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PRASUGREL 

EDUCATIONAL MATERIAL FOR 

PHYSICIANS ON THE RISK OF 

BLEEDING 
 

This guidance note is an obligatory part of the prasugrel marketing authorisation. It 

has been included as an additional risk-minimisation measure to reduce the risk of 

serious adverse reactions such as bleeding and to increase the risk-benefit ratio of 

prasugrel. 
 
 

IMPORTANT INFORMATION ON PRASUGREL KRKA 

(PRASUGREL)1 
 

Indication 

Prasugrel Krka (active substance prasugrel) is indicated in combination with acetylsalicylic 

acid (ASA) for the prevention of atherothrombotic events in adult patients with acute coronary 

syndrome (i.e. unstable angina, non-ST-segment elevation myocardial infarction 

[UA/NSTEMI] or ST-segment elevation myocardial infarction [STEMI]) undergoing primary 

or delayed percutaneous coronary intervention (PCI). 

 

Pivotal study 

The phase 3 TRITON study showed superior efficacy of prasugrel vs clopidogrel in the 

UA/NSTEMI cohort. 

 

The efficacy and tolerability of prasugrel and clopidogrel were compared with regard to the 

reduction of atherothrombotic events (as a combined endpoint including cardiovascular death, 

non-fatal myocardial infraction or non-fatal stroke) in 13,608 patients with acute coronary 

syndrome (ACS) undergoing PCI. 

 

Total ACS population 

With a 9.4% incidence of the primary endpoint in the total ACS population, prasugrel+ASA) 

was superior to clopidogrel+ASA), which was associated with an 11.5% incidence of the 

primary endpoint (hazard ratio 0.812; 95% CI 0.732-0.902; p<0.001). 

 

Serious bleeding events (classified as TIMI major bleeding) in the total ACS population, which 

were not caused by by-pass surgery, were significantly more frequent on prasugrel+ASA) 

therapy than on clopidogrel+ASA)/therapy (2.2% vs 1.7%). 

 
 
1 Summary of product characteristics for prasugrel 

 




