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Příčiny úmrtnosti podle kapitol MKN
Zdroj: LPZ
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Causes of death, ESC member countries

All CVD
46%

All cancer
18%18%

Causes of death, ESC member countries

All CVD
38%

All cancer
22%

https://doi.org/10.1093/eurheartj/ehab892

European Heart Journal, Volume 43, Issue 8, 21 February 2022, Pages 716
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Akutní infarkt myokardu: mortalita v letech 2010 

Zdroj: IS Zemřelí 2010–2021 + NRHZS 2010–2021; pacienti hospitalizovaní na lůžku akutní péče s výslednou diagnózou hospitalizačního pobytu I21

Rok Počet 
hospitalizací

Hospitalizační 
mortalita

(do 30 dní)

30denní 
mortalita

90denní 
mortalita

Roční 
mortalita

2010 19 630 1 343 (6,8 %) 1 861 (9,5 %) 2 461 (12,5 %) 3 675 (18,7 %)

2011 19 946 1 239 (6,2 %) 1 784 (8,9 %) 2 360 (11,8 %) 3 529 (17,7 %)

2012 21 663 1 253 (5,8 %) 1 850 (8,5 %) 2 521 (11,6 %) 3 785 (17,5 %)

2013 21 316 1 316 (6,2 %) 1 870 (8,8 %) 2 470 (11,6 %) 3 678 (17,3 %)

2014 22 250 1 249 (5,6 %) 1 808 (8,1 %) 2 407 (10,8 %) 3 676 (16,5 %)

2015 21 358 1 193 (5,6 %) 1 811 (8,5 %) 2 373 (11,1 %) 3 562 (16,7 %)

2016 21 294 1 163 (5,5 %) 1 733 (8,1 %) 2 319 (10,9 %) 3 489 (16,4 %)

2017 21 396 1 140 (5,3 %) 1 662 (7,8 %) 2 213 (10,3 %) 3 369 (15,7 %)

2018 20 759 1 056 (5,1 %) 1 655 (8,0 %) 2 180 (10,5 %) 3 318 (16,0 %)

2019 20 434 1 088 (5,3 %) 1 625 (8,0 %) 2 159 (10,6 %) 3 211 (15,7 %)

2020 18 624 1 029 (5,5 %) 1 623 (8,7 %) 2 153 (11,6 %) 3 324 (17,8 %)

2021 18 082 1 020 (5,6 %) 1 444* (8,7 %) 1 574* (11,5 %) -

*Mortalitní data jsou dostupná pouze do 31.12.2021, proto 30denní mortalita byla hodnocena pouze u hospitalizací zahájených d
mortalita byla hodnocena pouze u hospitalizací zahájených do 1.10.2022 a roční mortalita nebyla pro rok 2021 vyhodnocena.

Národní kardiologický informační systém

Akutní infarkt myokardu: mortalita v letech 2010 – 2021 /ČR ÚZIS

pacienti hospitalizovaní na lůžku akutní péče s výslednou diagnózou hospitalizačního pobytu I21–I22

Roční 
mortalita
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-

*Mortalitní data jsou dostupná pouze do 31.12.2021, proto 30denní mortalita byla hodnocena pouze u hospitalizací zahájených do 1.12.2021, 90denní 
mortalita byla hodnocena pouze u hospitalizací zahájených do 1.10.2022 a roční mortalita nebyla pro rok 2021 vyhodnocena.
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Mach F et al. Eur Heart J. 2020;41(1):111-188. 





Redukce LDL na 35

Redukce LDL na 15

Redukce LDL na 35-50% původní hodnoty

Redukce LDL na 15-25% původní hodnoty





Léčba pacientů v sekundární prevenci a dosahování 
cílových hodnot ve studii DA VINCI 
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Výsledky studie Da Vinci v kontextu obdobných sledování  

, E.; Burger, A.L.; Zweiker, D.; Kaufmann, C.C.; Muthspiel, M.; Rega-Kaun, G.; Wenkstetten-Holub, A.; 
, K. Lipid-Lowering Therapy after Acute Coronary Syndrome. J. Clin. Med. 2024, 13, 2043. https://doi.org

Holub, A.; Wojta, J.; Drexel, H.; 
doi.org/10.3390/ jcm13072043 



Co nám stojí v cestě ? 

