectives in assessment, use of
comparators, evaluation methodologies and specified input times — were the correct ones requiring clarification.

In regard to perspectives considered in assessment, participants raised the following main concerns:

e the difficulty and cost in collecting data for a full cost effectiveness analysis (industry participants considered
that they were being asked to provide costing data that was not easily accessible to them and would be better
sought by HTA agencies from, for example, State and Territory hospital systems);

e the need for clarity at the outset in regard to the level of evidence required; and

e the particular uncertainty around the role of indirect, or non-health system, costs and benefits in
the assessment.
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In regard to use of comparators, participants generally accepted the suggested approach in the proposal and
raised the following main concerns:

e as was raised in the first round of Focus Groups, there was still confusion about the selection of comparators
for radically new technologies;

e it can be difficult deciding if a comparator is truly identical when a change to an incidental component such as
a battery might significantly affect performance; and

e how a comparator that is listed on the MBS but is not actually being used should be considered.

In regard to evaluation methodologies, most the issues raised by participants have been dealt with above in
relation to perspectives considered in assessment.

Participants gave significant support to the proposal for specified communication points during assessment
and appraisal, and made the following points. They argued that this approach would assist in managing the
significant resource implications that could arise from increased communication. However, they acknowledged
that the pre-meetings would need to be conducted very carefully so as to avoid raised expectation and
misunderstandings on the status of the advice given by the agencies to individual sponsors. They supported a
consistent approach to guidance and communication across the HTA streams to avoid current confusion and
frustration.

In addition to responses to the proposal, some participants made the additional comments about guidance on
methodologies:

e there is a fundamental difference between procedures and pharmaceuticals in that it is easier to conduct
randomised control trials on the latter and that this needs to be recognised in the evidence requirements and
suggested methodologies for HTA of devices and procedures;

e the up and down-stream environmental impacts should be considered in the assessment;

® assessors and committee members may need additional skills to effectively implement any new requirements
under reformed arrangements;

e guidance needs to also recognise and support any new triage process; and

e guidance needs to be sufficiently flexible so as not to stifle innovation or create new difficulties in the
assessment of hybrid or interdependent technologies.

8. Response to: Improved administration of Commonwealth HTA processes

In general, participants in the Focus Groups were less engaged with most matters taken up under this proposal
(with the exception of a few important issues such as conflict of interest and review mechanisms) than some other
proposals. They were in strong agreement that the administration of processes needs an overhaul, but were more
concerned with indicating priorities and preferred general directions than the detail of implementation of most
administrative processes under consideration here. In addition, the proposals in this Discussion Paper lack much
detail, so were more difficult for participants to engage with.
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Proposal 7: Improved Public Information on HTA Processes

A XIAN3IddV

This proposal received support from participants. A repeated response was about broadening access to
information about the HTA system for the general public. A number of participants considered that unlike the FDA
in the USA, HTA for market requlation and reimbursement had minimal profile with the Australian general public
and health consumers. This proposal was considered important to implement the suggested principle of including
a greater patient and consumer focus in Commonwealth HTA.

Participants recommended that more work be done on identifying what types of information would be of value to
specific groups of stakeholders in the system.

In a number of sessions the suggestion was made that the key to an HTA system website would be to keep it up-
to-date and useful to the intended audience.

Some participants proposed that a client focus should see staff from HTA agencies out in the field more, keeping
industry and other stakeholders up-to-date with events and developments in face-to-face communications.

Proposal 8: Standard Approach to HTA Process Management

The proposal to develop a Guide to Commonwealth HTA was welcomed and some participants cited the
better performance of the NICE system in the UK in this regard. The need for transparency and predictability in
processes was a recurring theme from participants.

There was general agreement with the need to increase consistency within and between processes within
Commonwealth HTA. Nonetheless, participants once again voiced the view that while greater consistency in
terminology and general approaches would be valuable, generic processes would not necessarily be appropriate
and that the principle of fit-for-purpose should be applied.

The concept of “standardisation” of processes sat less comfortably with most. Some participants pointed out
that in areas such as terminology, not only was there inconsistency within HTA agencies, but that clinicians and
sponsors often also used different language to describe the same thing. This would need to be addressed in any
attempt to standardise terminology in the agencies.

Participants in all sessions were particularly interested in reform of management of conflict of interest or perceived
bias in the CAGs. They generally did not understand current rules or mechanisms for identifying, addressing,
managing and minimising these issues in the operation of the CAGs and had little confidence in management of
this issue. It was a sore point for a number of participants, particularly from industry, and was an area that they
believed could be greatly improved upon. They were interested to hear more detail about what was proposed in
this regard.

Proposal 9: Specified Communication Points

The general point was made on a few occasions that the most important aspects of communication were
the quality of the engagement and the impact it has in terms of implementation. The style and approach

to communication were considered by some to be as important as identifying set communication points in
the processes.
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A number of participants argued that the current “siloed” effect of Commonwealth HTA agencies is a critical
issue to address and supported the proposal for formalised, reqular meetings of the advisory group chairs
and secretariats of HTA agencies. The suggestion was also made that the various agencies should have
representatives on each other's committees to enhance communication and information sharing.

Another suggestion was for “an account manager” to escort an application through the system which could
result in early warnings of any administrative hitches and identify points where there would be benefit in speaking
to sponsors to clarify any matters that were holding up the progress of the application.

Some participants suggested that internal and external communication could be enhanced with online tracking of
applications. In addition, a number of participants identified the important area of communication with State and
Territory Governments as needing to be specified and developed within HTA processes.

Proposal 10: Establish Review Mechanisms for HTA Processes and Decisions

Access to review mechanisms was overwhelmingly supported by participants as an essential component of
procedural fairess (see the discussion of this issue above in regard to principles for the system). In general they
preferred the terminology of “appeal” to be used rather than “review” which they considered to be a more
ambiguous term.

Most participants supported the capacity to appeal on both merit and process grounds (although a number

of participants considered process appeal of limited value) and viewed the possibility of appeal as even more
essential if there is to be greater public disclosure of appraisals, advice and recommendations. It was noted that if
public disclosure is increased, it should not take place until after any review process is complete.

Some participants asked for clarification as to whether broader stakeholders (such as clinician or patient groups)
would be able to appeal in their own right under any reformed review arrangements.

While the initial reaction in most sessions was to argue for independent review, a number of discussions went

on to acknowledge the potential costliness of and time needed for such a process, as well as the difficulty of
finding independent arbiters with adequate knowledge of the technology. Some argued that going to the agency
responsible for the process or recommendation may be more viable. There was a common desire expressed for a
well-informed, quick and responsive review process that avoids an adversarial and litigious approach.

A pre-condition for making informed decisions about whether or not to appeal, according to some participants, is
much better information about the assessment and recommendations than sponsors currently receive. Indeed, if
an appeals mechanism becomes available across the system, it will be in the agencies’ interests to provide good
feedback throughout the process as a way of avoiding some appeals that are based on lack of understanding of
why a technology has been rejected.

Some participants considered improved feedback and communication as a higher priority than an appeals
mechanism and were concerned about merit reviews in particular drawing resources away from timely HTA.
Related to this view, other participants argued for the linkage to be explicitly made between any appeals
mechanism and the system's quality assurance arrangements.




