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INCIDENCE OF CV DISEASE ACROSS CONTRIES YEARS 1990 - 2017

EHJ 2019



CONTRIBUTION OF UNCONTROLLED RISK FACTORS ON CV MORTALITY IN 2017

217000 CV DEATHS IN 2017 (35,8% of all death; 32% male, 39% females)
APPROXIMATELY 120-130K MYOCARDIAL INFARCTION PER YEAR 

• 109000 FOR UNCONTROLLED BP
• 47600 FOR HIGH CHOLESTEROL LEVELS
• 15900 FOR PHYSICAL INACTIVITY

GBD COLLABORATORS, ITALY, LANCET 2019
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Number of CVD Deaths at increasing levels of predicted risk 
(expressed in % over ten years)
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SECONDARY PREVENTION IN ITALY
% OF PATIENTS WITH PREVIOUS CARDIOVASCULAR EVENTS AND LDL-C > 70 mg/dl

Perrone Filardi et al. Nutr, Met and Cardiovasc Dis 2010
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On line, december 1, 2014



Adherence to guidelines after 6 months

Urbinati et al for the BLITZ 4 Inv. Eur J Prev Cardiol on line, december 1, 2014





2019 ESC/EAS Guidelines for the management 
of dyslipidaemias.

Reduction of low-density lipoprotein cholesterol as a 
function of the therapeutic approach.

LDL-C, mg/dL

Reduction obtainable with different therapeutic strategies

Moderate-intensity statins High-intensity statins PCSK9 inhibitor 
plus high-

intensity statinPlus ezetimibe Plus ezetimibe

175 123 96 88 61 35

165 116 91 83 58 33

155 109 85 78 54 31

145 102 80 73 51 29

135 95 74 68 47 27

125 88 69 63 44 25

116 81 63 58 40 23

105 74 58 53 37 21

95 67 52 48 33 19

85 60 47 43 30 17

75 53 41 38 26 15



IN AN ESTABLISHED ASCVD POPULATION 
<40% REACHED THE ESC/EAS GUIDELINES’ 

LDL-C GOAL AND <20% MET THE GOAL
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DA VINCI (EU-Wide, Cross-Sectional, Observational Study) 
N = 2,039  in 18 European Countries 

Results for Patient Population Prescribed LLT for Secondary Prevention Across Europe
Percentage of Established ASCVD Patients Reaching LDL-C Goal

ESC/EAS VHR Recommendation 2016 and 2019 by LLT

Solid: 2016 ESC/EAS: LDL-C £ 1.8 mmol/L (£ 70 mg/dL)
Striped: 2019 ESC/EAS: LDL-C £ 1.4 mmol/L (£ 55 mg/dL) 

Overall

Low-intensity statin monotherapy

Moderate-intensity statin monotherapy

High-intensity statin monotherapy

Ezetimibe combination

PCSK9i combination

Other LLT

Ray KK, Eur J Prev Cardiol. 2021;28(11):1279-1289



CROSS SECTIONAL SURVEY OF LLT ACROSS EUROPE IN PRIMARY 
AND SECONDARY PREVENTION PATIENTS

Da VINCI study. Eur J Prev Cardiol 2020

PRIMARY 
PREVENTION





RACING Study
Kaplan-Meier curves of the primary endpoint of the intention-to-treat population 
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Proportions of the patients with LDL cholesterol concentrations <70 mg/dL in the intention-to-treat population 
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Secondary safety endpoint of the safety population 
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BASELINE CHARACTERISTICS

Overall

(N = 798)

Female 270 (33.8)

Age, years, mean (SD) 62 (7.8)

Total -C, mg/dL, median (Q1 ÐQ3) 224 (192.7-259.2)

HDL -C, mg/dL, median (Q1 ÐQ3) 45 (38-181.6)

LDL -C, mg/dL, median (Q1 ÐQ3) 147.6 (120.9-181.6)

Triglycerides, mg/dL, median (Q1 ÐQ3) 131 (100.7-175)

Hypertension 579 (72.6)

Current smoker 277 (34.7)

Body mass index, mean (SD) 26,86 (3,85)

Type 2 diabetes mellitus 144 (18)

ASCVD familiarity 386 (48.4)

CCS 423 (53.0)

ACS 360 (45.1)

PAD 135 (16.9)

CVI 32 (4)

HF 100 (12.5)

Overall

(N = 798)

Evolocumab 566 (70.9)
Alirocumab 232 (29.1)

Cardiologist 651 (81.6)

Community referral 147 (18.4)

Prescription timing

ACS hospitalization 157 (19.7)

Ambulatory prescription 625 (78.3)

Non -CV cause hospitalization 16 (2)

CV risk class

Very high 416 (52.1)

High 206 (25.8)

Moderate 89 (11.2)

