Stentovat nebo nestentovat u stabilni AP
LuboS Kotik — Thomayerova nemocnice Praha
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http://content.nejm.org/content/vol360/issue24/index.dtl

PCI vs. fyzicka aktivita u pacientii s koronarnim onemocnénim

randomizovana studie
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% pacientl bez prihody bylo po 12 mésicich sledovani vyznamné vyssi u
skupiny s fyzickou aktivitou v porovnani se skupinou s PCI

Hambrecht R et al. Circulation. 2004;109:1371-1378



All cause mortality

(95 trials; 93 553 patients)
CABG v medical treatment
PTCA v medical treatment
BMS v medical treatment
PES v medical treatment
SES vmedical treatment
E-ZES v medical treatment
R-ZES v medical treatment
EES vmedical treatment

Myocardial infarction

(92 trials; 90 472 patients)
CABG v medical treatment
PTCA v medical treatment
BMS v medical treatment
PES v medical treatment
SES v medical treatment
E-ZES v medical treatment
R-ZES v medical treatment
EES v medical treatment

Rate ratio (95% Crl)

i
—-
——

‘1

+

R
-
_.-_.

Revascularisation versus medical treatment in patients with stable
coronary artery disease: network meta-analysis. BMJ 2014;

Rate ratio (95% Crl)
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N EnglJ Med. 2011 Jan 20;364(3):226-35. doi: 10.1056/NEJM0a1002358.

A prospective natural-history study of coronary atherosclerosis
n= 697, sledovani 3,4 roku
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V mistech nasledného akutni koronarni prihody na nevyznamnych stendzach byla
angio stendza 32.3+20.6%

Prospective Natural-History Study of Coronary Atherosclerosis
Gregg W. Stone, N ENGL J MED 2011; 364:226-235January 20, 2011
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http://www.nejm.org/toc/nejm/364/3/

Comparison or an everolimus-eluting bioresorbable scarrold
with an everolimus-eluting metallic stent for the treatment of
coronary artery stenosis (ABSORB Il): a 3 year, randomised,
controlled, single-blind, multicentre clinical trial

e Absorb versus Xience

10% proti 5% ACS na intervenovné tepné , hazard ratio= 2:17 [95%
Cl 1-01-4-70];), zejména vzhledem k IM na intervenované tepné.(6% vs
1%; p=0-0108), vCetneé peri-proceduralniho IM (4% vs 1%; p=0-16).

* The Lancet Volume 388, No. 10059, p2479-2491, 19 November 2016
the Xience group (0-37 mm [0-45] vs 0:25 mm [0-25];



http://www.thelancet.com/journals/lancet/issue/vol388no10059/PIIS0140-6736(16)X0049-9
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FAME 2: FFR-Guided PCI versus Medical Therapy in Stable CAD
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PressureWire"

The distal pressure in the coronary artery is measured by a tiny sensor
located 3 cm from the tip of an 0.014” guidewire, called PressureWire".
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FAME 2 : FFR-Guided PCI versus Medical Therapy in Stable CAD

Death from any Cause

30 \PCI+MT vs. MT: HR 0.33 (0.03-3.17); p=0.31

< PCI+MT vs. Registry: HR 1.12 (0.05-27.33); p=0.54

% 25 - MT vs. Registry: HR 2.66 (0.14-51.18); p=0.30
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No. at risk Months after randomization
MT 441 423 390 350 312 281 247 219 188 154 122 90 54
PCI+MT 447 423 396 359 318 288 250 220 183 163 122 95 54
Registry 166 156 145 134 118 107 96 76 67 55 43 27 13




FAME 2 : FFR-Guided PCI versus Medical Therapy in Stable CAD
Myocardial Infarction

30 'PCI+MT vs. MT: HR 1.05 (0.51-2.19); p=0.89
< 25PCI+MT vs. Registry: HR 1.61 (0.48-5.37); p=0.41
Q MT vs. Registry: HR 1.65 (0.50-5.47); p=0.41
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0 1 2 3 4 5 6 7 8 9 10 11 12
Months after randomization
No. at risk
MT 441 421 386 341 304 273 239 212 182 148 117 85 48
PCI+MT 447 414 388 352 309 278 244 214 177 157 119 94 54

Registry 166 156 145 134 118 107 95 75 65 53 42 26 13




FAME 2 : FFR-Guided PCI versus Medical Therapy in Stable CAD
Primary Outcomes

30 PCI+MT vs. MT: HR 0.32 (0.19-0.53); p<0.001

;\3 PCI+MT vs. Registry: HR 1.29 (0.49-3.39); p=0.61

; o5 -IMT vs. Registry: HR 4.32 (1.75-10.7); p<0.001
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Sok pro invazivni kardiology ve VB
Kazdy 10. pacient po PCl je znovu pfijat k hospitalizaci
do 30 dnu! (data z 833,344 PCl)

56.1%neplanovanych pfijeti bylo z nekardialnich pficin. Nespecifické bolesti na hrudi 14.8% , infekce 12,3%,
GIT symptomy 10,4%, respiracni divody 8,6%, krvacivé komplikace.