Proposal 11: Better Information on Performance of the HTA System

Participants agreed that better, more freely available performance information on the HTA system was crucial,
suggesting that it is an important driver of performance and essential for accountability. However, they argued
for it to be collected and communicated in the most cost effective way. A number of participants expressed

the view that most of the proposed Key Performance Indicators (KPIs) were in fact types of activity data rather
than KPIs — albeit interesting and useful data — and suggested more careful thought goes into constructing the
indicators. They also noted that there were no quality indicators in the proposed list and argued strongly for the
importance of these. International benchmarking of administration of Australian HTA processes was suggested
in a number of sessions.

Examples of KPIs or activity data participants indicated they would be interested in included:

e HTA client/user, health consumer/patient and other stakeholder satisfaction (the most commonly requested KPI);
* % of applications not recommended for market entry or reimbursement;

* % of reimbursement decisions that are aligned with reimbursement recommendations/advice;

* % of appeals that are upheld;

e (Cost per application to sponsor and government;

e Staff turnover rates in HTA agencies; and

 Participation turnover rates in expert committees.
9 Response to: Post Market Surveillance

In general, participants agreed on the need for an enhanced Post Market Surveillance (PMS) capacity within HTA.

Most participants saw the involvement and cooperation of the clinicians as the essential component in any
effective PMS. The State and Territory jurisdictions were generally viewed as best placed to encourage and
engage clinicians in reporting on the efficacy of devices and procedures. Therefore a number of participants are
looking for proposals for more cooperative arrangements between the Commonwealth and the jurisdictions to
give effect to enhanced PMS.

Some participants went even further, with a minority arguing that the overall emphasis in HTA should shift from
pre-market to post-market evidence, based on the degree of risk associated with the device or procedure. This
met resistance from some, who insisted that certainly in regard to intrinsic safety, pre-market assessment should
remain paramount.

A general concern from participants was that there was not much detail in the proposals for PMS. More than
some of the other proposals they were especially keen to see more detail in regard to PMS in order to provide an
informed viewpoint and input was often given with that caveat in mind.
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Proposal 12: Widening the Scope of Post Market Surveillance

There was strong support for widening the scope of PMS, with the view that TGA's current efforts in the field
represent the bare minimum. Participants identified a number of issues in TGA's management of the current
system, including that:

e reporting by industry is seen as optional;
e warnings to TGA are not automatically disseminated more broadly; and

e the process of replacing devices occurs at the cost of the health system rather than suppliers.

Some participants argued that while enhancing PMS to collect data to inform comparative cost effectiveness
is important, PMS of intrinsic safety should be expanded as the priority. In fact, some participants positively
noted the recent establishment of mandatory reporting for some devices. However, a number of participants
acknowledged that it will be difficult and expensive to expand any PMS effort and therefore it should be
carefully targeted to achieve the best return and opportunities for cost recovery, sharing and shifting should
be carefully considered.

The major challenge to a broader and more effective PMS system identified by participants is the difficulty
collecting data, with key concern being with gaining the cooperation of surgeons and hospitals. It was suggested
that any initiatives should make use of existing college quality assurance arrangements and also have regard to
the suggested framework Quality and Safety Commission.

On the other hand, participants saw potential for more work “mining” existing data sets to inform decisions.

In regard to partnerships, the potential role of NHMRC in PMS was raised by several participants (recognising that
additional, earmarked resources would need to be made available), and the possibility of involving private health
insurers in some kind of data collection and risk sharing arrangements was also canvassed.

The connection between PMS and horizon scanning was often raised in discussions; for example, Australian
horizon scanning could draw on international PMS to avoid approving devices and procedures here that have
already been discredited elsewhere.

Proposal 13: Establish a More Rigorous Coverage with Evidence Development Framework

While there is significant support for Coverage with Evidence Development (CED) (particularly from industry
stakeholders), participants generally agreed that current arrangements for it are poorly defined, managed and
evaluated. Most agreed with the proposal, in that if CED is to play a more prominent role in HTA it will need to
need to operate within a much more rigorous framework. A key issue raised was that agencies needed to define
the minimum, or floor level, of evidence that is required for acceptance into a CED arrangement and put a PMS
plan in place as part of any agreement.

However, it is crucial to note that most participants assumed that CED would only be used when the safety and
efficacy of the technology or procedure is assured and the only uncertainty is around cost effectiveness. In other
words, there should be no conditional market entry permissible and there should be no question of devices or
procedures being “tested” in the market.




In addition, as noted above in the discussion on principles, participants felt that if one of the ways to manage risk
in HTA is to incorporate more rigorous CED and PMS, with reduced reliance on pre-market evidence , consumers
should be made aware in informed consent arrangements for the item.

The main benefit of CED in the view of a number of participants is that it would reduce the risk of potentially
useful technology being excluded due to not quite enough pre-market evidence.

Participants felt that the major risk inherent in CED is that pre-agreed data collection requirements may not
provide the right sort of information to support a final decision. It was noted that strong clinician input and
support is often required to collect this information and one option suggested was that sponsors be able to
explicitly ask for CED on the basis of an already negotiated arrangement for the collection of data.

Proposal 14: Expanded Use of Registers for Post-Market and
Post-Reimbursement Data Collection

There were fairly evenly mixed views from participants regarding the expansion of registers for PMS data
collection.

In support, participants noted that registers can:
* provide very detailed device specific information;
e demonstrate how a device operates in “real life”; and

e contribute to rapid change in the use of particular technologies, if used well.

On the other hand, participants noted that:

® registers are very expensive to run;

they are difficult to implement requiring strong cooperation from clinicians

it is vital that they be designed to inform particular decisions; and

they do not always provide high quality evidence.

In regard to the options presented in the proposal about the type of registers, participants generally supported
the concept of “class” registers as the approach that would give the most value and have the most impact on
decision-making.

Proposal 15: Enhanced Data Linkage to Support Post Market Surveillance

Participants generally saw great value in improving data linkage to support PMS. However, most were doubtful
about the systems' ability to implement this in the face of the current legal and administrative barriers associated
with protection of citizen privacy. The other major barrier was considered to be the absence of unique patient and
provider identifiers.

In regard to the options presented, most participants considered that “piggy-back” option is unlikely to succeed
given that there is little to piggy-back on. They felt that the option of piloting a specific data linkage project was
more feasible and made the suggestion that the creation of a “meta-register” that enables temporary linkage
rather than ongoing real-time linkage should be trialled.
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Proposal 16: A Review Process with the Capacity to Recommend Disinvestment

In considering the final proposal, overall, participants agreed that disinvestment in comparatively ineffective
technologies was essential. However, they were sharply divided on whether there is a role for government in
this process. A substantial number of participants (particular industry and clinician stakeholders) considered

that the market worked effectively to discourage the use of outdated or ineffective technologies. They also
doubted whether it would be practical or cost effective for any agency to proactively review and identify specific
technologies for disinvestment.

On the other hand, some participants noted that there are a number of procedures and technologies that
continue to be used and subsidised despite common knowledge that they are at best ineffective or at
worst harmful.

Some participants suggested that if it emerged that a technology was more cost-effective than the pre-market
evidence suggested there ought to be scope for reimbursement levels to be increased.
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Consumer Participation in the Review of
Health Technology Assessment

Progress Report 2

The Consumers Health Forum of Australia (CHF) is pleased to provide the Department of Health and Ageing
(DoHA) with Progress Report 2 on the Consumer Participation in the Review of Health Technology Assessment
(HTA Review) project. This report contains:

a. Overview of CHF's involvement in the HTA Review:;
b. Key discussion points and outcomes from consumer consultations; and

¢. Conclusion and recommendations.

