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Hello, I’m Professor Lale Tokgözoğlu from Hacettepe University in Ankara, Turkey, past president of the European Atherosclerosis Society.
In this podcast these are my personal opinions and take-aways from the congress.  So, there were several sessions at the European Society of Cardiology Congress on lipids and I would like to share some of them with you.
I will start with three trials presented at the hotline session.  In a meta-analysis from the Cholesterol Treatment Trialists’ Collaboration with information on nearly 1,500 patients the researchers examine the adverse effects of statins.  In the 19 trials of any statin versus placebo during a median follow-up of 4.3 years 27% in the statin and 26% in the placebo group reported muscle pain or weakness.  In the first year there was a 7% increase in reports of muscle pain or weakness amongst those allocated to a statin.  In the remaining follow-up there was no evidence of any excess risk, only about one in fifteen reported cases of muscle pain were attributable to statin therapy and these findings showed that muscle symptoms were experienced by similar numbers of people in the statin and the placebo groups, and statins were not the cause of muscle pain in most of these patients.  Statin therapy marginally increased the frequency but not the severity of muscle-related symptoms.  However, we have to keep in mind that these were highly selected groups of patients optimally monitored controlled and some of those were statin-associated muscle symptoms were excluded from the very beginning. The meta-analysis published in the European Heart Journal on 4 million patients including both randomised control and cohort trial data show that statin intolerance to be present in 9%.  So, all these results confirm that statin intolerance is over  diagnosed.
I will move onto the SECURE trial which was the first randomised trial to study the impact of a polypill on recurrent cardiovascular events in post-MI patients.  The trial randomly allocated 2,500 patients within 6 months of having an MI to a polypill or usual care.  The polypill contained aspirin, ramipril and atorvastatin.  The primary composite endpoint was death from cardiovascular causes, non-fatal MI, stroke or urgent revascularisation.  The average age of patients was 76 years and during a median follow-up of 3 years the primary endpoint occurred in 9.5% of patients in the polypill group and 12.7% in the usual care group.  All four components of the primary endpoint contributed to the observed treatment effect, but the most notable contributor was cardiovascular death, which occurred in only 3.9% of patients in the polypill group and 5.8% in the usual care group.  All-cause mortality was similar. Patients in the polypill group had higher levels of adherence compared with those in the usual care, but surprisingly blood pressure and LDL levels were similar.  These findings suggest that a polypill could become an integral part of strategies to prevent cardiovascular events in post MI patients, and by simplifying the treatment and improving adherence there is potential to reduce the risk of recurrent events.  
The third important study announced was the FOURIER open-label extension (OLE) trial. You’ll remember that in the original trial, even evolocumab reduced the risk of events and was safe and well tolerated over a median follow-up of only 2.2 years.  So, the open-label extension enrolled 6,635 patients who completed FOURIER.  All patients in the extension study self-injected either 140 mg every two weeks or 420 mg evolocumab monthly; and the primary objective was to report the long-term safety and tolerability of the drug.  The median follow-up in the extension study was 5 years and the maximum exposure to evolocumab in FOURIER plus and FOURIER-OLE combined was 8.4 years.  So, in FOURIER-OLE the median LDL cholesterol was down to 30 mg/dL, and 63% of the participants achieved LDL cholesterol less than 40 mg/dL on evolocumab.  Incidences of series adverse events, muscle-related events, new onset diabetes, haemorrhagic stroke and neurocognitive events with long-term therapy did not exceed those for placebo.  During the FOURIER-OLE patients originally randomised in the parent trial had a 15% lower risk of composite endpoint.  So, this trial included patients with the longest study exposure to a PCSK9 inhibitor so far, and long-term LDL cholesterol lowering with evolocumab was safe and well tolerated for more than 8 years and led to further reductions in cardiovascular events compared with delayed treatment initiation. 
I would like to thank you for your attention and for listening to me.
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