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Zarazeni,

randomizace a follow-up

2246 Patients were enrolled

304 Were ineligible
5 Died
BE Withdrew consent
213 Were nonadherent te dual
antiplatelet therapy, had
adverse syent, or were
withdrawn by investigatar

1942 Underwent randormization

61 Were asdigred to recei
P2¥12-inhibitar manatherapy

a03 |93, Were adherent to treatrment
at G- vigil
¥ Driscontinuwed
3 Died
I Withdrew consent
3 Were lost ta follow-up

Were adherent to treatrment
at 12-mo wisit
% Driscontinuwed
1 Died
2 Withdirew consent
& Were lost ta follow-up

543 (87

961 Were included in the intention-ta-
treat populatian

ssigned to cantinue dual
antiplatelet therapy

950 (96.5%) Were adherent to treatrment
at Brmio wisit
& Discontinued
2 Died
2 Withdrew candent
4 Were last te fallow-up

B74 [BE.EH) Were adherent to treatrment
at 12-rod vigit
6 Were lost ta fallow-up

081 Were included in the intention-toe-
treal population



« sekundarni fibrinolyza, uzivani peroralni antikoagulacni
lecby, odhadovanou rychlost glomerularni filtrace <30 ml/min/1,73 m?
, dialyza, aktivni krvaceni, Hb pred PCI < 130 g/l [muzi] nebo < 120 g/l
[zeny], jaterni cirh6za, anamneéza krvaceve diatezy nebo trombocytopenie

» po komplexni PCI, s chronickou totalni okluzi, postizeni kmene leve
koronarni tepny, stenty o celkove délce >80 mm nebo s tezkymi
kalcifikacemi



Charakteristika pacientu

Charactenistic

Age —vyr

Female sex — no. (%)

Body-mass indexj

Current smoker — no. ftotal no. (%)

Diabetes mellitus — no. ftotal no
Type 1, treated with insulin
Type 2, treated with insulin

Hypertension — no. (%)

Hypercholesterclemia — no. |

Chronic kidney disease — no. |

Famnily history of coronary disease — no. /total no. (%)

Peripheral vascular disease — no. (%)
Previous myocardial infarction or previous PCl— na.ftotal no. (5]
Previous cerebravascular accident — no. (%)
Left ventricular ejection fraction <40% — no.ftotal no.
Indication for PCl — na.
STEMI
MNSTEMI
Antiplatelet medication at randemization
Cwration of dual antiplatelet therapy after PC1 — days
P2712 inhibitor at 1-month visit — no_total no. (%)
Ticagrelor
Frasugrel

Clopidogrel

P2¥12-Inhibitor

Manotherapy
[(N=961)

610108
223 (23.3)
26.744.7

402359 (41.9)

135/961 (14.0)
107359 [1.0)
26,959 (2.7)
367 (18.2)
271 (28.2)
15 (1.6)

260,349 (27.4)
34 (3.5)

57/959 (5.9)
15 (1.6)
25,704 (3.6)

482 (50.2)
479 (49.8)

Dual Antiplatalet
Therapy
(N=981)

61.0410.5
157 (20.1)
27 444 4
410981 (41.8)
146/981 (14.9)
6/981 (0.6)
27/981 (2.8)

457 (50.7)
484 (49.3)

37044 .6
731/980 (74.6)

196/980 (20.0)
53/980 (5.4)




Primary outcome

Difference in incidence, -0.0% percentage paints [95% CI, -1.39 40 1209
B=0.02 for noninferiority

P2¥12-inhikitor monotherapy

— Dual antiplatelet therapy
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120 150 180 110
Drays since Randomization

Mo. at Risk
PE¥12-inhibitar mun-:l!hl:rup:p 261 L] 952 95 s 944 40
Crual antiplatelet theragy 76 974 973 o7l aro 963

wrwvs

Outcome

Primary outcome: net adverse clinical
and cerebrovascular events{

Dreath from any cause
Myocardial infarction
Stent thrombaosis, definite or probable