Nedostatečná adherence

Úhradové podmínky





To what
the lipidemic
characterized

general, how often do you consider
referring a patient to the lipidemic centre 
for PCSK9 inhibitors treatment?

what extent could your attitude to refer a patient to 
lipidemic centre for PCSK9 inhibitors treatment be

characterized by these words? 



siRNA: Mechanismus působení
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Mechanism of action

• Small interfering RNA directed 
to the liver.

• The antisense strand is loaded 
into an RNA-induced silencing 

upraveno dle O’Donoghue ML et al., Am Heart J 2022;251:61

Hepatocyte

mRNA degraded

LPA 

Transcription

into an RNA-induced silencing 
complex (RISC) in the 
hepatocyte. 

• The complex then binds to 
RISC - apo(a) mRNA, leading 
to its degradation and 
preventing protein translation. 

Apo(a)













STUDIE ORION 8 



















Results: Exploratory analyses
ORION-10, and ORION-11 who
Earlier initiation of inclisiran was associated with a

The number of patients at risk is displayed at the bottom of the Kaplan-Meier plot. The dashed line denotes the transition fro
HR, hazard ratio; MACE, major adverse cardiovascular event.

• MACE-related safety events were observed in 16.3% (241/147
versus 14.4% (217/1512) of patients initially randomized to inc

Scott Wright, et al. Cardiovasc Res. 2024:cvae109. doi: 10.1093/

s on patients from ORION-9, 
o rolled over to ORION-8
a lower incidence of MACE-related safety events

om the parent trial to ORION-8.

78) of patients initially randomized to placebo in the parental trials
clisiran (HR=0.85 [0.71,1.03]; p=0.091)

2024:cvae109. doi: 10.1093/cvr/cvae109.



VICTORION -INITIATE

VICTORION-INITIATE (NCT04929249) is a prospective, randomized, open
use implementation strategy* compared with usual care in patients with ASCVD in a representative US clinical setting

Inclisiran: Inclisiran added immediately upon failure to reach 
LDL-C <70 mg/dL on maximally tolerated statins, n=225

Randomization 

Visit 2 Visit 3 Visit 4Visit 1

ACC, American College of Cardiology; AHA, American Heart Association;  ASCVD, atherosclerotic cardiovascular disease; EOS, en
high-density lipoprotein cholesterol; LDL
*Patients with ASCVD and elevated LDL
disease, or peripheral artery disease. ‡

permitted. §Documented side effects on ≥2 different statins, including one at the lowest standard dose. 
inclisiran.
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735

Vital signs were assessed, and samples were obtained for 
lab assessments; lab results were made available to 
treating physicians in both groups 

Subcutaneous inclisiran sodium 300 mg; 
equivalent to 284-mg inclisiran 

Day 330 was the primary analysis 
timepoint

Day 0

Randomization 
1:1

Day 90 Day 180

Usual carea: Any LLT directed/titrated at the treating physician’s 
discretion, n=225

Screening
Day −30 to −1 

INITIATE (NCT04929249) is a prospective, randomized, open-label, Phase 3b trial, which evaluated an immediate inclisiran 
use implementation strategy* compared with usual care in patients with ASCVD in a representative US clinical setting

Inclisiran: Inclisiran added immediately upon failure to reach 
C <70 mg/dL on maximally tolerated statins, n=225

EOS/Visit 6Visit 5
Population
• Adults ≥18 years with a history of ASCVD†

• LDL-C ≥70 mg/dL or non–HDL-C 
≥100 mg/dL and fasting triglycerides 
<500 mg/dL

• Receiving maximally tolerated statin therapy
or had documented statin intolerance§

ACC, American College of Cardiology; AHA, American Heart Association;  ASCVD, atherosclerotic cardiovascular disease; EOS, end of study; HDL-C, 
density lipoprotein cholesterol; LDL-C, low-density lipoprotein cholesterol; LLT, lipid-lowering therapy; US, United States.

