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Who should get the last TAVI valve? Public
versus private access to disruptive technologies
in the Australian health care system

“Who should get the last ventilator?” was an esoteric
ethics question until footage emerged from inside

the main hospital in Bergamo in Northern Italy at the
start of the COVID-19 pandemic.' While Australia was
spared the horror of that reality, the need to ration
finite health resources is a perennial problem that
confronts all health care systems. Health technology
assessment (HTA) is a formal multidisciplinary
process that aims to “inform decision-making in order
to promote an equitable, efficient, and high-quality
health system”.” This article uses a case study approach
to examine the role of HTA in the introduction of
disruptive technology into the Australian health care
system. It identifies structural problems in Australia’s
current approach that prevent HTA from achieving its
equity objective.

Transcatheter aortic valve implantation: a
paradigm shift in the management of aortic
stenosis

Aortic stenosis is the most common form of valvular
heart disease. It usually has a long asymptomatic
phase, but once a patient develops symptoms,
typically in their 70s or 80s, their prognosis without
intervention is poor. Historically, the only effective
treatment for aortic stenosis was surgical aortic valve
replacement (SAVR). However, a significant proportion
of afflicted patients were either unfit or unwilling to
undergo open heart surgery, often simply because of
their advanced age and associated frailty. It was the
unmet needs of this group of patients that drove the
development of the less invasive transcatheter aortic
valve implantation (TAVI) procedure, which is usually

performed via the femoral artery.” Since the first-in-
man implant in France in 2002, TAVI has displaced
SAVR as the procedure of choice for progressively
younger and healthier patient cohorts. The current
point of equipoise in Australia is the 75-79-year-old
cohort (Box 1).*

Both procedures are considered safe, clinically
effective, and cost-effective.”® While TAVI valves cost
more than SAVR valves, the overall cost of implanting
TAVI valves is less than the overall cost of performing
SAVR.” The long term (> 10 years) durability of TAVI
is yet to be proven, whereas the long term durability of
SAVR is well established.”®

Access to TAVI in 2024

In both the public and private sector, access to TAVI
requires prior approval by a multidisciplinary heart
team. “Who should get the last TAVI valve?” is an
ethical dilemma that heart teams at many state-run
public hospitals routinely grapple with. Unlike the
ventilator scenario, where demand exceeds physical
supply, this is purely a case of economic rationing,
where demand exceeds available funding. For
paternalistic and utilitarian clinicians, the decision can
seem straightforward. But for clinicians who believe
in patient autonomy and egalitarianism, or who are
at least used to applying the rule of rescue, choosing
between individual patients is an uncomfortable
role. For patients who are denied access to TAVI, the
consequences of the heart team’s decision play out
over time. Older, more comorbid patients must come
to terms with being denied their only therapeutic

1 Annual procedural volumes for surgical aortic valve replacement (SAVR) and transcatheter aortic valve
implantation (TAVI), by age cohorts from 2012-13 to 2021-22*
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In clinical practice, TAVIis both a substitute treatment (for SAVR eligible patients) and a new treatment (for SAVR ineligible patients). This has resulted in a
decrease in the number of SAVR procedures but an increase in the total number of aortic valve procedures. @
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Advisory Committee (MSAC) and the
Pharmaceutical Benefits Advisory Committee.
MSAC advises the federal health minister
directly on whether new services should be
listed on the Medicare Benefits Schedule (MBS),
and thus subsidised by the federal government.
It should come as no surprise that when MSAC
undertakes HTAs, it considers value for money
and affordability from the perspective of the
federal government.

When a new procedure that requires
hospitalisation is added to the MBS, it creates

a legal obligation on the federal government
and third party payers (such as private health
insurance companies) to contribute to the cost
of the service for patients who elect to be treated
as a private patient when they undergo that
procedure.13 It does not, however, create an

SAVR = surgical aortic valve replacement; TAVI = transcatheter aortic valve

all surgical heart valve replacements (annual mean from 2000-01 to 2021-22,
40% +2%).1°0 &

implantation. Private patients are over-represented among patients undergoing . . . 16
TAVI, relative to SAVR. This observation is maximal beyond 85 years of age despite Procedure mn PUth hospltals' Moreover, once
the participation rate for private health insurance declining significantly in this

age group.”"? Contemporary data for SAVR is consistent with historical data for

obligation on state governments to provide that

a procedure is listed on the MBS, there is no
mechanism by which the federal government
can limit the number of private patients who

treatment option. Younger, less comorbid patients
must come to terms with being denied their preferred
treatment option.

