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¥ you would like to expond on your answer sbove y do 30 below -incre: ities for ion and

More detail iz required here.

s

H you would like to expand on your answer sbove you can do 30 below -Health technologics thet are jointly funded by the C d territory (such o5 high cost, Highly Specinlised Therapics (HSTs) defivered to public hospital inpatints)

This iz 3 critical piece of work to ensure that health i not di due to iz unclear how this solution will be administered with equity but the concept we are supportive of. How will this be mandated 3t 2 local level? What are the key performance measures in
place to ensure adherence? How wil this be resourced?

831

Taking all Options within this section: 5.1. i ing arces of unmet dini ind gaps in the PBS i

Overall, to what (if i address the issues that relate to them?

demmmmdd\essw{s}

132

H you would like to expand on your answer sbove you can do 30 below:
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23rd February 2024

To whom it may concern,

While there is a high level of merit in many of the proposed options, they are currently difficult to
assess because significantly more detail is required regarding how they will be implemented,
resourced, and managed. Also, the measurement of these options is lacking the necessary key
performance indicators to adequately assess their impact.

Below are specific comments relating to the options in the options paper.

1.1 Transparency, communication, and stakeholder engagement in HTA

This is a high priority and could be implemented quickly with relative ease. However, there must be
resource allocation and details regarding how consumers will be consulted. Indeed, consumers need
to be part of the HTA process from commencement. Adopting the use of plain language and public
summary documents will aid a more transparent process with greater engagement. The engagement
of consumers needs to be regulated to ensure compliance.

1.2 Consumer / Clinician/ Stakeholder Involvement in HTA

There needs to be clarity on the weighting given to consumer evidence and transparency of how it is
taken into consideration. More detail is required to assess the appropriate options but there is merit
in each and they should be prioritized as part of this review, especially given the timeframes required
for implementation. Consumers must be involved in all areas of the HTA processes, and the resourcing
must be provided to ensure this is effective. This will help support better decision-making and
ultimately, better outcomes.

1.3 First Nations Involvement in HTA
This option is critically important, however, there must be clarity on how this will be actioned to ensure
it is effective for our First Nations communities.

It is promising that points 1.1-1.3 have recognised the importance of the consumer voice in the HTA
review. These options should be progressed.

1.4 State and Territory Collaborations in HTA

This option must immediately include consumers, clinicians, and patient organisations to address the
inequitable funding and access barriers that are in place. There is a disjoint among health care in the
states and territories across Australia. These options are a helpful step in overcoming this issue, but
more work is required to focus on the patients and their outcomes and not simply the budgetary
impact. However, there needs to be appropriate regulation to ensure that this takes place. Clarity is
required on how joint Federal and State/Territory funding of HSTs will impact the overall local health
system budgets and anticipated patient outcomes. The consumer perspective must be incorporated,
with data to better understand the different state and territory responses if they provide a specific
therapy based on budgets. This is particularly an issue around genetic therapies. How will emerging



technologies be funded? How will inequities in state and territory budgets ensure equitable health
care for all citizens? It appears that this option, currently, could maintain the current lack of access as
certain barriers will remain in place. Indeed, higher-cost therapies will continue to present challenges
in this area and not comply with the National Medicines Policy. How will this be addressed?

The increased visibility of PBAC decision-making and the local impact is mandatory and greater
cohesion with federate and local budgets is required.

A centralized data-sharing system is theoretically favourable, but the ownership and access of the data
need to be outlined. Further, the increasing data security threats need to be effectively addressed.
Also, there needs to be clarity on how consumers provide input. Data sharing needs to be greater than
HTA, especially in light of the increasing adoption of new health technologies so governments must
unite to be most effective. This will have an immense impact on the lives of all Australians.

Overall, Section 1 could have a high impact on improving transparency, communication, and
stakeholder engagement in HTA.

2. Health technology funding and assessment pathways

The options presented must move away from being submission-driven by sponsors, as is currently the
case. There remain critical gaps that must be addressed including the necessary data and evaluation
required for implementation of new pathways for drugs, especially for people with rare |||} | | | | EIER
I :d the Life-Saving Drugs Program. There needs to be wider consideration for
evaluation including eligibility, and value for money and the decision should not be dependent solely
on the PBAC. Indeed, the option to expand the role of the PBAC is an area where more information is
needed but could assist in the holistic review of appropriate decision-making. There are patient groups
that are under-represented populations || EENEEEIEGgGEEEEEEEEEEEEEEEEE (ot con
easily get overlooked, especially those with rare gene mutations that require pathways to access.
Further, this must be equitable and not dependent on a sponsor.

Section 2 requires more details on how these solutions will be administered and how the consumer
voice will inform HTA.

Further matters to note include the vital nature of horizon-scanning and international collaboration
to ensure Australia is at the forefront of optimum healthcare. This must be a formal, ongoing process
with stakeholder engagement. This is vital for those with rare genetic diseases because for some
people there are no therapies currently available here. Sadly, some Australians are not receiving
treatments that are available in other jurisdictions.

A review of the TGA process is recommended and the timelines of TGA and PBAC should be revised
and mandated to expedite access to new therapies. Further, there needs to be transparency in how
products are registered, and the process needs to include more stakeholders including consumers.

Details are required on paediatric access to medicines. This is an area that is critical for the health care
of future generations yet there is insufficient data in the options on how this will be addressed,
especially given the challenges in securing the appropriate data.

The HTA has significant gaps in relation to rare diseases, |||} | | JJ NN This means that there
are groups of stakeholders either not represented, or underrepresented in this process, deeming it
ineffective. HTA needs to be equitable across the whole of the healthcare system. Given the nature of
rare diseases, there are small patient populations and limited clinical trial data which makes it
challenging to capture the full spectrum of the disease burden in HTA evaluations. Further, there is
limited consideration for the unique ethical, social, and economic aspects of rare diseases in HTA



decision-making. This presents an opportunity for improvement as part of this review.

HTA must implement practices that consider the needs of underserved populations throughout all of
the proposed options. Indeed, HTA processes need to be enhanced to better accommodate the needs
of individuals with rare diseases |||} NG s shou!d include utilising
innovative study designs, such as adaptive trials and real-world evidence, to generate high-quality
data on rare diseases. Patient-centered outcomes and preferences must be incorporated into HTA
assessments to effectively capture the full impact of treatments on people living with ||| N
I 21 and genetic conditions. Also, HTA needs to commit to evidence-based medicine and
transparent decision-making for health technologies for rare diseases. This could be aided by
increased collaboration with HTA agencies, patient groups and industry stakeholders to ensure quality
data, research, and other evidence is incorporated. There must be ongoing collaboration and
innovation in HTA to support the health and well-being of people with rare diseases |} |} JN I
and their families.

All Australians should have fair and equitable access to the therapies they require. Standardisation is
critical, coupled with increased understanding and transparency of the pathways so that everyone can
have equitable access for their needs. The priorities must be around the implementation of these
recommendations and sufficient details and accountability measures, to ensure their success.

| hope that by identifying these gaps, exploring the suggested opportunities for improvement, and
leveraging existing strengths within the Australian HTA framework, we can work towards ensuring
equitable access to effective treatments and improving outcomes for all individuals, especially those
currently under-represented in the existing processes.
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