The report is written from a consumer perspective, and specifically outlines consumer opinions, concerns and
suggestions raised with CHF in its consultations.

A. Overview of CHF's involvement in the HTA Review

CHF's involvement in the HTA Review has included:

e A submission to DoHA on the HTA Review, which included 18 recommendations identified from initial
consultations with consumers (May 2009).

e DoHA and CHF entered into a contract for services to undertake additional consultation with consumers
to further inform the Department’s HTA Review about key consumer concerns (June 2009). A range of
consultation methods were used:

* Aninformation paper based on initial consultations was distributed to all CHF's consumer networks
together with DoHA's Discussion Paper, which identified five key terms of reference for the review (August
2009). The information paper contained further key questions and was distributed with a questionnaire that
provided consumers an opportunity to raise additional issues that they thought should be addressed in the
HTA Review.

* Two focused teleconferences with 17 key senior consumer representatives were held on Friday, 14 August
2009. The teleconferences focused on questions outlined in the information paper. The information from
this consultation, together with written responses to the questionnaire, was integral to developing the
agenda for the national workshop.

o Afull day national workshop with 28 key consumer representatives was held in Melbourne on Tuesday, 8
September 2009. The aim of the workshop was to explore views on what a future HTA model would look
like, building on the key findings from consultations held prior to the workshop which were outlined in
Progress Report 1. The following objectives were set:

* Hear the views of consumers on the HTA Review, building on feedback received from consumers to date;




31

* Explore consumer viewpoints on what would be a better future HTA model; and
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» Consolidate consumer views on what is required post-approval.

The results from the workshop, together with all consumer consultations undertaken by CHF, form the basis
for this Report, which aims to provide DoHA with a health consumer perspective on the key issues in current
HTA processes in Australia. Through our extensive consumer consultation processes, CHF has been able to
identify the key issues and to provide DoHA with policy recommendations for moving forward.

B. Key discussion points and outcomes of consumer consultations

National Forum

CHF's national forum, HTA Review Workshop, was held on 8 September 2009. An overview of presentations to
the forum is provided below.

Guest Speakers

The workshop was opened by CHF Chairperson, Mr Antonio Russo. In the first session of the workshop, Dr Brian
Richards, Principal Medical Adviser (DoHA) and Executive Manager, Health Technology and Medical Services
Group, provided a background to the Review and informed workshop participants about the progress of the
Review. Dr Richards outlined some of the findings of the consultations held to date.

Ms Karen Carey, Health Consumers Council (WA) and Consumer Representative on the Prostheses and Devices
Committee (PDC), provided an informed address to the workshop which looked at the HTA Review from the
perspective of consumers and their requirements. Ms Carey began her talk by acknowledging current media
articles' which raised concerns about incentives provided by industry to doctors such as dinners and travel which
could bias their clinical decision making. Ms Carey identified that there is a much more worrying trend in relation
to devices which included sponsors providing research grants to doctors to encourage them to use their products.

Ms Carey stated, “recently | have heard about manufacturers giving large sums of cash to doctors to use their
product under the guise of conducting research, when really this is simply an inducement to get doctors to
implant one brand of product instead of another.

The health technology market involves huge sums of money. In Australia more than 65,000 joint
replacements are conducted every year with most joints costing around the same as a small car
($11,000-$15,000F — so we are talking about suppliers with very large pockets who are able to

pay large sums to influence doctors. The risk to patients is that the doctor implants a device based on
financial gain rather than clinical effectiveness with the potential to cause injury and death. The problem
s far greater than just free dinners and helicopter trips.”

1 See: http://www.theage.com.au/national/alfred-official-suggested-payment-for-polo-jaunt-20090907-fedg.html
2 See: http://www.dmac.adelaide.edu.au/aoanjrr/index.jsp
3 National Joint Replacement Registry (NJRR), http://www.dmac.adelaide.edu.au/aoanjrr/index.jsp.
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Ms Carey considered the HTA Review timely, recognising the significance of reviewing the three main parties
involved in assessing health technology from a consumer perspective; Therapeutic Goods Administration (TGA),
Medical Services Advisory Committee (MSAC) and PDC.

Ms Carey addressed the importance of consumers reporting adverse events, which is not common practice at
present. It is through the reporting of adverse events that critical information and knowledge is obtained about
devices and technologies directly from the consumers. This will allow for a more rounded and informed analysis
from reviewing and governing bodies. Having actual consumer feedback incorporated into current review
processes would ideally lead to safer technologies.

Ms Carey's address then moved on to identify some of the key aspects consumers require to improve the current
HTA system. These included:

e |mproved transparency from the TGA and DoHA about assessment and safety of medical devices;
e Development of registers that record outcome data for all high-risk devices and procedures;

e |Improving informed consent processes to ensure that consumers receive accurate information prior to giving
consent; and

e Timely reviews of relative safety of devices and technologies once listed on the Australian Register of
Therapeutic Goods (ARTG).

Mr Russell McGowan, CHF Governing Committee member and Consumer Representative on the Medical
Technology Stakeholder Reference Group (MTSRG), outlined models for consumer participation that might be
applicable in an improved HTA system. Mr McGowan tabled the concept of ‘Citizens" Councils’ and the role they
could play in a new model, arguing that they could play a part in assessing community views, but should not be
used in isolation from other consumer input mechanisms.

Mr McGowan identified how the Australian Commission on Safety and Quality in Health Care (ACSQHC)
could be utilised in addressing equity and access for all public patients, with particular emphasis on current
disadvantaged groups:

e Aboriginal and Torres Strait Islander people;
e Culturally and Linguistically Diverse (CALD) people; and

e Rural and remote communities.

Mr McGowan argued that consumer input needs to be viewed as concrete evidence in assessment processes
for individual devices and technologies. He discussed the importance of “grey literature” including consumer
case studies. Mr McGowan did not explore in his presentation how this evidence could be captured, but this is
discussed later in this paper.
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Key Findings
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The key findings from all consultations with health consumers are outlined below.

Elements of a HTA model that works for consumers

Consumers want to see a HTA system which is cost effective, efficient, transparent and accountable, and provides
a single entry point into the system. Consumers described essential elements that the system would need to
incorporate to meet the needs of consumers:

e Transparent mechanisms for genuine involvement of consumers at all stages, and for the consideration of
consumer experiences in assessment processes;

e (lear criteria and approaches for assessing new applications that consider consumer experiences and
needs, not just scientific and cost effectiveness data;

e The capacity for the granting of interim approval for some devices, to ensure that they are available to
consumers more quickly, pending full assessment;

e Rigorous post market surveillance mechanisms which enable the capture and use of information on
adverse events;

e Mechanisms for reviewing technologies on the ARTG, and removing them from the ARTG, when they have been
shown to be dangerous, when they are superseded by superior products, or when they are no longer being
used: and

e Consumer education programs to ensure that consumers understand both medical devices and technologies,
and the HTA system designed to regulate their use in Australia.

Each of these elements is discussed below and incorporates consumer perspectives from all CHF consultations
undertaken in this project.