In contrast, all patients with appropriate private
health insurance (gold and silver policy holders) are
guaranteed access to federally subsidised TAVI. This
difference in access explains the disproportionately
high rate of private TAVI (Box 2). Based on the level

of public activity that would have been required to
normalise the rate of private TAVI to that of private
SAVR, 1440 public patients were unable to access TAVI
in 2021-2022 (author’s estimate).*"°

The federal-state divide

In Australia, public—private access gaps are typically
attacked and defended along ideological lines. Such
arguments are a red herring. These gaps are, for the
most part, an unintended consequence of Australia
being a federation of states, not a unitary state. Or
more specifically, the fact that under our constitutional
arrangements and inter—governmental agreements,
state governments have direct responsibility for public
hospital activity while the federal government has
indirect responsibility for private hospital activity.
It is inevitable with two levels of government making
decisions independent of each other that inconsistencies
will arise, especially if the fiscal (or political)
implications of a given decision are likely to affect

one level of government differently from the other

level of government. This problem is compounded

by the significant vertical fiscal imbalance that exists
between these two levels of government, which makes
the state governments dependent on a complex series

of agreements that control transfer payments from the
federal government to state governments."*

13,14

HTA in Australia is dominated by two highly
respected federal committees, the Medical Services

can undergo the procedure. In contrast, state
governments can limit activity in public

hospitals by imposing caps on specific procedures.
This is the situation we find ourselves in with TAVL
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How has Australia’s approach to HTA contributed
to inequitable access to TAVI?

TAVI has been performed in Australia since 2008'
but Therapeutic Goods Administration approval,
which is a prerequisite for MSAC consideration, was
not obtained until 2013. In the absence of system
level HTA guidance, early TAVI adopters were forced
to rely on ad hoc institutional funding to establish
programs in both public and private hospitals. The
lack of coordination during this early phase has led
to entrenched variations in activity between local
health districts (LHDs), which equate to geographical
variations in access.

Between 2014 and 2021, MSAC considered, and
ultimately supported, industry-initiated applications
for federal funding of TAVI for private patients whose
risk of death following SAVR had been assessed as
being either prohibitive/ high,l9 intermediate,”® or low.”
The federal health minister accepted MSAC’s advice
on each occasion. Corresponding item numbers were
added to the MBS in November 2017, March 2022, and
July 2022, respectively. Unsurprisingly, these federal
HTAs had no immediate impact at the state level. New
South Wales, for example, did not establish its High-
risk TAVI Supra-LHD Service for prohibitive/high
risk patients (which remains underfunded) until June
2021%" and is yet to extend access to intermediate and
low risk patients.

Notably, some of these applications claimed, and
MSAC did not contest, that performing TAVI rather
than SAVR in intermediate and low risk patients was
more efficient in both private and public hospitals.”’
This claim highlights the importance of understanding
the funder’s perspective in HTA, and how that



influences HTA-informed decision making. Reduced
length of hospital stay is pivotal to TAVI’s cost-
efficiency claim. In the private sector, these savings are
real because third party payers do not have to pay the
private hospital operators for as many bed days. But

in the public sector, these savings are only theoretical
because the state government invariably continues

to pay for the bed. Indeed, caring for the patients to
whom the bed days are reallocated may lead to a net
increase in state government expenditure.

How can HTA bridge the federal-state divide?

The need for a nationally cohesive or federated
approach to HTA is recognised in the National Health
Reform Agreement as one of six key long term health
reforms.'® However, the current Roadmap does not

go far enough.” It mistakenly conceives of HTA as an
abstract process that should deliver consistent results
when HTA is a contextual process that is dependent
on the funder’s perspective and their health care
system’s cost structure. If the existing fragmented
approach to HTA is preserved, as planned, and the
state and federal governments continue to make
decisions independent of each other, the introduction
of new technology will continue to be compromised by
public—private access gaps.

Australia needs a truly national body that can
undertake HTA from the perspectives of both the state
and federal governments. It needs to be proactive,
using HTA as a facilitator for the introduction of new
technology rather than a barrier. It should provide

its advice to both state and federal health ministers

in a form that can support joint decision making in
intergovernmental fora. It is only through unified
advice that policy makers can understand the differing
implications of providing government funding for
new technology in both the public and private health
care systems. It is only through joint decision making
that accounts for these differences that policy makers
can develop implementation strategies that guarantee
equitable access to new technology.
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