46% kardialni komplikace- angina pectoris 31,6%, srdecni selhani 25,1% akutni IM 21,6%, arytmie 15,8%,
perikarditis 1,5 %.

Hospitalizacni mortalita byla 2,4%, pfi readmisi pro kardidlni divody stoupla na 2,8 %

Nejcastéji se vraceli nemocni s chronickym onemocnénim ledvin, jater, fibrilaci sini a chronickym plicnim
onemocnenim

* Zamysleni invazivniho kardiologa- cituji : , casto povazujeme pacienta za angiogram s nohama, nez
abychom nemocného povazovali za holistickou entitu a zatimco se zabyvame jejich koronarni
chorobou, ani maji spousta dalsich komorbidit. ,,

JACC Cardiovasc Interv. 2018;11:665-674, 675-676, (publikovano 12. dubna 2018)



Percutaneous coronary intervention in stable angina (ORBITA): a double-

blind, randomised controlled trial
The Lancet, Volume 391, No. 10115, p31-40, 6 January 2018

* ORBITA —Po medikamentdzni optimalizacni fazi bylo 200 pacientu s
ischemickymi symptomy randomizovano.

* 'Prumérnad FFR stendz byla 0,69
105 bylo osetreno PCl a 95 placebovou procedurou

* Nasledné po 6 ti tydnech sledovana tolerance zatéze byla v obou
skupinach stejna. K rozdilu v symptomatologii tedy nedoslo.

e Zavér. Lékari by se meéli u pacientl se stabilni. AP soustredit na
optimalizaci medikamentdzni terapie, kteraje velmi ucinna a
vénovat se modifikovatelnym kardiovaskularnim rizikim jako je
dieta, pravidelna fyzicka aktivita a abstinence koureni.


http://www.thelancet.com/journals/lancet/issue/vol391no10115/PIIS0140-6736(17)X0058-5
http://www.thelancet.com/journals/lancet/issue/vol391no10115/PIIS0140-6736(17)X0058-5
http://www.thelancet.com/journals/lancet/issue/vol391no10115/PIIS0140-6736(17)X0058-5
http://www.thelancet.com/journals/lancet/issue/vol391no10115/PIIS0140-6736(17)X0058-5

Schopenhauer : pravda prochazi tremi stadi,
nejdrive je zesmésnovana, pak je vasnivé oponovana
a pak teprve akceptovana. /(pravdu se nikdy
nedozvime fikaji ti, co jiz védi, ze pravdu nemaji . )

e Jestlize laik slysi, ja Vam tu stendzu rozsifim a
dam tam stent, aby se to znovu nezuzilo, pak se
nedivim, ze sivetsSina nemocnych mysli, ze je
vylécena.




Akesson A, Larsson SC. Low-risk diet and lifestyle habits in the primary prevention of myocardial
infarction in men.

JAm Coll Cardiol 2014; DOI:10.1016/j.jacc.2014.00.1190.

B zadna
zivotosprava
[ dieta + alkohol

M dieta + alkohol +
nekuractvi

B 1% asketu +
pohyb




Rezimova opatreni( koureni, dieta a fyzicka aktivita) a progndza po akutnim
koronarnim syndromu. n =18 809
Sledovani 6 mésicu

N +
IM.MCP
3,51 ' '
3 i
2o B dodrzuje
2 vSe
1,57 o
O drzi dietu
ol necvici
0,57
0- 0)
nekufak exkufak prestal  koufi \Zlglotospra

Chow, C. K. et al. Circulation , February 16, 2010;121:750-758



Pro nedostatek zdroju jsouv mediciné zbytecné malo pouZivany skutecné efektivni postupy a
naduZivany nedostatecné efektivni nebo zcela neefektivni procedury. Dubiozni postupy jsou
poskytovany v dusledku marketingového tlaku pfesvédcujiciho Iékafe o jejich d€innosti, strachu z
Zalob pfi jejich neprovedeni nebo vyhodnosti uhrad pro poskytovatele zdravotnich sluZeb.

