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-100 paz diabetici (86 tipo 2)

-Sensibilità per stenosi >50%:  94%
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Of the 429 patients enrolled, 24 were excluded from the analysis

because of the MDCT data set was judged uninterpretable. Of the

remaining 405 patients, clinical follow-up (mean 62 ± 9 months, up to

72 months) was obtained for 390 (98%; diet in 40 patients, oral

antidiabetic medication in 281 pts, insulin in 69 pts).
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Il profilo di rischio CV determina la necessità di un controllo stringente dei 
livelli di LDL come sottolineato dalle nuove Linee Guida EAS/ESC

Mach F et al. Eur Heart J. 2020; 41:111-88;
Catapano A et al. Eur Heart J. 2016; 37(39):2999-3058



First-in-class, Oral, Once-daily LDL-C Lowering Therapy

Bempedoic acid and bempedoic acid/ezetimibe FDC are indicated for patients with 
hypercholesterolaemia or mixed dyslipidaemia who are not at LDL-C goal with a 
maximally tolerated dose of statin and/or ezetimibe1–2

• Bempedoic acid (180 mg) and it’s fixed-dose combination with ezetimibe (180 mg bempedoic 
acid/10 mg ezetimibe FDC) are novel, oral options, which can be added to existing, oral LLTs* to 
deliver the additional LDL-C reductions that uncontrolled patients need

• Oral, once-daily bempedoic acid and bempedoic acid/ezetimibe FDC can be taken
with or without food, at a time that suits the patient1,2

• Bempedoic acid, as well as its active metabolite and glucuronide forms are not metabolised by 
and do not inhibit or induce cytochrome P450 enzymes1,2

• Add bempedoic acid and bempedoic acid/ezetimibe FDC to current oral LLTs to help 
uncontrolled patients who are at high- or very-high-CV risk to achieve their LDL-C goals



• Activated primarily in the 
liver, bempedoic acid inhibits 
the ACL (ATP citrato liasi) 
enzyme in the 
well-known cholesterol 
synthesis pathway, upstream 
of the statin target (HMG-
CoA-reduttasi)

• Upregulation of the LDL 
receptor results in an 
increased uptake and removal 
of LDL particles by the liver

The Unique Mechanism of Action of Bempedoic Acid is 
Complementary, yet Distinct from Statins and Other LLTs

Pinkosky S et al. Nat Commun. 2016;7:13457. doi: 10.1038/ncomms1345
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CLEAR Wisdom (047): (LDL-c >100) High-risk patient population 

(N=779)1
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CLEAR Serenity (046): SI (N=345)4

CLEAR Harmony (040): (LDL-c >70) Long-term safety study (N=2230)2
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Bempedoic Acid Was Evaluated in a Robust Clinical Trial Program with a 
Broad Range of Patients: CLEAR (Cholesterol lowering via bempedoic acid, an ACL-Inhibiting regimen)

12-week LDL-C
52-week safety

ASCVD = atherosclerotic cardiovascular disease; BA = bempedoic acid; EZE = ezetimibe; HeFH = heterozygous familial hypercholesterolemia;
LDL-C = low-density lipoprotein cholesterol; OLE = open-label extension; SI = statin intolerant

1.Goldberg AC et al. JAMA. 2019;322(18):1780-1788. doi:10.1001/jama.2019.16585; 2. Ray KK, et al. N Engl J Med. 2019;380:1022-32; 3. ClinicalTrials.gov identifier NCT03067441; 4. Laufs U, et al. J Am Heart Assoc. 2019;8:e011662;  5. Ballantyne 
CM, et al. Atherosclerosis. 2018;277:195-2036.  6. Ballantyne CM et al. Eur J Prev Cardiol. 2020;27(6):593-603.



Efficacy

&

Safety

Significant reductions in LDL-C vs 

placebo on top of maximally 

tolerated statins ± other oral LLTs

From 17 to 28% reduction in 

LDL-C with bempedoic acid

38% reduction in LDL-C    
with bempedoic acid/ezetimibe FDC

Additional treatment with 

bempedoic acid does not lead to an 

overall increase of side effects vs 

placebo on top of existing LLTs

Combined safety analysis in 

more than 3,600 patients

Bempedoic acid and

bempedoic acid/ezetimibe

were well tolerated

Bempedoic Acid is a New Solution for Uncontrolled LDL-C Patients at 
High and Very High Risk After Optimized Oral Lipid Lowering Therapies

hsCRP; Glicemia



Treatment-Emergent  AEs
Bempedoic Acid

N=2424,  % (n)

Placebo

N=1197,  % (n)
p

Muscular weakness 0.5 (13) 0.6 (7) 0.82

New-onset 

diabetes/hyperglycemia
4.0 (96) 5.6 (67) 0.03

Blood uric acid increased 2.1 (51) 0.5 (6) < 0.001

Hyperuricemia 1.7 (40) 0.6 (7) 0.007

Gout 1.4 (33) 0.4 (5) 0.008

Blood creatinine increased 0.8 (19) 0.3 (4) 0.12

Glomerular filtration rate 

decreased
0.7 (16) <0.1 (1) 0.02

Hepatic enzyme elevation 2.8 (67) 1.3 (15) 0.004

> 3 times the upper reference 

limit
0.7 (18) 0.3 (3) 0.10

> 5 times the upper reference 

limit
0.2 (6) 0.2 (2) > 0.99

Neurocognitive disorderse 0.7 (16) 0.8 (9) 0.83

A Combined Safety Analysis in More Than 3,600 Patients 
Confirmed that Bempedoic Acid is Well Tolerated

Banach M. et al., JAMA Cardiology, published online July 1, 2020. doi:10.1001/jamacardio.2020.2314AE – adverse event; LLTs = lipid lowering therapies.

Adverse events of special interest

• The incidences of myalgia and muscle 
weakness were similar between treatment 
groups in patients receiving background high-
intensity statin therapy

• Modest changes in creatinine, uric acid and 
occurred early, were stable, and were 
reversible after drug discontinuation

• Gout occurred more frequently with bempedoic
acid compared with placebo, although the 
incidence was low in both treatment groups and 
events occurred primarily in patients with a prior 
diagnosis of gout

Acido bempedoico attiva la protein-

chinasi attivata da adenosina

monofosfato (AMPK) e quindi potrebbe

avere effetti positivi anche su glicemia e

insulino-resistenza. Norata et al.
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