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Nemocnice Na Homolce

STABILNI ICHS
OMT vs. Revaskularizace



Stabilni ICHS

» Heterogenni populace

» Symptomy +/-  Indukovatelna ischemie +/-

> Cile lé&by
> Qvlivnéni ischemie myokardu
» Qvlivheni prognozy (identifikace a IéCba)
> Prevence progrese koronarni aterosklerozy
»  Prevence akutnich ischemickych prihod/umrti

» Qvlivnéni dalSich rizikovych faktoru



Stabilni ICHS

> Cile léCby
> Ovlivnéni ischemie myokardu

> Ovlivhéni prognozy (stanoveni a ovlivneéni)

> Typ leCby

» CABG vs. konzervativni (rozsah ohrozeného myokardu, rozsah
Ischemie)

> Medikamentozni léCba neodpovida dnesnim doporucenim (80°-90)



Pritomnost ischemie
zvysuje riziko umrti a infarktu myokardu
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* Souhrn 14 studii (> 12000
pacientu) u nemocnych s
provedenym SPECT vysetrenim

Riziko umrti a infarktu
béhem 5-letého sledovani
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Ref:*
- Iskander, S. and Ami E. Iskandrian. “Risk assessment using single-photon emission

computed tomographic technetium-99m sestamibi imaging”. Journal of American College
of Cardiology 32Z;1: 57-62 (1998).



Nema ischemie u asymptomatickych nemocnych bez
anamnézy ICHS — riziko koronarni mortality
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Nema ischemie

(Asymptomatic Cardiac Ischemia Pilot (ACIP) trial
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BARI 2D — podstudie (SPECT)

ABSENCE ISCHEMIE V ROCNI SLEDOVANI
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COURAGE studie

PCIl vs. OMT u stabilni ICHS
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COURAGE studie

PCIl vs. OMT u stabilni ICHS
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Subanalyza COURAGE NUCLEAR

(Am Heart J 2012;164:243-50.
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Redukce indukovatelne ischemie myokardu
PCl u 33%, OMT u 19%
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Subanalyza COURAGE Nuclear

Vliv redukce ischemie na vyskyt umrti a IM
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Subanalyza COURAGE NUCLEAR
Vyznam ischemie a rozsahu aterosklerozy
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J Am Coll Cardiol Intv 2014;7:195-201



Prognosticky vyznamny rozsah ischemie
myokardu™?

¥PL.0D01 "ok

Log hazard ratio

Zobrazovani metody — SPECT, zatezova MR, zatezova echokardiografie

Angiografie — modely koronarniho zasobeni

Hachamovitch R et al. Circulation 2003;107(23):2900-29(



Observacni studie

> Propensity-matched
observacni studie u
39 131 nemocnych

Survival
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J Gen Intern Med. 2014 Jul:29(7):1031-9




Metanalyzy (PCI vs. OMT)

> Ruzné vysledky
> Ovlivhéné vybérem studii
» Zahrnuti periproceduralniho IM

> Ruzné generace stentu

> BARI 2D, COURAGE, MASS I
> FAME 2
> (ISCHEMIA trial)

6/4/2017



Riziko nefatalniho IM — studie prelomu tisicileti

PCI OMT Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Overall Analysis
ACME-1 (3yrs) 1992 7 10§ 6 107 5.4% 1.19 [0.41, 3.42)
ACME-2 (Syrs) 1997 6 51 6 50 5.4% 0.98 [0.34, 2.84)
ALKK (Syrs) 2003 10 149 12 151 7.8% 0.84 [0.38, 1.89)
AVERT (1.5yrs) 1999 4 177 2 164 2.5% 1.85 [0.34, 9.98)
BARI 2D (Syrs) 2009 90 798 82 807 17.1% 1.11 [0.84, 1.47)
COURAGE (5yrs) 2007 143 1149 128 1138 18.3% 1.11 (0.88, 1.38)
DEFER (Syrs) 2001 6 90 0 9 1.0% 13.14 (0.75, 229.91) >
JSAP (3.3yrs) 2008 3 188 7 191 3.8% 0.44 (0.11, 1.66) -
MASS-1 (Syrs) 1995 K 72 3 72 3.2% 1.33 [0.31, 5.75)
MASS-2 (Syrs) 2004 23 205 31 203 12.6% 0.73 [0.44, 1.22)
RITA-2 (7yrs) 1997 32 504 23 S14 12.2% 1.42 [0.84, 2.39)
SWISS-2 (10.2yrs) 2007 11 96 40 105 10.7% 0.30 [0.16, 0.55) g
Total (95% CI) 3584 3593 100.0% 0.93 [(0.70, 1.24) ®
Total events 339 340

Heterogeneity: Tau®’ = 0.10; Chi* = 25.05, df = 11 (P = 0.009); I’ = 56%

Test for overall effect: Z = 0.51 (P = 0.61)

Circ Cardiovasc Interv. 2012;5:476-490



Studie MASS II, COURAGE, BARI 2D, FAME 2

Jak rigororozne je dokumentovana ischemie ?

