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ALISKIREN (RASILEZ)
NOT RECOMMENDED – interim Guidance
In the absence of an application for this product from GPs or specialists and lack of comments from the cardiologists, WHJPG reviewed the evaluated published evidence.

Aliskiren is NOT recommended for inclusion on formularies in West Hertfordshire for the following reasons:
· Available data suggests that aliskiren is not more effective then available treatments.
· There is currently no outcome data on the rates of CV events, deaths or total mortality for aliskiren compared to currently available treatments which do.
· NICE currently recommend diuretics, CCBs, or ACEIs as first-line treatment for hypertension.

The Drug
· Aliskiren is a novel, orally active rennin inhibitor.
· Renin catalyses the first rate-limiting step of the renin-angiotensin system (RAS) by breaking down angiotensin; this process eventually leads to the production of the potent vasoconstrictor angiotensin II.

· The licensed indication is for the treatment of essential hypertension.
Evidence of Effectiveness
· Available data are limited, but suggest that the short-term antihypertensive effect of aliskiren is at least comparable to existing preparations i.e. no more effective than diuretics, ACEIs, or AIIRAs.  Additionally, aliskiren provides statistically significant additional anti-hypertensive effect when used in combination regimes vs individual components alone.  However, there are currently no data to suggest that alsikiren combination has an advantage over existing combination regimes.
· There is no data on rates of CV events or deaths, or total mortality for aliskiren whereas existing agents have this data.

· There are currently a range of different groups of anti-hypertensives available and NICE guidelines for the treatment of hypertension recommend appropriate use of these. 
· Proposed theoretical and biochemical advantages need to be confirmed.
Evidence of Safety

· The most common adverse events reported in published, short-term phase II trials were headache, dizziness, fatigue and gastro-intestinal disorders.
· Study discontinuations as a result of adverse events appear to be similar for aliskiren and ramipril.

· Transient increases in serum potassium above 5.5 mmol/L have been reported in a higher proportion of patients taking aliskiren / valsartan combination therapy (4%) than in placebo (3%) or either agent alone (2%).
Cost / Comparisons
· Aliskiren - £19.80 (150mg) or £23.80 (300mg) / 28 days
· Bendroflumethiazide - £0.43 (2.5mg) / 28 days
· Amlodipine - £1.43 (5mg) or £1.17 (10mg) / 28 days

· Ramipril (capsules) - £1.03 (5mg) or £1.37 (10mg) / 28 days

· Candersartan -  £9.89 (8mg) or £12.72 (16mg) / 28 days
This information is based on evidence at the time of publishing and will be reviewed when more evidence is available or a request is made.

Yours sincerely on behalf of the committee,
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Chair of West Hertfordshire Joint Prescribing Group
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