Stroke

F2Y12-Inhibitor Drual Antiplatelet
Maonotherapy Therapy
[N=961) {N=931)

no. of patisnts ()

4 [0.4) 202}
70.7) 10{L.1}
1§0.1) 0

3(0.3) 2{0.2)

umrti z jakékoli priciny, infarkt myokardu, trombdzy stentu, CMP nebo zavazné krvaceni

(definované dle BARC jako krvaciva prihoda typu 3 nebo 5)

Hazard Ratio
{95% CI)

2.04 {0.37-11.14)
0.72 {0.27-1.28)

1.53 (0.26-9.18)




Main Secondary Outcome

P2¥12-Inhibitor Dwal Antiplatelet
Monotherapy Therapy Hazard Ratio
Hazard ratia, 0.46 (9! L 0. 0.75) S ; Cutcome [N=5961) |M=5981) (95%: Cl) P Value

P=0.002 far superiarity
na. of patients {3)
BARC type 3 or 5 bleeding: 7 0.7y 1.02 {0.36-2.91)
Type 3a 0.1) 1{0.1}
Type 3b 5 (0.6) 3 (0.3)
Type 3c 3(0.3)

P2¥12-inhibitor monotherapy
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120 130 180 Z1O

120 150 150 10
Days since Randomization

Mo. at Risk
PIY12-inhibitor monatherapy 961 956 953 46 a41 534
Drual antiplatelet therapy 581 371 966 952 45 535

Krvaceni definované dle BARC jako krvaciva prihoda typu 2, 3 nebo 5



Primary outcome — subskupinova analyza

A Primary Outcome [net adverse clinical and cerebrovascular events)

P2Y¥12-Inhibitor Dual Antiplatelst
Subgroup Monotherapy Therapy Hazard Ratio for Primary Outcome (95% Cl)

ra. of everisfao. (%)

13/84% [1.5) 15/275 (L.7) 0.90 [0.43-1.88)

7/113 (6.2) £,/106 (5.7) 1.09 (0.37-3.26)

Female /223 (2.7) 37187 (L5) 1.76 [1.44—7.04)

Male 147738 (1.9) L&) 784 [2.3] 0.E3 [Dd1-1.67)
Indication far PCI

NSTEMI 15/479 (3.1) 13/484 (2.7) 1.17 (0.56-2.45)

STEMI 5452 (1.0) 8497 (L.6) 0.65 (0.21-198)
Mo. of vessels affected

Single 14754 [1.9) 14/767 (1.8) 1.02 (0.45-2.13)

Multiple G207 [2.9) Fi214 (3.3] 090 (DL30-2.68)
Mo. of lesions affected

Single 17735 [2.3) 15,751 (2.0) 1.16 [0.58-2.33)

Multiple 30826 (1.3) Bf230 [1.6] 051 [(i13-2.03)
Criabetes mellitus

Yes 4/135 (3.0) 37146 (2.1) 1.46 (0.33-6.51)

Mia 16326 [1.9) L8/835 [1.3] 090 [DdE-1.76)
PZ¥12 inhibitar

Clopidogrel 1rd6 (3.3] Of53 4y —

Prasugrel 31309 [1.4) 111596 (0.5] 281 [029-26.93]

Ticagreks 16/706 [2.3) 20/731 (2.7) 0.83 [0.43-1.61)
I
0.12 050 10 20 40 B8O

PEY12-Inhibitor Monatherapy Better Dual Antiplatelet Therapy Better

umrti z jakékoli priciny, infarkt myokardu, trombdzy stentu, CMP nebo zavazné krvaceni (definované dle
BARC jako krvaciva prihoda typu 3 nebo 5)



Main secundary outcome — subskupinova

l 4

analyza

B Main Secondary Outcome (BARC type 2, 3, or 5 bleeding)

PI¥12-Inhibitar Dual Antiplatelet
Monotherapy Therapy Hazard Ratio for Main Secondary Outcome [95% Cl)

ma. of evenlsfno. [3)