Consumer involvement in the new system

It was clearly noted in consumer consultations that the HTA Review is part of a broader agenda of reform which
aims to put consumers at the centre of the health system. Consumers emphasised that a key aim of the new HTA
system should be to ensure consumer involvement at all stages of the HTA process.

A range of options is explored below. Consumers considered that all forms of consumer involvement were
important, as they allow for the input of the people who will actually be using the devices and technologies. The
consumer voice provides an important balance to the views of health care professionals, service providers and
industry. As major stakeholders in HTA, it is essential that consumer views are captured.

Consumer Representatives — Consumer representation in all assessment and review processes was viewed
as a particularly important form of engagement. Consumers argued for consumer representation at a consistent
and high level on all assessment and review processes for the new HTA system. It was noted that confidentiality
provisions are a barrier to consumer input, reducing capacity, representativeness’ and involvement by preventing
representatives from discussing issues (in general terms) with other consumers and consumer organisations. It
was argued that this should be addressed in the new model. Consumer organisations need to be engaged in
discussions to set new and less restrictive confidentiality parameters.
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Consideration could be given to having a ‘pool’ of endorsed consumer representatives across, for example,
the whole of MSAC rather than having endorsed consumer representatives on committees addressing
individual technologies. This would provide an opportunity to empower consumer representatives to
contribute to the whole HTA process, and would enable consumer representatives to liaise with consumer
peers to discuss confidential information.

Consumers also wanted to see more than one consumer representative on each committee, arguing
that this would be seen as a beneficial advance in including the consumer perspective in the assessment
process and would reduce tokenism.

Input of consumer voices and experiences — Consumers argued that the new system must also
hear the views of consumers more broadly, in addition to the extremely valuable role to be played by
experienced consumer representatives. There should also be a positive weighting on more disadvantaged
groups and those who are heavy users of health care, such as Aboriginal and Torres Strait Islander
peoples, people from culturally and linguistically diverse (CALD) backgrounds, those with disabilities

and those in regional and remote areas. Various mechanisms for gaining the views of consumers were
suggested for further exploration:

e (itizens' Councils®, such as those used in the United Kingdom, could provide a mechanism to garner the views
of a wide cross section of consumers. These councils have the advantage of being based on solid principles
which acknowledge and respect the voice and diversity of consumers; however, they do not remove the right
for individuals to provide their own views, especially when passionate about a particular technology. Consumers
considered that Citizens" Councils would be a valuable addition to HTA processes, but should not replace other
mechanisms for consumer engagement, including consumer representation on committees.

e Interest Sub-Groups (ISG) were introduced by Health Technology Assessment International (HTAI) to incorporate
consumer and citizen involvement to inform HTA “decision making processes regarding the introduction and
diffusion of health technologies"®.

e Documenting consumer stories about their experiences with health technologies, such as those published by the
Australian Commission on Safety and Quality in Health Care (ACSQHC) One Hundred Patient Stories project,®
can provide a powerful source of information and ideas.

Consultations did not allow for detailed discussion of these options, or any prioritisation of different methods of
engagement. However, consumers emphasised that a range of engagement methods must be used.

Basis for original decisions

In assessing the suitability of products for inclusion in the ARTG, consumers argued that the system currently
fails to consider the lived experience and needs of consumers, the social value of a new technology and how
inclusion on the ARTG may impact on equitable access to health care of both public and private patients. This
point was strongly put forward by consumers in all consultations. Consumers, as users and beneficiaries of health
technologies, are well placed to contribute to the assessment of social value of technologies. Social value could
be assessed through existing committees, perhaps supplemented by mechanisms such as Citizens' Councils.

4 See: http://www.nice.org.uk/newsroom/factsheets/citizenscouncil.jsp
5  See: http://www.htai.org/index.php?id=85

6 See: http://www.safetyandquality.gov.au/internet/safety/publishing.nsf/Content/PriorityProgram-02_0D-Initiatives




Consumers strongly endorsed the view that the assessment of any device or procedure should include the
‘journey” of the consumer as he or she uses the device, considering the risks and benefits for consumers of having
the new technology on the market. Consumer stories were considered to put ‘flesh on the bones’ of the solely
technological value and cost effectiveness of a device. It is important that the ‘human side’ of health technology
is considered in the review process. The impact of these devices on consumers’ quality of life must be considered
for a comprehensive picture of their value and safety to be determined.

It was suggested that one way to collect relevant consumer data to contribute to the assessment process,
categorically endorsed by consumers, would be the development and use of Health Technology Consumer Impact
Statements’ (CIS), similar to Environmental Impact Statements® or Pharmaceutical Benefits Advisory Council
(PBAC) CISs?. Such statements could be used across all committees to inform their decisions. The views of a

wide cross-section of consumers would ideally be considered in completing CISs, but particularly those of the
consumers most likely to be affected by the device or technology.

Decisions should also be informed by information about adverse outcomes for consumers resulting from the use
of similar devices. There was a view that the new system must have a mechanism or mechanisms for consumers
to make complaints, and for these complaints to be aggregated and reported (See further discussion below).

Interim approvals

Consumers identified that many devices have already been approved for use internationally, so there is less
reason to ‘reinvent the wheel in the assessment process. There was agreement that there should be a process for
interim approval while a full evaluation process takes place. This would ensure consumers have faster access to
new technologies, but would still protect them if new information should come to light via the reqular approval
process. It is important to note that, for high risk devices, interim approval may never be appropriate.

There are several elements that consumers considered should be included in an interim approval system:

Regulated data — It is important that the regulator, rather than the manufacturer, collects the data on
international approvals. This would require the new HTA system to be up to date with current international
trends, for example, through liaison and best practice international bodies, such as:

e European Network for Health Technology Assessment (EUnetHTA)™, which coordinates the HTA efforts of 25 of
the 27 European Union countries as well as Norway, Iceland, Switzerland, USA, Canada, Australia and Israel;

e Health Technology Assessment International (HTAI), which “Collaborate[s] with both the International Network
of Agencies for Health Technology Assessment (INAHTA), and regionally based HTA societies to improve the
science and increase the application of HTA in health policy decision making around the world";"

e National Institute for Health and Clinical Excellence (NICE)™?, which provides guidance on public health, health
technologies and clinical practice under three centres of excellence:

7 CHF has been involved in developing CISs for some time and has published a position statement on medical technologies and devices. See: http:/
www.chf.org.au/Docs/Downloads/hvo-2008-3-position-statement.pdf

8  See: http://dataserver.planning.sa.gov.au/publications/1017p.pdf
CHF has developed three CISs for PBAC, on social anxiety disorder, spasticity following stroke and restless legs syndrome.

10 See: http://www.eunethta.net

11 See: http://www.htai.org/index.php?id=24

12 See: http://www.htai.org/index.php?id=24
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* The Centre for Public Health Excellence, which develops public health guidance on the promotion of good
health and the prevention of ill health;

* The Centre for Health Technology Evaluation, which develops technology appraisals and interventional
procedures guidance; and

* The Centre for Clinical Practice, which develops clinical guidelines.

e International Network of Agencies for Health Technology Assessment (INAHTA), which provides a “forum for
the identification and pursuit of interests common to HTA agencies”. The network aims to:

» Accelerate exchange and collaboration among agencies;
» Promote information sharing and comparison; and
» Prevent unnecessary duplication of activities.”

e Special informed consent — Consumers should be made aware of devices that carry interim approval
only, and that the interim approval is based on existing international rather than local knowledge, when
their informed consent is being sought by their clinicians. This should be part of the regular informed consent
process. Information that should be provided when seeking informed consent from the consumer includes why
the device has been provided with interim approval and what is involved in the interim approval process.