Patients with ASCVD and elevated LDL-C (≥70 mg/dL) despite receiving maximally tolerated statin therapy. †Coronary heart disease, cerebrovascular 
‡Maximally tolerated statin therapy was determined by the investigator; no immediate plans to modify LLTs were 

Documented side effects on ≥2 different statins, including one at the lowest standard dose. a10 patients in the usual care arm received 

2024 Apr 1:S0735–1097(24)06624–5. 36

Vital signs were assessed, and samples were obtained for 
lab assessments; lab results were made available to 
treating physicians in both groups 

Day 270

LLT directed/titrated at the treating physician’s 

Day 330

Setting and procedures
• 45 sites selected from diverse settings 
• Stratification by baseline health insurance 

status 
• Managing physicians were encouraged to 

treat the usual care patients by following the 
2018 AHA/ACC/Multisociety guidelines for 
treatment decisions, including encouraging 
any LLT and lifestyle changes 



VICTORION –INITIATE: End Points

Coprimary end points
• Percentage change in LDL-C levels from baseline to Day 330
• The discontinuation of statin therapy, defined as no statin use ≥30 days before the end

of-study visit

LDL-C, low-density lipoprotein cholesterol; EOS, end of study.
*Prespecified LDL-C goals: ≥50% reduction from baseline, <100 mg/dL for patients with LDL
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735

Key secondary end points
• Percentage and absolute change in LDL
• The proportion of patients meeting prespecified LDL
• Safety analyses at each follow-up visit through to the EOS visit 

C levels from baseline to Day 330
The discontinuation of statin therapy, defined as no statin use ≥30 days before the end-

density lipoprotein cholesterol; EOS, end of study.
≥50% reduction from baseline, <100 mg/dL for patients with LDL-C ≥100 mg/dL at baseline, <70 mg/dL, and <55 mg/dL

2024 Apr 1:S0735–1097(24)06624–5. 37

Percentage and absolute change in LDL-C from baseline to each post-baseline visit
The proportion of patients meeting prespecified LDL-C goals* at Day 330

up visit through to the EOS visit 



VICTORION – INITIATE: Demographics and Baseline Characteristics
Parameters

Lipids and lipoproteins, mg/dL, mean (SD)
LDL-C
ApoB
VLDL-C
Non–HDL-C
Total cholesterol
HDL-C
Lp(a), mg/dL, median (IQR) 20.5 (8.0
Triglycerides, mg/dL, median (IQR) 132.0 (95.0

ApoB, apolipoprotein B; HDL-C, high-density lipoprotein cholesterol; IQR, interquartile range; LDL
Lp(a), lipoprotein(a); mAb, monoclonal antibody; N, number of patients; PCSK9, proprotein convertase subtilisin/kexin type 9;
VLDL-C, very low-density lipoprotein cholesterol. 
ezetimibe, PCSK9 mAbs, or bempedoic
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735

Triglycerides, mg/dL, median (IQR) 132.0 (95.0
Lipid-lowering therapy

Any lipid-lowering therapy – modified definitiona

Any statin therapy
Statin monotherapyb

Statin and ezetimibe
No statins
No concomitant lipid-lowering therapy – modified definitionc

• Approximately one-quarter of patients (25.8%) reported a history of statin intolerance
– Most (90.0%) took statins at baseline, primarily statin monotherapy (88.9%) 
– Of the 45 patients not receiving statins, 44 used no lipid-lowering therapies

Demographics and Baseline Characteristics
Inclisiran

N=225
Usual care

N=225
Total

N=450

97.4 (33.2) 97.4 (32.4) 97.4 (32.8)
94.0 (25.3) 90.9 (24.4) 92.4 (24.9)
29.5 (14.3) 26.7 (13.3) 28.1 (13.9)

127.4 (39.4) 124.0 (36.1) 125.7 (37.8)
171.8 (40.1) 171.7 (37.1) 171.7 (38.5)
44.8 (10.8) 47.7 (13.4) 46.2 (12.3)

