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tAbLe 1. Baseline patient characteristics

All 
patients

Evolocumab Alirocumab

Number 37 19 18

Age, years 54 (50-71) 52 (49-65) 55 (50-76)

n (%) n (%) n (%)

Female 16 (43) 10 (53) 6 (33)

Current smoking 6 (16) 3 (18) 3 (15)

Coronary artery disease 22 (60) 9 (47) 13 (72)

Cerebrovascular disease 6 (16) 2 (11) 4 (22)

Hypertension 17 (46) 7 (37) 10 (56)

Diabetes 10 (27) 4 (21) 6 (33)

Carotid artery disease 9 (24) 6 (32) 3 (17)

Chronic kidney disease 4 (11) 1 (5) 3 (17)

FH

HoFH 3 (8) 2 (11) 1 (6)

HeFH 24 (65) 8 (42) 16 (89)

LEAD 3 (8) 1 (9) 2 (11)

No statin 2 (5) 2 (11) 0

Rosuvastatin 29 (78) 15 (79) 14 (78)

Atorvastatin 4 (11) 1 (5) 3 (16)

Pitavastatin 2 (5) 1 (5) 1 (5)

Ezetimibe 35 (95) 17 (90) 18 (100)

Fenofibrate 3 (8) 2 (11) 1 (6)

Omega 3 fatty acids 1 (3) 0 1 (6)

Colesevelam 6 (16) 5 (26) 1 (6)

Intolerance to statins

Partial intolerance 5 (14) 3 (16) 2 (1)

Total intolerance 3 (8) 3 (16) 0 

Abbreviations: FH: familial hypercholesterolemia, LEAD: lower extremi-
ties arterial disease

Lipid profile (Table 2 and Figure)

PCSK9i administration yielded an additional 60% mean 
reduction in LDL-C and 42% mean reduction in TCHOL 
after 2 months on treatment (p<0.05). This reduction rate 
remained sustainable after 1 and 2 years on PCSK9i therapy. 
The LDL-C and TCHOL lowering rate was similar among evo-
locumab and alirocumab treated group after 2 months, 1 
and 2 years (p=NS for between groups comparison). HDL-C 
was increased by 3% and triglycerides were decreased by 
10% after 2-month PCKS9i treatment (p=NS). The overall 
percentage of patients attaining LDL-C target according to 
ESC/EAS 2016 guidelines28 was 81% after 2-month PCSK9i 

therapy. Excluding homozygous FH patients (n=3), LDL-C 
was reduced by 63%, TGs by 12%, TCHOL by 42% and HDL-C 
was increased by 7% after 2 months on PCSK9i treatment. 
The 3 individuals with homozygous FH experienced a mean 
LDL-C reduction of 39% over a 2-year follow-up.

safety (Table 3)

The majority of patients (89%) did not report any 
adverse event during follow-up. One patient complained 
about backache (evolocumab group), one patient reported 
diarrhea and abdominal pain (evolocumab group), one 
patient a non-troublesome reaction at the injection site 
(alirocumab group) and one patient reported a ‘pruritic 
rash’ in the upper body which resolved after few days 
and was not seen with next doses of PCK9i (evolocumab 
group). The reported adverse events were not different 
between 2 treated groups. No patient dropped out of 
treatment. No CVD event was reported during follow-up. 

dIscussIon

The present study is one of the few investigating the 
efficacy and safety of PCSK9i administration in a clinical 
real life setting20-26. Randomized controlled clinical trials 
frequently enlarge the magnitude of LDL-C lowering rate 
due to rigorous patient monitoring and intensive lifestyle 
modifications8-14. Our study indicates a mean LDL-C reduc-
tion rate comparable with that of FOURIER and ODYSSEΥ 
clinical trials (approximately 60%) and similar with that 
achieved in real-life studies (50-63%)20-26. It also confirms 
that PSCK9i-related LDL-C reduction was sustained after 
1 and 2 years on treatment with both evolocumab and 
alirocumab having comparable efficacy. 

Three individuals (8.1%) with homozygous FH were 
responsive to PCSK9i on top of dual or triple hypolipidemic 
therapy and gained a mean percentage LDL-C level reduc-
tion of 39% over a 2-year follow-up. This is line with the 

FIgure 1. Median value of low-density lipoprotein cholesterol 
level (LDL-C) in all participants, according to treatment assign-
ment and time on proprotein convertase subtilisin/kexin type 9 
inhibitors (PCSK9i).

Figure Median LDL-C levels over 2 years on PCSK9i
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