Special price — Devices or procedures carrying interim approval should be priced lower in recognition that the
consumer and/or the health system will need to pay if any problems with use are experienced. While the device
may provide health benefits, the risk of side-effects and other negative consequences may be higher, which could
result in significant additional costs due to the need for follow-up treatment or rehospitalisation. Again, this
should be explained as part of the informed consent process.

No coercion — There should be sanctions in place for companies that try to pressure consumers to use products
with interim approval to increase demand during the interim period.
Pre-market assessment

The consultations considered pre-market assessment processes. While the role of bodies such as MSAC and PDC
were raised, most of the discussions addressed the role of the TGA in the HTA process.

The TGA generally divides its role into pre-market assessment and post-market surveillance. In pre-market
assessment, the TGA uses a risk stratification method that organises devices into groups based on their level of
risk. There are five levels:

Class [;
lIA;
1B;
I1l; and

Active Implantable Medical Devices (AIMD).

13 See: http://www.inahta.org/




It was noted that the TGA assesses only the Class IIl and AIMD. Class | medical devices receive automatic entry
to the ARTG after undergoing electronic review of specific information. Ninety percent' of all devices fall within
the first three classes, and this means that ninety percent of medical devices used in Australia do not undergo
assessment by the TGA, although the TGA reviews evidence about the device to show that the device has been
subject to a level of regulatory scrutiny on a level with that which would be applied if the device was presented to
the TGA for assessment. Around two percent of devices undergo a full assessment.

Many of the devices that gain automatic entry on to the ARTG have a significant risk of causing harm. It is only
now that the TGA is preparing to raise the risk level of joint replacements to Class Ill. Up until now, they have
been judged to be a low risk despite the fact that many fail, requiring re-operation, and that for some groups the
mortality rate resulting from these failures can be as high as 18 percent®.

In her presentation to the national workshop, Ms Carey commented that the PDC has made several referrals

to the TGA in relation to concerns raised by Clinical Advisory Groups (CAG) about devices that clinicians have
considered too unsafe for use in Australia, and in each case the TGA has failed to act and the devices remain

on the ARTG. However, the TGA reported that only one report has been received by its Incident Report and
Investigation System originating from the PDC. Ms Carey also reported that the PDC has received applications

for which there have been no human studies, but the devices have still been listed on the ARTG. She argued that
these examples highlight the flaws in the TGA pre-market assessment process and illustrate that current practices
are failing to ensure safety and quality of health technology for health consumers.

Consumers supported Ms Carey’s comments, and argued that the TGA should apply risk categories and assess
evidence for applications with consumers’ safety as their priority consideration. It was noted that consumers
are the ones who suffer if assessment processes fail to take into account the level of risk or the inadequacy of
evidence deeming products to be safe.

Post-market surveillance and review

There was consumer consensus that the TGA, which approves devices and procedures for use, fails to offer
adequate post-market surveillance to identify problems and trigger reviews. Consumers suggested there
should be careful consideration of a new post-market surveillance process to decide who will be responsible
for collecting data about the use of products once they are on the market and ensuring strong governance and
accountability for the process. The views of consumers about what the post-market system should include are
discussed below.

The review agency

Consumers argued that current post-market surveillance conducted by the TGA is a failure. Although there is
an adverse events reporting scheme, it is generally not known about or used and the TGA admits high levels
of under-reporting.

14 TGA submission to HTA Review
15 NIJRR, http://www.dmac.adelaide.edu.au/aoanjrr/index.jsp.
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Many consumers reported that they are unaware of the adverse events reporting scheme. Although the
Therapeutic Goods Act requires sponsors to report adverse events, there is no requirement for doctors to do so
and it is, in fact, limited. Consumers are unaware of the system and would often report an adverse event to their
doctor rather than the manufacturer or sponsor of a device. Often the sponsor is not aware of adverse incidents.
In instances requiring that they act, the only requirement is that they report ‘significant incidents’. The sponsor
decides what should be reported, although there are regulations that describe what is required to be reported
and the timeframes in which such reports must be made. Consumers wanted to see strengthening of regulations
so that sponsor choice is not a factor in determining what is to be reported. They also wanted to see initiatives in
place to develop and support increased awareness of the TGA's Incident Report and Investigation Scheme (IRIS)
among consumers and health professionals, and also wanted to see increased awareness of the TGA's other post-
market surveillance processes.

Ms Carey, in her address to workshop participants, argued that the TGA also has no process for cross-checking of
sponsors’ reports and relies entirely on the sponsor to report the facts. She drew attention to her own experience
with a failed heart valve in identifying that consumers cannot rely on the sponsor, who has the greatest vested
interest, to report truthfully about adverse events in spite of likely negative financial impacts.

There was a strong view that the post-marketing surveillance function should be the responsibility of an agency
separate from the one that conducts the original assessment of health technologies. The ACSQHC and the
Australian Consumer and Competition Commission (ACCC) were suggested as agencies which could possibly

be given responsibility for post market surveillance, as these bodies already have related functions. Whether

the recommendation to separate the processes is accepted, or the TGA remains responsible for post-market
surveillance as well as assessment, consumers argued that surveillance and review processes need to be
appropriately governed, funded and evaluated. If the TGA is to remain responsible for post-marketing surveillance,
consumers argued that a separate section of the TGA should be created to conduct reviews, to ensure separation
of assessment and review functions.

The review process
Consumers called for a number of types of review:

Routine reviews — Every device of a certain risk category should routinely be reviewed at specified time
intervals after the product is approved for market in Australia.

Incident-triggered reviews — The mechanism for collection of information about incidents should trigger
a review after a certain number of incidents, after faults have been reported, or after a single incident of
significant severity.

Equivalent product reviews — Many new technologies claim equivalence with old technologies but do not
undergo the same procedures as ‘new’ technologies. The evaluation of equivalence should be more rigorous,
with specific review procedures required.

Reviewing obsolescence — There is a need for procedures to remove technologies from the ARTG when
they become obsolete or are superseded by other products.
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Sources of information

Post market surveillance relies on the capture of information from consumers, health professionals and
manufacturers about the use of products once they are on the market. Consumers emphasised repeatedly the
importance of the new system ensuring many avenues are available for the capture of such information, and then
for its aggregation, public reporting and feedback into the review process. It was noted by national workshop
participants that privacy constraints often meant that data already being collected on adverse events is not
publicly available. There was a suggestion that consumer representatives need to have a wider discussion about
privacy in order to find a way of protecting individual interests, while at the same time being able to access the
rich sources of information collected by databases around the country.

Consumers suggested several sources of information to be used in post-marketing surveillance:

e Manufacturers, who should be compelled to report on adverse events of all levels of severity using a
routine approach (current requlations do describe what events are required to be reported, with penalties
for non-compliance).

e Doctors and other health professionals, who should be encouraged to report adverse events, for
example via an ‘adverse event reporting” item on the MBS schedule.

e Consumers, who should have a mechanism for adverse event reporting allowing them to report any problems
they have and be confident that these will be addressed.

e State/Territory Health Ombudsmen, in the role of collection of incident and adverse event information,
who should have an avenue for reporting this information to the review agency.