20.5 (8.0–58.7) 19.8 (8.0–68.7) 20.2 (8.0–64.7)
132.0 (95.0–187.0) 119 (87.0–170.0) 125 (89.0–174.0)

density lipoprotein cholesterol; IQR, interquartile range; LDL-C, low-density lipoprotein cholesterol; 
Lp(a), lipoprotein(a); mAb, monoclonal antibody; N, number of patients; PCSK9, proprotein convertase subtilisin/kexin type 9; SD, standard deviation; 

density lipoprotein cholesterol. aIncludes statins, ezetimibe, PCSK9 mAbs, or bempedoic acid. bExcludes concomitant use of 
bempedoic acid. cIncludes combination with ezetimibe, PCSK9 mAbs, and bempedoic acid.

2024 Apr 1:S0735–1097(24)06624–5. 38

132.0 (95.0–187.0) 119 (87.0–170.0) 125 (89.0–174.0)

203 (90.2) 203 (90.2) 406 (90.2)
203 (90.2) 202 (89.8) 405 (90.0)
202 (89.8) 198 (88.0) 400 (88.9)

1 (0.4) 4 (1.8) 5 (1.1)
22 (9.8) 23 (10.2) 45 (10.0)
22 (9.8) 22 (9.8) 44 (9.8)

quarter of patients (25.8%) reported a history of statin intolerance



VICTORION – INITIATE: Co-primary End Point: Percentage Change in LDL

At Day 330, the mean LDL-C percentage change from baseline was ‒60.0% (97.5% [CI: ‒64.7%, ‒55.2%]) with inclisiran 
and ‒7.0% (97.5% [CI: ‒12.0%, ‒1.9%]) with usual care
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aDay 330 is the primary analysis timepoint. The dotted line represents baseline LDL
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735
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primary End Point: Percentage Change in LDL-C

C percentage change from baseline was ‒60.0% (97.5% [CI: ‒64.7%, ‒55.2%]) with inclisiran 
and ‒7.0% (97.5% [CI: ‒12.0%, ‒1.9%]) with usual care

Inclisiran Usual care

LS mean difference 
LS mean

difference: ‒57.2% 
LS mean difference 

‒47.3% 

density lipoprotein cholesterol; LS, least squares; n, number of patients.
330 is the primary analysis timepoint. The dotted line represents baseline LDL-C.

2024 Apr 1:S0735–1097(24)06624–5. 39

207 203 205
191 178 174

Days
330a180 270

LS mean difference 
‒53.0% 

difference: ‒57.2% ‒47.3% 



VICTORION – INITIATE : Co-primary End Point: Statin Discontinuation
• The non-inferiority margin (15%) was met when comparing inclisiran and usual care (−10.6% [97.5% CI: −18.3%, −3.0%])
• Reasons for discontinuation were unknown

15,0

20,0

25,0

CI, confidence interval.
aPatients without a history of statin intolerance.
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735

0,0
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10,0

15,0

Inclisiran

primary End Point: Statin Discontinuation
inferiority margin (15%) was met when comparing inclisiran and usual care (−10.6% [97.5% CI: −18.3%, −3.0%])

without a history of statin intolerance.
2024 Apr 1:S0735–1097(24)06624–5. 40

Usual care



VICTORION – INITIATE: Individual LDL
At Day 330, a significantly greater proportion of patients in the inclisiran arm achieved LDL

the usual care arm

C 
m

g/
dL

400
375
350
325
300

Inclisiran
Day 90                      Day 330

<70 mg/dL: 80.9%;   <70 mg/dL: 81.8%
<55 mg/dL: 72.0% ;  <55 mg/dL: 71.6%

LDL-C, low-density lipoprotein cholesterol.
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735
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Individual LDL-C Goal Attainment
At Day 330, a significantly greater proportion of patients in the inclisiran arm achieved LDL-C goals of <70 mg/dL and <55 mg/dL compared with 

the usual care arm

Usual Care 
Day 90                      Day 330

<70 mg/dL: 18.7%;     <70 mg/dL: 22.2%
<55 mg/dL: 4.9% ;      <55 mg/dL: 8.9%

density lipoprotein cholesterol.
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Day
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VICTORION –INITIATE: Safety Summary

