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The NICE Interventional Procedures Guidance IPG754 recommends that “percutaneous
transluminal renal sympathetic denervation for resistant hypertension should only be used
with special arrangements for clinical governance, consent and audit or research”.

The BIHS supports the NICE guidance IPG754 in that RDN may have a role in the
management of resistant hypertension when all other therapeutic avenues have been
exhausted and the patient fully understands the limitations of the procedure and the
unpredictability of the effect on blood pressure lowering. However, the BIHS wishes to draw
attention to the following issues: first, the evidence for the use of RDN is weak and
inconsistent; second, at best, RDN produces a small reduction in blood pressure (on average
about 5mmHg systolic); third the long-term effects of the procedure are unclear; fourth
there is minimal evidence comparing the efficacy of different techniques and devices.

The BIHS notes that the NICE recommendations are based on the expert review of a small
body of evidence including 1 Cochrane review, 1 meta-analysis, 3 randomised controlled
trials, 1 three-arm randomised trial, 4 case series (registries) and confidential
documentation provided by a company. It is the view of the BIHS that unpublished data
from a party with a vested interest should be viewed with caution due to the high risk of
bias. Second, the BIHS notes that only 3 randomised trials were of sufficient quality to
evaluate efficacy, and when considered together the results are not conclusive (Azizi 2022,
Bhatt 2022, Kario 2022). The available evidence suggests RDN is safe in the short term, with
renal artery damage (>50% diameter stenosis and dissection) being reported in 0.45% of
patients within 6 months (Townsend 2020). The view of the BIHS is that the benefits of RDN
have not yet been reliably demonstrated and well-designed trials to determine long term
outcomes are essential. Furthermore, the BIHS recommends that all RDN procedures are
registered to enable long term follow-up of patients, procedures and outcomes.

The NICE guidance notes that there are different techniques to achieve RDN, including
radiofrequency and ultrasound, and acknowledge that different devices may have different
efficacy and safety profiles.

The BIHS wish to draw attention to one 3-way randomised trial comparing radiofrequency
ablation of the main artery only, the main and branch arteries and ultrasound ablation
(Fengler 2019). In this trial, ultrasound was associated with the greatest reduction in blood
pressure. However, this single trial serves to highlight the minimal evidence comparing
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different devices and techniques used to achieve RDN which is compounded by the market
dominance of the radiofrequency ablation device companies. It is the view of the BIHS that
further work in this area is needed.

NICE recommends that for individuals with resistant hypertension, additional medications
and device-based antihypertensive therapies (including RDN and carotid baroreceptor
stimulation) may be considered. NICE defines resistant hypertension as blood pressure that
is not controlled after treatment with at least 3 antihypertensive medications from different
classes.

It is the view of the BIHS that due to the limited evidence for the benefit of RDN more
stringent criteria should be used to define resistant hypertension in an individual that is
being considered for RDN, to avoid diagnostic error. The BIHS recommend that patients
being considered for RDN should meet all of the following criteria:

1. Blood Pressure above target.

2. Evidence for exclusion of secondary causes of hypertension, including
hyperaldosteronism.

3. Treatment with at least 3 antihypertensive agents at maximum tolerated doses, from
different therapeutic classes, one of which should be a thiazide-like diuretic.
Spironolactone should be considered as a 4™ line agent (PATHWAY-2).

4. Evidence of medication concordance by urinary analysis or direct observation.

5. Evaluation of current and previous blood pressure management by an independent
hypertension specialist to ensure all therapeutic options have been considered.
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