Many consumers were in favour of more registries being established to collect data, for example, by following
the model of the National Joint Replacement Registry (NJRR), which collects data after each joint replacement
procedure. These registries should be set up for those technologies for which post-marketing surveillance is most
needed. Consumers emphasised that increased awareness of post-marketing surveillance mechanisms would be
required, via public education, to enable and equip consumers and doctors to use the system.

Limiting the technologies on the ARTG

Consumers in the consultations agreed that the ARTG is there for consumers and they can best be served when
the register is properly maintained. There should be elimination procedures available for lapsed, obsolescent
devices so that they do not continue to ‘clutter’ the ARTG. It was suggested that there may need to be a National
Register of technological devices that provides a cumulative record of comparative devices and integrates adverse
events into the record.

Consumers agreed that there should be:
e (larity about which agency or group is responsible for reviewing obsolescence of devices/technologies.

e Defined criteria by which obsolescence is determined (for example, when a certain number of equivalent or
superior devices are on the market or when uptake of the product is very low).

e A phase-out program for superseded technological devices/procedures that allows individual consumer needs
to be met, for example, if someone prefers or needs to continue using their current device, rather than changing
to a new product. In some situations problems with a device currently in use can be remedied through a partial
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revision, and removing devices from the ARTG when they are still being used by consumers could result in the
need to fully replace the existing implant or device. Consumers should not be exposed to this increased risk by
the premature removal of items from the ARTG.

Procedures for ensuring that a product cannot be taken off the ARTG until all State and Territory
governments have agreed to make the newer products available for public patients.'®

Consumer education

Consumers strongly endorsed widespread consumer education on health technologies and the HTA process, so
that consumers:

e Know about the elements of the HTA system, including compliance requirements, complaints mechanisms, and
where to report adverse events — enabling consumers to feed into the HTA system and ensuring learnings from
current patient experiences (about what works and what does not) and the patient’s journey are taken into
account in the assessment and review processes.

e Understand the benefits and risks of using (or not using) various devices — ensuring that their consent to a
procedure or device is fully informed and they are able to take more responsibility for their own health.

Consumers suggested that consumer education should be an integral function of the new HTA system involving,
in the short term, a strategy to collect information on patient experiences with devices and distribute it to other
consumers. This could include a 1300-number to receive and provide information to consumers about health
technologies and the HTA system.

In addition to the technology itself, it was noted that consumers also had considerable concerns about how
well a technology works and the potential problems that may arise in daily life as a result of using the device.
Incorporating social values in the HTA process was considered to be of high importance to consumers.

Consumers in all consultations recommended that an educational tool, such as a Consumer Medicines Information
(CMI) equivalent for health technologies, should be provided to consumers. This should contain information

about the technology, how it should be used, possible risks and side-effects. It would also be important for

this document to include information about what consumers should do if they experience difficulties or adverse
events; for example, contacting their doctor or a helpline, or possibly the supplier, for which contact details should
be provided.

Long-term education should begin in schools, and emphasise the rights of all health consumers. This could
address what people can do about taking care of their own health and how the system can help them to do that.
This could continue through university and any further education, particularly in the fields of social or
government studies.

Consumers clearly identified that consumer education should never be used as a ‘weapon’ against consumers. It
is not acceptable for health professionals to blame people for not knowing about a device or procedure on the
basis that the information is publicly available. Consumers should be responsible for their actions only after being
educated by the provider, and there are no reciprocal responsibilities.

16 It was suggested that relevant provisions under the Trade Practices Act (TPA) may provide a model. The rigorous TPA processes for ensuring
manufacturers continue to maintain obsolete products at a reasonable cost to consumers for an agreed period of time may be particularly relevant.




It was also clearly identified that consumer education is insufficient, and that there should also be education of
health professionals. Health literacy programs could enable them to communicate better with health consumers
about health technologies. This would improve consumers’ ability to provide informed consent when their health
professionals are proposing the use of a technology in their treatment.

Other issues

A number of other important issues were highlighted through consumer consultations. These are briefly
described below.

Who pays for the HTA system?

The burning question is always who will have to pay for any enhancements to the system since, in this case, the
outcomes of the review must be cost-neutral. Consumers emphasised that the level of funding currently allocated
to HTA processes and systems is significant and could be redistributed to develop effective and transparent new
HTA systems and processes. Without details of the current distribution of funding for HTA processes, consumers
were not able to explore in detail how funding could be redistributed, but emphasised that the objective of
funding redistribution should be increased transparency and efficiency.

Participants at the workshop were asked whether suppliers or the public should pay for the HTA system. A range
of important views were expressed and need to be taken into consideration in the design of any new systems.

Government funding — There was support for aspects of the system to continue to be funded by government,
as the results are clearly in the public interest. Government funding of HTA processes demonstrates that
government supports consumer access to the latest and safest technologies, while also demonstrating the
integrity of the processes by ensuring that it is not entirely industry funded.

Danger of industry funding — While there was strong support for industry shouldering more of the cost of
the HTA, there was concern that industry would simply pass costs on to consumers, inflating the price of already
expensive health technologies.

Industry funding must be shared — There was also concern that reliance on industry application fees may
have a disproportionately negative impact on some manufacturers. This occurs when one manufacturer pays the
application fees, allowing others claiming equivalency of products to slip into the system without paying a fee. It
was suggested that a better system to equalise the impost on industry would be through an income contingent
loan scheme to support manufacturers to pay application fees to be repaid after profits are made from the device.

Transparency of funding — Consumers found it difficult to recommend how funding could be improved
without having access to better information about how funding is currently derived and expended. They want
information about how changes to the system are funded to be available for scrutiny.

A more efficient system costs less — There was a strong sense that reducing unnecessary wastage and
bureaucracy in the current system would go a considerable way towards funding improvements in a new system.
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A more cost effective system ensures more appropriate expenditure — Consumers emphasised that
it costs under $2 million per annum to maintain the NJRR", which serves as a point for consumers to share their
experiences of a whole category of health technologies, but $250,000 for the TGA to make an assessment of a
single device. However, it is often claimed that the establishment of registries is too expensive. The effectiveness
of money spent in achieving the goals of the HTA must be carefully considered in shaping the new system.

Industry Wide Code of Conduct

Many consumers felt that the myriad of current codes of conduct that apply to health technologies and
therapeutic goods, including the Medical Technology Association of Australia Code of Conduct, the Medicines
Australia Code of Conduct and the Australian Self Medication Industry Code of Practice, are ineffectual, lack
transparency, accountability and rigour. They suggested that to bring more rigour to the process, recognition

of consumer experiences and requirements for action in relation to adverse outcomes is essential. A single
enforceable code for all therapeutic goods would generate greater confidence in the system and dispel concerns
that doctors and manufacturers are not acting in the best interest of health consumers.

Mechanisms for providing more rigour could include:

e Necessity for compliance at listing or registration on the ARTG;

e Anindependent complaints mechanism;

e Strict criteria for membership of Code of Conduct committees;

e Requirement for a large contingent of non-industry members on Code of Conduct committees; and

e Open and transparent reporting on compliance with Codes of Conduct.

