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Summary: Aliskiren is the first representative of a new class of orally active, non-peptide, 
low molecular weight, direct renin inhibitors. The efficiency and safety of this 
product have been assessed in various studies such as: ATMOSPHERE, AS-
TRONAUT and ALTITUDE. On December, 2011 the ALTITUDE study was dis-
continued on recommendation of the Data Monitoring Committee, due to pre-

  
DRUG INFORMATION 



.   . .    Aliskiren    ... 85  

 

 

liminary data which showed worsening of the renal function, hyperkalemia, hy-
potension and increased incidence of nonfatal stroke by 0.6%. These results 
apply to a relatively limited quota of diabetic patients with arterial hypertension 
and moderate to severe renal dysfunction (eGFR  60ml/min/1.73 m2). The ex-
planation of these results is complex and has to do with some flaws in the study 
design as well as the fact that in this specific group of haemodynamically unsta-
ble patients, a maximal dose of 300 mg Aliskiren was added to the monotherapy 
with either ACEI or ARB in patients with already well-controlled blood pressure. 
It is logical to assume that this predisposition to hypotension is owed to the addi-
tion of the high dose of Aliskiren to the already controlled arterial hypertension, 
and not the result of the double blockade of the RAAS system. The summarized 
data of the numerous studies point that Aliskiren is an efficient anti-hypertensive 
drug that can also be used in combination with other blockers of the RAAS in 
order to reach a double RAAS blockade while strictly taking into consideration 
the comorbidity and adequate precision of the needed dose. The results of the 
ALTITUDE study do not totally undermine the use of the drug in everyday clini-
cal practice; they just form one categorical contraindication, not to use it in pa-
tients with diabetes and renal dysfunction. 
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