18845 (2.1) A9JETS (5.6 0.41 (0.24-0.68)
71113 (6.2) 5 /106 (4.7) 1.40 (0.50-3.94)

! 21197 (4.1] OETF (D.33-2.31)
Male 738 [2.3) 4B/784 (5.9) 0.46 [0.27-0.76)
Indication for PCI

MESTEMI LEfd79 [3.8) 23 /484 (d.3] 083 (DdG-1.51)
STEM| 7/482 [1.5) 317487 (6.2) 0.28 [0.14-0.59)
Mo. af vessels affected
Single 22/754 [2.9) 48767 (6.4) 0.45 [(0.27-0.73)
3

Multiple 207 [1.4) 57214 (2.3) 1.2% (0.38-4.09)
Mo. of lesions afeci=d
Single 21735 [2.9) 46/751 (6.1] .49 [0.30-0.81)
Multiple 4/226 [1.5) 8230 (3.5) .67 (0.24-1.89)
Diabetes mellitus
Yes 35 (2.2] 71146 (4.8) 0.67 (0.22-2.05)
Ne 21826 [2.7] 47/835 (5.6] 0,50 [0.30-0.81)
PZ¥12 inhibitar
Clopidagrel 146 (1.3 053 [0) —
Prasugrel 9/209 (4.3) 19196 (9.7) 0.4% (0.22-1.03)
Ticagreksr 15/706 [2.1) 35/731 (4.8] 0.50 (0.25-0.87)

PIY12-Inhibitor Monotherapy Better Dual Antiplatelet Therapy Better

krvaceni definované dle BARC jako krvaciva prihoda typu 2, 3 nebo 5



A4

Zaver

U pacientu s nizkym rizikem s akutnim IM, ktefi podstoupili
casnou kompletni revaskularizaci a dokoncili 1 mesic DAPT bez
komplikaci, nebyla monoterapie inhibitorem P2Y12 horsi nez
pokracujici dualni antiagregacni lécba, pokud jde o vyskyt
nezadoucich kardiovaskularnich a cerebrovaskularnich prihod, a
vedla k nizsimu vyskytu krvacivych prihod.

Tyto vysledky odrazi vyhody modernich stentu, vysokou
proceduralni uspesnost a optimalni farmakoterapii.



Studie

TICO

GLOBAL

LEADERS

TWILIGHT

TARGET-FIRST

Populace
pacientl

ACS po PCl s
ultratenkym DES
Orsiro, n=3 056

All-comers PCI
(ACS + CCS),
n=15 968

Vysoce rizikovi
pacienti po PCI
bez komplikaci po
3 mésicich DAPT,
n=7 119

Nizce rizikovi
pacienti s
AMI/ACS po
kompletni
revaskularizaci
Firehawk DES,
n=1 900

Diskuse

Design studie

Randomizovana,
multicentricka,
open-label RCT

Randomizovana,
multicentricka,
open-label
superiority studie

Randomizovana,
multicentricka,
double-blind
placebo-
controlled RCT

Prospektivni,
multicentricka,
randomizovana,
open-label non-
inferiority studie

Zkracena DAPT
vétev

3 mésice DAPT
— ticagrelor
monoterapie

1 mésic DAPT —
23 mésicu
ticagrelor
monoterapie

Ticagrelor
monoterapie po 3
mésicich DAPT

1 mésic DAPT —
P2Y12
monoterapie

Kontrola

12 mésicu ASA +
ticagrelor

Standardni DAPT
(12mACS/6m
CCS) + ASA

Pokracdovani
ticagrelor + ASA

Standardni
12mésicni DAPT

Follow-up

12 mésicu

24 mésicu

12 mésicl po
randomizaci

12 mésicu

Hlavni vysledek

NizSi NACE a
krvaceni bez
zvyseni
ischemickych
pfihod

Primarni endpoint
nesplinén;
podobna
ischemicka
bezpeclnost

Vyznamné méné
krvaceni bez
zvyseni
death/Ml/stroke

Non-inferior pro
NACCE, méné
Krvaceni pfi
zachované
ischemické
bezpecnosti