Consumers argued for a single high-level, principles-based code that could be developed to cover the whole
industry. Separate industry issues could be addressed under the auspices of this overarching ethical code.
Consumers wanted to see a code of conduct that included:

e Asingle code covering both therapeutic complaints and advertising;
e Asingle and independent complaints mechanism;
e Asingle monitoring system; and

e Sanctions for non-compliance which go beyond retraction to substantial fines.

HTA must make allowances for equity considerations

Consumers stressed the need for the HTA system to take account of equitable access to health care devices. Of
concern is that public patients do not always get access to approved technologies because state/territory health
departments determine which approved technologies will be made available to public patients. There was an
emphasis on the need to involve states and territories in the system to ensure that newly approved products are
available to public patients. Currently, certain technologies and devices are not available through state public
hospitals, despite the possibility that the device or technology might provide a better longer term outcome for the

17 Australian Orthopaedic Association 2008 Australian Orthopaedic Association Financial Report for the year ended 30 June 2008, Sydney.
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consumer. Drug-eluting stents was an example given of a device available in some jurisdictions but not others.
Also, there is concern about equitable access to technologies that are only available in certain major cities; for
example, PET scanners. The ACSQHC also has a role to play in advocating for equitable access to devices and

procedures for both public and private patients.

Priorities for action
In ranking priorities for action for the HTA system, a consistent set of issues was put forward:

More effective mechanisms for post market surveillance and review. Consumers indicated the need for:
® The review process to be separated from the assessment process;

e A mechanism for consumers to report adverse events;

e A mechanism to enable/mandate/provide incentives to doctors reporting adverse events; and

e A national register of devices, regularly reviewed and updated.

Education of consumers. Consumers indicated the need for education about adverse incident reporting to
support shared decision making on the use of health technologies. The importance of educating doctors about
HTA processes (ensuring health literacy) was also seen as a priority.

A single point of entry into the system and/or a reduction in red tape, bureaucracy and inefficiencies in order
to speed up the approval process.

Inclusion of consumer views and experiences as a fundamental part of the assessment process.

Mechanisms to ensure that consumers are placed at the centre of the system — for example:

e Continuation of consumer representatives on committees, and increasing the number of consumer
representatives;

e Use of consumer impact statements;
e Public reporting of consumer experiences with devices and technologies;

e International models as appropriate — for example, Citizens" Councils or Interest Sub-Groups could be
considered for their applicability in an Australian context; and

e Asingle rigorous code of conduct for all therapeutic goods with appropriate sanctions for non-compliance
with the code.

A number of other priorities were identified throughout the consultation process, including:

e Interoperability of the Australian HTA system with that of other countries;

e Requiring more of industry in funding and maintaining the system, particularly a complaints register;
e Giving regulators greater powers to identify issues and enforce sanctions;

* Increasing access to technological devices for all consumers; and

e Fully informed consent by patients prior to agreeing to the use of a procedure, device or medication.

T XIAN3ddV
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C. Conclusion and Recommendations

This Report details the findings from all CHF consumer consultations undertaken as part of the Consumer
Participation in the Review of Health Technology Assessment project. It clearly identifies that
consumers see an urgent need for change within the current systems and processes for HTA in Australia. The
overarching message is that consumers want to see a more robust HTA system which is cost effective, efficient,
transparent and accountable, and provides a single entry point into the system.

Based on the evidence provided by CHF's consumer consultations, CHF makes the following recommendations:

Recommendation 1

Robust mechanisms should be developed to take into account consumer experiences and needs in all
HTA stages through mechanisms such as:

e Consumer representatives on committees;
e Use of consumer impact statements;
e Public reporting of consumer experiences with devices and technologies; and

e International models as appropriate (e.g. Citizens' Councils, Interest Sub-Groups).

Recommendation 2

Rigorous post market surveillance mechanisms should be established, ideally governed by a separate body, to
the body conducting assessments, to enable the capture, analysis and reporting of information on adverse events
and for this information to feed back into assessment processes.

Recommendation 3

The HTA system should have the capacity to reduce red tape, bureaucracy and inefficiencies in the system,
including through a single entry point into the system and a process for interim approval for some
devices, to ensure that they are available to consumers more quickly, pending full assessment.

Recommendation 4

HTA pre-market assessment processes must apply clear risk criteria in the assessment of evidence for applications
with consumer safety allocated the highest priority.

Recommendation 5

There should be mechanisms for regularly reviewing the technologies on the ARTG, and removing them
from the ARTG when they have been shown to be dangerous, when they are superseded by superior products,
or when they are no longer being used.

Recommendation 6

Consumer education programs should be developed to ensure that consumers have a strong understanding
of both medical devices and technologies and the HTA system designed to regulate their use in Australia.
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Recommendation 7

e Asingle rigorous code of conduct for all pharmaceutical and therapeutic goods industries with appropriate
sanctions for non-compliance with the code should be established.

Consumers are the users and beneficiaries of health technologies. When health technology fails, consumers
experience negative consequences. CHF considers that it is fundamentally important that consumer input be a
core component of the HTA system in Australia to ensure that the system meets consumer needs and recognises
the impact of health technologies on their lives. The recommendations outlined in this report recognise that a HTA
system with genuine consumer input will ultimately contribute to improved health outcomes for all Australians.
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Appendix M: Acronyms

AAT
ACSQHC
ADIR
AHIA
AHMAC
AHMC
AHTA
AIMD
AMA
ANZHSN
AOA
APHA
ARTG
ASERNIP-S
CAG
COAG
CHA
CHF
CRE-PS
CTEPC
DoFD
DoHA
DIISR
DVA

EU

FDA
GHTF

Administrative Appeals Tribunal

Australian Commission for Safety and Quality in Healthcare
Administrative Decisions (Judicial Review)

Australian Health Insurance Association

Australian Health Ministers" Advisory Council

Australian Health Ministers' Conference

Adelaide Health Technology Assessment

Active Implantable Medical Devices

Australian Medical Association

Australia and New Zealand Horizon Scanning Network
Australian Orthopaedic Association

Australian Private Hospitals Association

Australian Register of Therapeutic Goods

Australian Safety and Efficacy Register of New Interventional Procedures — Surgical
Clinical Advisory Group

Council of Australian Governments

Catholic Health Australia

Consumers' Health Forum of Australia

Centre for Research Excellence in Patient Safety

Clinical, Technical and Ethical Principal Committee
Department of Finance and Deregulation

Department of Health and Ageing

Department of Innovation, Industry, Science and Research
Department of Veterans' Affairs

European Union

Food and Drug Administration (USA)

Global Harmonisation Taskforce




HealthPACT
HTA
HTAI
HTA Review
IDC

ISH

JBC

KPI
MBCC
MBS
MDEC
MSAC
MTAA
MTSRG
NEHTA
NHHRC
NHMRC
NHS
NICE
NIP
NJRR
NPHS
NZ

PAG
PBAC
PBPA
PBS
PDC

Health Policy Advisory Committee on Technology
Health technology assessment

Health Technology Assessment International
Review of Health Technology Assessment in Australia
Inter Departmental Committee

in situ hybridisation

Jurisdictional Blood Committee

key performance indicator

Medical Benefits Consultative Committee
Medicare Benefits Schedule

Medical Devices Evaluation Committee

Medical Services Advisory Committee

Medical Technology Association of Australia
Medical Technology Stakeholder Reference Group
National E-Health Transitory Authority

National Health and Hospitals Reform Commission
National Health and Medical Research Council
National Health Service (UK)