Increasing net benefit

Pl g SN

Clearly ineffeqtl’ve .

services

_______
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dea rly effective
services

ncreasing net harm

:Frekvence elektivni PCl se lisi v rliznych regionech statu Kalifornie 10 x

Evidence for Overuse of Medical Services Around the World
Lancet. 2017 Jul 8; 390(10090): 156—168.



https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&retmode=ref&cmd=prlinks&id=28077234
https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&retmode=ref&cmd=prlinks&id=28077234
https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&retmode=ref&cmd=prlinks&id=28077234

Nedélam si Zadné iluze a dékuji za pozornost

e Pacienti véri tém ,,stemim”

* Neposlete pacientas AP na
SKG, on umre a pribuzni podaji
zalobu.

e Kazda zapaleny kardiolog
napise, ze jste postupovali non
lege artis.
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Mortality Following Nonemergent, Uncomplicated Target Lesion Revascularization After Percutaneous
Coronary Intervention, JACC: Cardiovascular Interventions, April 2018 ,21 studii, n =32540PCI, 7,2 % s
restenozou . Zaver:

REVASKULARIZACE RESTENOZY PO PCI | PRI POUZITI MODENICH STENTU ZVYSUIE
RIZIKO NASLEDNEHO IM i CELKOVE MORTALITY.

Repeat revascularization
HR=1.35, 95% CI 1.11-1.63; p=0.002

No repeat revascularization

10.8%

10 8.5%

Death (%)

0 365 730 10985 1460 1825
Days after revascularization


http://interventions.onlinejacc.org/content/early/recent
http://interventions.onlinejacc.org/content/early/recent
http://interventions.onlinejacc.org/content/early/recent

Predpokladana kritika studie ORBITA

e Je treba rychle zdiskreditovat vysledky studie, ktera nyni
zpochybnuje to posledni co zbylo stentovani pro stabilni AP, tedy
symptomatickou ulevu.

 Bude se hovorit o zamérne malém poctu souboru a etice
podrobeni nemocnych s vyznamnou stenézou falesné procedure.

e Bude kritizovana kratka doba sledovani (6 tydnu), coz ale
zvyhodnuje PCl skupinu



High-risk features of stent-driven recurrent @ ESC
iSChaemiC eve ntS European Society

of Cardiology

Prior stent thrombosis on adequate antiplatelet therapy.

Stenting of the last remaining patent coronary artery.

Diffuse multivessel disease especially in diabetic patients.

Chronic kidney disease (i.e. creatinine clearance <60 mL/min).

At least three stents implanted.

At least three lesions treated.

Bifurcation with two stents implanted.

Total stent length >60 mm.

Treatment of a chronic total occlusion.

www.escardio.org/guidelines 2017 ESC Focused Updata on DAPT in Coronary Artery Diseasa, davaloped in collaboration with EACTS 36
{European Heart Journal 2017 - d0i:10.1093/eurheartjfehx419)



FAME 2 : FFR-Guided PCI versus Medical Therapy in Stable CAD

Inclusion Criteria

Indikace k PCI

« Stabilni AP (CCS 1, 2, 3)
« Stabilizovana AP CCS class 4
« Atypické bolesti na hrudi nebo
asymptomaticky pacient s prikazem
Ischemie
a

Angiograficky prokazanou chorobu 1, 2,
nebo 3 tepen



FAME 2 : FFR-Guided PCI versus Medical Therapy in Stable CAD

Conclusions

U nemocnych se stabilni anginou pectoris pomoci FFR
provedena PCIl zlepsuje sledovany cil ve srovnani s
medikamentézni 1éEbou. ?????7????7?7?

 Toto zlepseni je realizovano vylucné dramatickym
poklesem nutnosti urgentni revaskularizace pro akutni

‘Moje poznamka: jestlize 22% pacientu lééenych
konzervatviné potrebovalo béhem sledovani PCl pak 78%
stentovanych tuto Ié¢bu nepotiebovalo.

U nemocnych, kde angiograficky hodnocené vyznamné
stenézy nebyly FFR pod 0,8 byla prognéza stejna jako u
intervenovanych pacientu.



Death or myocardial infarction
[88 trials: 89 373 patients)
CABG v medical treatment
PTCA v medical treatment
BMS v medical treatment
PES v medical treatment

SES vwmedical treatment
E-ZES v medical treatment
R-ZES v medical treatment
EES vwmedical treatment
Bubsequent revascularisation
(94 trials; 90 282 patients)
CABG v medical treatment
PTCA v medical treatment
BMS v medical treatment
PES v medical treatment

SES v medical treatment
E-ZES v medical treatment
R-ZES v medical treatment
EES v medical treatment

0.1 0.3

Favaurs
revascularisation

1 3

Favours
medical treatment

0.81 (0.70 to 0.94)
0.83 (0.70 to 0.97)
0.99 (0.85 to 1.12)
1.06 (0.87 to 1.27)
0.96 (0.79 to 1.13)
0.85 (0.67 to 1.05)
Q.81 (0,59 to 1.10)
0.78 (0.63 to 0.96)

0.16 (0.13 to 0.20)
0.97 (0.82 to 1.16)
0.69 (0.59 to 0.82)
044 (0,35 to 0.55)
0.29 (0.24 to 0.36)
0.38 (0.29 to 0.51)
0.26 (0.17 to 0.40)
0.27 (0.21 to 0.35)