Death

Nonfatal M|

Source OR(95%Cl)  PValue OR (95% C1) Source OR(95%Cl)  PValue OR (95% CI)
Hambrecht  1.02(0.02-52.43) .99 Hambrecht®  3.12(0.12-78.45) .49 —
MASS 11" 0.76 (0.27-2.16) 60 MASS 11" 1.24 (0.40-3.88) 7
COURAGE"  0.84(0.61-1.18) 32 COURAGE"  1.24 (0.94-1.65) 13
BARI 2D" 1.06 (0.71-1.58) 78 BARI 2D™ 1.29 (0.82-2.04) 27
FAME 2 0.33(0.03-3.16) 33 - FAME 2 1.06 (0.51-2.22) B8
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Hambrecht”” 2.60(0.63-10.71) .18 Hambrecht®  6.82 (0.79-58.85) .08 -
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Studie MASS I, COURAGE, BARI 2D, FAME 2

Circ Cardiovasc Interv. 2012;5:476-490



Dokumentovana ischemie
(neinvazivni Imaging nebo FFR)

Study

COURAGE Nuclear Substudy 0

FAME 2

SWISSI N

Random Effects (1¥=0.0%, p=0.76)

Hazard Ratio
% Weight
(95% Q)

062(0.30,1.28) 6031

0.33(0.03,317) 585

042(0.16,1.11) 3384

052(0.30,092) p=0.02

JAMA Intern Med 2014:174:232-40.




MACE behem jednoho roku
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ISCHEMIA trial

Zarazovani: 2012-
2017

Cil:
5000 nemocnych

Doba sledovani:
3 roky

Patients with stable ischemic heart disease (SIHD) and moderate or severe ischemia

Refer patients with eGFR <30 or on dialysis to ISCHEMIA-CKD trial

Blinded coronary CT angiogram* to exclude patients
with significant left main disease and no obstructive coronary artery disease
*in patients with estimated glomerular filtration rate 260 ml/min

Randomize patients into ISCHEMIA trial approaches

D000 |DO00O

CONSERVATIVE INVASIVE

OMT
Optimal medical therapy (OMT) +
with cardiac catheterization (Cath) Cath
reserved for failure of OMT +
Optimal revascularization

v v

After average 3-year follow-up, compare rates of cardiovascular death
and myocardial infarction. Also compare quality of life (secondary endpoint)

(Based on the present level of evidence, a justifiable case

can be made for either initial approach)

Stone, G.W. et al. J Am Coll Cardiol. 2016; 67(1):81-99.




Selekce nemocnych pro RCT

> PCl + stent (n:3102) ®\/yfazeno M Zafazeno

> Aplikace vyluCovacich kriterii
podle studie ISCHEMIA

PCI/ CABG v posl.12 mésich (49%)
» EFLK < 35% (25%)
> AKS v poslednich 2 meésicich (24%)
> Vyznamna chlopenni vada (8%)

» SrdecCni selhani NYHA llI-1V, nebo
hospitalizace pro dekomp. srdecCniho
selhani v posl. 6 mésicich (7,8%)

Wasilewski et al. Trials (2015) 16:411



Selekce nemocnych pro RCT
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Wasilewski et al. Trials (2015) 16:411



Zavery

> Pravdepodobny vztah mezi pritomnosti ischemie myokardu a rizikem
IM a umrti

» PCI je vice ucCinna v redukci ischemie nez OMT

» PCI vice efektivni v kontrole symptomu (I kdyz prechodné)

» PCI pouze pro jednoznacne vyznamné postizeni

> Dostupna data zatizena selekci pacientu, metodologickou narocCnosti
(bez “sham” PCI, nezarazovani nemocnych s vysokym rizikem)

> PCI mozna ovliviuje vyskyt umrti/IM u vybrané skupiny nemocnych
(jednoznacny dukaz v RCT chybi)

> Diskuze bude pokracCovat ...