National Institute for Health and Clinical Excellence (UK)
National Immunisation Program

National Joint Replacement Registry

National Preventative Health Strategy

New Zealand

Policy Advisory Group

Pharmaceutical Benefits Advisory Committee
Pharmaceutical Benefits Pricing Authority
Pharmaceutical Benefits Scheme

Prostheses and Devices Committee
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PDNG Prostheses and Devices Negotiating Group
PHI private health insurance

PHIAC Private Health Insurance Administration Council
PM&C Department of the Prime Minister and Cabinet
PMS post-market surveillance

PoCE Panel of Clinical Experts

QALY quality adjusted life years

SEP single entry point

TGA Therapeutic Goods Administration

ToRs terms of reference

TPCA Third Party Conformity Assessment

UK United Kingdom

WHO World Health Organization
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Appendix N: Glossary of Terms

Appraisal

Assessment
Biologics

Clinical effectiveness

Co-dependent

Cost effective

Diagnosis

Device

The consideration of the evidence and other relevant factors by the advisory
committee

The evidence base to consider the health technology by a HTA evaluator
Commercial products derived from biotechnology

A consideration of the quality and strength of evidence in relation to a medical
service, device, pharmaceutical or vaccine, as well as the magnitude of the
effect and relevance of the evidence to Australian practice compared with
currently funded items or current clinical practice

Where therapy involving the use of one health technology to directly improve
health (e.g. a medicine or a medical device or a procedure) is improved by

the use of another health technology (e.g. a pathology or imaging diagnostic
technology) which might more accurately identify patient subsets most likely to
gain from the therapy or monitor therapy response

Economic evaluation which entails a set of formal quantitative methods used to
compare alternative strategies (or treatments) with respect to their resource use
and their expected outcomes

Identification of the cause and nature or extent of disease in a person with
clinical signs or symptoms (for example, electrocardiogram, x-ray for possible
fracture)

From s 41BD of the Therapeutic Goods Act 1989
1. A medical device is:

a. 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:

i. diagnosis, prevention, monitoring, treatment or alleviation of disease;

ii. diagnosis, monitoring, treatment, alleviation of or compensation for an
injury or handicap;

iii. investigation, replacement or modification of the anatomy or of a
physiological ~process;

iv. 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 that may be
assisted in its function by such means; or

N XIdN3ddV



Effectiveness

Efficacy

Established

Experimental
Externalities
Genome
Genomics

Global harmonisation

Health technology

Health technology assessment

Horizon scanning

Hybrid technology

Information asymmetry

Innovation
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b. an accessory to such an instrument, apparatus, appliance, material or other
article

How well a health intervention works in practice

Efficacy is not explicitly defined in the regulatory framework, but by complying
with the essential principles outlined in Schedule 1 to the Therapeutic Goods
(Medical Devices) Regulations 2002, a judgement is made that the product is
efficacious.

Considered by healthcare providers to be a standard approach to a particular
condition or indication and diffused into general use

Undergoing laboratory testing using animals or other models

An incidental condition that may affect a course of action

A full set of chromosomes; all the inheritable traits of an organism
The study of genomes

The process of making disparate international approaches to regulation
etc similar

Includes medicines; diagnostics, devices, equipment and supplies; medical
and surgical procedures; support systems; and organisational and managerial
systems used in prevention, screening, diagnosis, treatment and rehabilitation

Encapsulates a range of processes and mechanisms that use scientific evidence
to assess the quality, safety, efficacy, effectiveness and cost effectiveness of
health service delivery. The process is commonly applied to pharmaceuticals
(including vaccines), medical devices, medical procedures, and public health
approaches.

Was established to provide advance notice of significant new and emerging
technologies to health departments in Australia and New Zealand, and

to exchange information and evaluate the potential impact of emerging
technologies on their respective health systems.

Where the characteristics of different health technologies (e.g. a medicine or
a medical device or a biologic) are combined in one intervention (e.g. laser
activated medicines such as photodynamic therapy, or drug eluting stents)

Decisions in transactions where one party has more or better information than
the other

The introduction of new ideas, goods, services and practices which are
intended to be useful. Innovation is a novel, beneficial change in art or practice
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Medicare A Commonwealth Government benefit scheme covering professional medical
services. For each service included as an item on the Medicare Benefits
Schedule (MBS), a proportion of the patient’s cost is met through government
reimbursement

N XIdN3ddV

Medicare Benefits Schedule (MBS)List of professional medical services (items) approved for reimbursement under
Australia’s national health care budget

Medicines Any substance or substances used in treating disease or illness; medicament;
remedy

Obsolete/outmoded/abandoned  Superseded by other technologies or demonstrated to be ineffective or harmful

Off-label (Unlabelled or unapproved) prescribing refers to prescribing a registered
medicine for a use that is not included or is disclaimed in the product
information. Examples include use for a different indication, patient age range,
dose or route to that which is approved by regulatory authorities'

Post-market surveillance The activity of monitoring the performance of a product post-approval

Prevention Protect against disease by preventing it from occurring, reducing the risk of its
occurrence, or limiting its extent e.g. immunisation, hospital infection control
program.

Quality Manufacturing quality is assessed in the context of the Quality Management

System implemented by the device manufacturer, and those systems are
assessed against Australian/International Standard AS I1SO 13485 — Medical
devices — Quality management systems — requirements for regulatory purposes

Quality adjusted life year (QALY) A unit of health outcomes that adjusts gains (or losses) in years of life
after a service, by the quality of life during those years. They provide a common
unit for comparing cost utility across different interventions and health

problems.

Regulation Alaw, rule, or other order prescribed by authority, especially to regulate

conduct

Rehabilitation Restoration, maintenance or improvement of a physically or mentally disabled
person'’s function and well-being (e.g. exercise program for post-stroke
patients)

1 Turner S. Unregistered and off-label drug use in paediatric inpatients. Aust J Hosp Pharm 1999; 29: 265-268
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Safety

Screening

Technology

Treatment

Vigilance

TGA — taken from Australian/International Standard AS 1SO 14971 — Medical
Devices — Application of risk management to medical devices — a standard
endorsed in the regulatory framework, and defined as ‘freedom from
unacceptable risk’. Safety is not explicitly defined in the regulatory framework,
but by complying with the essential principles outlined in Schedule 1 to the
Therapeutic Goods (Medical Devices) Regulations 2002, a judgement is made
that the product is safe.

MSAC and PBAC — a judgment of the acceptability of risk (a measure of the
probability of an adverse outcome and its severity) associated with using a
particular service in a particular situation — freedom from unacceptable risk.

Detection of a disease, abnormality, or associated risk factors in asymptomatic
people (for example, Pap smear, mammography)

The application of scientific or other organised knowledge including any tool,
technique, product, process, method, organisation or system to practical tasks.

Improvement or maintenance of health status, avoid further deterioration, or
provide palliation (for example, antiviral therapy, coronary artery bypass graft
surgery, chemotherapy)

Pro-active monitoring of the marketplace in which technology is supplied to
detect problems
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APPENDIX N










	Structure Bookmarks
	The TGA has a legislated internal review process whereby an independent TGA officer delegated by the Minister reviews the initial decision regarding listing on the ARTG. In the case of an adverse outcome for the applicant in the final decision there is an opportunity for an external merits review through the Administrative Appeals Tribunal (AAT).