Low 1 (0.1)
Statin  alone at  enrollment 87 (10.9)
Statin and ezetimibe combination at enrollment 336 (42.1)
Ezetimibe alone at enrollment 246 (30.8)
No therapy at enrollment 129 (16.2)

P. Perrone-Filardi, presented at ESC Congress 2022 on 26° August



LDL-C VALUES



EFFECT ON LDL-C
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Overall                         (N = 798) Months 6Ð9      (n = 198) Months 9Ð19        (n = 193) Months 19Ð30        (n = 208) Months 30Ð57   (n = 199)

Months Q1: 6–9 Q2: 9–19 Q3: 19–30 Q4: 30–57

Median (Q1, Q3) 
reduction from 
baseline, %

! 64.7 
(! 50.6, ! 76.0)

! 61.4 
(! 52.6, ! 74.5)

! 67.1 
(! 51.4, ! 75.4)

! 66.4 
(! 55.8, ! 75.9)

Median (Q1, Q3) 
absolute reduction 
from baseline, 
mmol/L

! 2.23 
(! 2.95, ! 1.57)

! 2.22 
(! 2.92, ! 1.50)

! 2.28 
(! 2.97, ! 1.55)

! 2.22 
(! 2.93, ! 1.53)
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PATIENTS WITH LDL-C AT TARGET FOR CV 
RISK CLASS AFTER PCSK9I INTRODUCTION
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PATIENTS REACHING LDL-CHOLESTEROL TARGET VALUES FOR 
CARDIOVASCULAR RISK CLASS, STRATIFIED BY THE PRESENCE OF 

LIPID-LOWERING THERAPY BEFORE THE INTRODUCTION OF PCSK9I 



ADHERENCE

High adherence : MPR!80%
Partial  adherence : MPR<80% but !40%
No adherence : MPR<40%



PERSISTENCE STRATIFIED BY MONTHS 
OF FOLLOW-UP



Nissen et al, NEJM 2023i
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INCLISIRAN USE IN REAL WORLD PRACTICE
INSIGHTS FROM THE CHOLINET REGISTRY

Prof. Pasquale Perrone -Filardi



DESIGN

Index date: inclisiran
initiation as part of routine 

clinical management

Baseline: Data collected 
for up to 6 months before 

the inclisiraninitiation

Follow-up: 3 months

N = 180 N = 60a

a Only 60 patients reached the 3 months follow-up evaluation

INCLUDED:

! 18  YEARS OR OLDER
! HAD IN IT IATED INCL IS IRANAS PART OF 

ROUTINE CL IN IC AL  MANAGEMENT

EXCLUDED: 

! PATIENTS ENROLLED IN  A  PCSK9 I  OR 
INCL IS IRAN INTERVENTIONAL  STUDY

! PATIENTS WHO RECEIVED INCL IS IRANWITHIN  
12  WEEKS BEFORE PCSK9 I  IN IT IAT ION

ENROLMENT PERIOD:
01ST NOVEMBER 2022  Ð 01ST SEPTEMBER 2023  



BASELINE CHARACTERISTICS

Overall  (N = 180)

Male (n, %) 126 (70.0)

Age, years, mean (SD) 66 (5.7)

Hypertension (n, %) 135 (75.0)

Current smoker (n, %) 52 (28.8)

Type 2 diabetes mellitus (n, %) 33 (18.2)

ASCVD familiarity (n, %) 56 (31.4)

FH ( n, %) 25 (14.0)

CCS (n, %) 144 (63.4)

PAD (n, %) 48 (26.6)

HF (n, %) 17 (9.6)

Overall (N = 180)
Previous PCSK9i exposure (n, %) 23 (12.6)
Months of PCSK9i exposure, median (Q1 ÐQ3) 11 (6-26)

Lipid Lowering Therapy at enrollment (n, %) 158 (88.0)
Statin alone (n, %) 19 (12.0)
Statin and ezetimibe combination (n, %) 112 (71.0)
Ezetimibe alone (n, %) 27 (17.0)

Total -C, mg/dL, median (Q1 ÐQ3) 167 (146-227)

HDL -C, mg/dL, median (Q1 ÐQ3) 47 (40-55)

LDL -C, mg/dL, median (Q1 ÐQ3) 98 (78-159)

Triglycerides, mg/dL, median (Q1 ÐQ3) 122 (91-150)



PATIENTS ACHIEVING LDL CHOLESTEROL 
TARGET STRATIFIED BY BACKGROUND LLT

66,60 25,00 40,00 62,50 79,5033,40 75,00 60,00 37,50 20,50
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Overall (N=60) inclisiran alone (n=8) inclisiran + ezetimibe (n=5) inclisiran + statin (n=8) inclisiran + statin + ezetimibe
(n=39)LDL-C at target LDL-C not at target