The safety profile of the “inclisiran implementation strategy” compared similarly with usual care, 
except for injection

Parameters

Overall safety

Patients with ≥1 TEAE

Patients with ≥1 treatment-related TEAE

Patients with ≥1 TEAE leading to study treatment withdrawal

Patients with ≥1 TESAE

COVID-19, coronavirus disease 2019; N, number of patients; TEAE, treatment
event.
Koren M et al. J Am Coll Cardiol. 2024 Apr 1:S0735

Patients with ≥1 TESAE

Patients with ≥1 study-related TESAE

Patients with a fatal TEAE

TEAEs at the injection site

Patients with  ≥1 TEAEs at the injection site

Mild

Moderate 

Severe

The most commonly reported TEAEs were COVID-19 (inclisiran: 8.5%; usual care: 6.9%), increased blood creatine phosphokinase (inc
usual care: 6.0%), and injection-site pain (inclisiran: 7.7%; usual care 0%)

The safety profile of the “inclisiran implementation strategy” compared similarly with usual care, 
except for injection-site TEAEs

Inclisiran
N=225

Usual care
N=225

Total
N=450

147 (62.8) 116 (53.7) 263 (58.4)

34 (14.5) 1 (0.5) 35 (7.8)

6 (2.6) 0 6 (1.3)

27 (11.5) 29 (13.4) 56 (12.4)

19, coronavirus disease 2019; N, number of patients; TEAE, treatment-emergent adverse event; TESAE, treatment emergent serious adverse 

2024 Apr 1:S0735–1097(24)06624–5. 43

27 (11.5) 29 (13.4) 56 (12.4)

0 0 0

2 (0.9) 1 (0.5) 3 (0.7)

24 (10.3) 0 24 (5.3)

23 (9.8) 0 23 (5.1)

1 (0.4) 0 1 (0.2)

0 0 0

19 (inclisiran: 8.5%; usual care: 6.9%), increased blood creatine phosphokinase (inclisiran: 4.3%; 
site pain (inclisiran: 7.7%; usual care 0%)



Inklisiran – úhradové podmínky (od 1.12.2023

Inklisiran je hrazen u pacientu adherujících k 
hypolipidemické léčbě:
1) s heterozygotní familiární hypercholesterolémií
2) s nefamiliární hypercholesterolémií ci smíšenou

kardiovaskulárním riziku s (infarkt myokardu, 
choroba dolních končetin, cévní mozková príhoda
revaskularizace, aterosklerotické postižení karotid

u kterých platí, že jejich stávající hypolipidemická
dávkou statinu v kombinaci s ezetimibem
dosažení hodnot LDL-C dosažení hodnot LDL-C 

alespoň 3,1 mmol/l v prípade heterozygotní
bez manifestního kardiovaskulárního onemocnení

nebo alespoň 2,5 mmol/l v prípade
hypercholesterolémie s manifestním kardiovaskulárním

nebo alespoň 2,0 mmol/l u pacientu
riziku s manifestním kardiovaskulárním onemocnením
Tato kritéria LDL platí i pro úhradu u pacientu
kontraindikována ci netolerována

*nevyužití ezetimibu musí být medicínsky zdůvodněno ve zdravotnické dokumentaci

úhradové podmínky (od 1.12.2023)

k dietním opatrením i ke stávající

hypercholesterolémií
smíšenou dyslipidemií ve velmi vysokém

, ischemická choroba srdeční, ischemická
príhoda, tranzitorní ischemická ataka, tepenná
karotid nebo jiných tepen se stenózou 50% a více),

hypolipidemická léčba maximálne tolerovanou
ezetimibem* nebyla dostatečne účinná pro 

heterozygotní familiární hypercholesterolémie
onemocnení, 

prípade heterozygotní familiární
kardiovaskulárním onemocnením, 

pacientu ve velmi vysokém kardiovaskulárním
onemocnením. 

pacientu, u kterých je léčba statinem prokazatelně

žití ezetimibu musí být medicínsky zdůvodněno ve zdravotnické dokumentaci

SUKL 2023
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