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OUTCOMES

• Μαλκότς Μπελκίς

• Ειδικευόμενη Καρδιολογίας
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ΠΓΝΑ

• Διευθυντής: Καθ. Τζιακάς Δημήτριος



• OBJECTIVE: To evaluate the effect of
in statin intolerant patients at high risk
erotic CV disease (ASCVD)

• International, multicenter, double-blind
controlled trialcontrolled trial

• 1250 sites in 32 countries
• 7-29% of patients report adverse musculoskeletal

bempedoic acid on CV events
risk of or with established atherosl

blind, randomized, placebo-

musculoskeletal effects with statins





Inclusion Criteria

Age between 18 and 85 years
History of, or at high risk for, cardiovascular
coronary artery disease, symptomatic
cerebrovascular atherosclerotic disease
coronary artery disease, symptomatic
cerebrovascular atherosclerotic disease
cardiovascular event
Patient reported history of statin intolerance
more statins, one at a low dose)
Men and nonpregnant, nonlactating women
Fasting blood LDL-cholesterol ≥ 100 mg

cardiovascular disease (CVD) including
peripheral arterial disease, 

disease, or at high risk for a 
peripheral arterial disease, 

disease, or at high risk for a 

intolerance (inability to tolerate 2 or

women
mg/dl (2.6 mmol/L) at screening



Exclusion Criteria

Fasting blood triglycerides greater than
screening
Recent (within 90 days of screening) historyRecent (within 90 days of screening) history
events, transient ischemic attack (TIA), 
cardiac arrhythmia
History of severe heart failure
Uncontrolled hypertension or uncontrolled

than 500 mg/dL (5.6 mmol/L) at

history of major cardiovascularhistory of major cardiovascular
(TIA), or unstable or symptomatic

uncontrolled diabetes



13,970 patients

December 2016 and August 2019
6992 >bempedoic acid group
6978 >placebo group
median of follow-up was 40.6 monthsmedian of follow-up was 40.6 months
mean LDL cholesterol level at baseline

monthsmonths
baseline was 139.0 mg/dl











Primary Endpoints

CV death
nonfatal

myocardial
infarction (MI)

nonfatal stroke coronary
revascularization



Key secondary end points

• a three-component composite of death
nonfatal stroke, or nonfatal myocardial

• fatal or nonfatal myocardial infarction
• coronary revascularization• coronary revascularization
• fatal or nonfatal stroke
• death from cardiovascular causes
• death from any cause

points- hierarchical order

death from cardiovascular causes, 
myocardial infarction
infarction



RESULTSRESULTS



Figure 1.
Sensitivity CRP Levels over Time.
Figure 1. Changes in LDL Cholesterol and High-
Sensitivity CRP Levels over Time.









Figure 2. Cumulative 
Incidence of Cardiovascular Incidence of Cardiovascular 
Events



ADVERSE EVENTSADVERSE EVENTS











DISCUSSION

• None of LDL cholesterol–lowering nonstatin
ezetimibe), including bempedoic acid
cardiovascular causes, which may reflect
contemporary adjunctive therapies, the 
duration to reduce this risk, or a lack
contemporary adjunctive therapies, the 
duration to reduce this risk, or a lack
mortality.

• Unlike statins, bempedoic acid, as compared
increase glycated hemoglobin levels
diabetes

nonstatin therapies(PCSK-9 inh., 
acid, reduced the risk of death from
reflect the effectiveness of 
, the need for a longer treatment

lack of effect of the drugs on 
, the need for a longer treatment

lack of effect of the drugs on 

compared with placebo, did not
levels or the incidence of new-onset



months of treatment with bempedoic
reduction in the high-sensitivity CRP level
reduce CRP level, but neither PCSK9 inhibitors
monotherapy have shown reductions in 
inflammationinflammation

The concept of statin intolerance remains
recent studies suggesting that reported adverse
anticipation of harm, often described as

bempedoic acid resulted in a 21.6% 
level relative to placebo. statins
inhibitors nor ezetimibe

in biomarkers associated with

remains controversial, with some
adverse effects represent an
the nocebo effect



• A major limitation of trial>high mean
baseline>The effects of bempedoic
populations with lower LDL cholesterol
conventional therapeutic doses of 

mean LDL cholesterol level at
bempedoic acid on cardiovascular events in 

cholesterol levels and in patients taking
of statins were not studied



CONCLUSIONS

• Among statin-intolerant patients, treatment
associated with a lower risk of major
(death from cardiovascular causes, nonfatal(death from cardiovascular causes, nonfatal
nonfatal stroke, or coronary revascularization

treatment with bempedoic acid was
major adverse cardiovascular events

nonfatal myocardial infarction, nonfatal myocardial infarction, 
revascularization)



Ευχαριστώ


