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Baxdrostat for treating uncontrolled or resistant hypertension [ID6623]

Final scope

Remit/evaluation objective

To appraise the clinical and cost effectiveness of baxdrostat within its marketing
authorisation for treating uncontrolled or resistant hypertension.

Background

Hypertension is a condition where arterial blood pressure is persistently raised.
Hypertension is defined as uncontrolled or treatment resistant when appropriate
lifestyle measures and treatment with 2 or more drugs fails to reduce systolic and
diastolic BP values to <140 mmHg and/or <90 mmHg, respectively. If blood pressure
is too high, it puts extra strain on the blood vessels, heart, brain, kidneys and eyes.
This may increase the risk of various conditions, including stroke, chronic kidney
disease, and retinopathy. Risk factors for uncontrolled or resistant hypertension
include obesity, personal or family history of hypertension or cardiovascular disease,
chronic kidney disease, autoimmune conditions, and stress.

Hypertension is the most common chronic disease and the leading risk factor for
disability and premature deaths in the world™2. A report by the Department of Health
and Social Care (2024/25) shows 9,711,491 of the population in England have
hypertension®. A meta-analysis suggests that around 15% of hypertension cases in
Europe are resistant*. There is some evidence to suggest that blood pressure is less
likely to be controlled by medication for people in African or African Caribbean
groups®.

Current clinical management for hypertension includes lifestyle modification and
pharmacological management. NICE guideline 136 recommends lifestyle
modifications including sodium restriction, regular exercise, reducing alcohol
consumption and cessation of smoking. If these are unsuccessful at reducing blood
pressure, NICE guideline 136 recommends escalating treatment with medication until
blood pressure can be controlled, including an ACE inhibitor or angiotensin receptor
blocker, a calcium-channel blocker, and a thiazide-like diuretic. If hypertension is not
controlled in people taking the optimal tolerated doses of those drugs, they are
considered to have resistant hypertension. Treatment for resistant hypertension
includes the addition of further diuretic therapy with low-dose spironolactone, or a
different fourth antihypertensive drug, or an alpha-blocker or beta-blocker.

The technology

Baxdrostat (brand name unknown, Astra Zeneca) does not currently have a
marketing authorisation for treating uncontrolled hypertension. It has been studied as
an add-on medication in clinical trials alone compared with placebo in people with
uncontrolled or treatment resistant hypertension.
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https://www.nice.org.uk/guidance/ng136/
https://www.nice.org.uk/guidance/ng136/

Intervention(s)

Baxdrostat

Population(s)

Adults with uncontrolled or treatment resistant hypertension

Subgroups

e Adults with uncontrolled hypertension (hypertension
despite a stable regimen of 2 antihypertensive agents,
one of which is a diuretic)

o Adults with treatment resistant hypertension
(hypertension despite a stable regimen of 3 or more
antihypertensive agents, one of which is a diuretic)

Comparators

Established clinical management without baxdrostat.

In people whose hypertension is uncontrolled, (hypertension
despite a stable regimen of 2 antihypertensive agents, one of
which is a diuretic), this may include:

e a calcium-channel blocker
an ACE inhibitor

e angiotensin receptor blocker

In people with treatment resistant hypertension (hypertension
despite a stable regimen of 3 or more antihypertensive
agents, one of which is a diuretic), this may include:

¢ a fourth antihypertensive drug not previously used
o further diuretic therapy with low-dose spironolactone

e an alpha-blocker or beta-blocker

Outcomes

The outcome measures to be considered include:
e change in systolic blood pressure
e change in diastolic blood pressure
e Kkidney function
e major adverse cardiac events
e cognitive function
e eye function
e mortality
e adverse effects of treatment

e health-related quality of life.
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Economic analysis

The reference case stipulates that the cost effectiveness of
treatments should be expressed in terms of incremental cost
per quality-adjusted life year.

The reference case stipulates that the time horizon for
estimating clinical and cost effectiveness should be
sufficiently long to reflect any differences in costs or
outcomes between the technologies being compared.

Costs will be considered from an NHS and Personal Social
Services perspective.

The availability of any commercial arrangements for the
intervention, comparator and subsequent treatment
technologies will be taken into account. The availability of any
managed access arrangement for the intervention will be
taken into account

The availability and cost of biosimilar and generic products
should be taken into account

Other
considerations

Guidance will only be issued in accordance with the
marketing authorisation. Where the wording of the therapeutic
indication does not include specific treatment combinations,
guidance will be issued only in the context of the evidence
that has underpinned the marketing authorisation granted by
the regulator.

Related NICE
recommendations

Related NICE guidelines:

Hypertension in adults: diagnosis and management (2019)
NICE guideline 136. Last reviewed November 2023

Related interventional procedures:

Percutaneous transluminal renal sympathetic denervation for
resistant hypertension (2023) Interventional procedures
guidance 754. Review date not stated.

Implanting a baroreceptor stimulation device for resistant
hypertension (2015) Interventional procedures guidance 533.
Review date not stated.

Related quality standards:

Hypertension in adults (2013) Quality standard 28. Last
reviewed September 2015
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