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STOPDAPT-2:  
Prospective multicenter open-label randomized trial 

comparing 1-month versus 12-month DAPT after CoCr-EES implantation 

with limited exclusion criteria.  

Clopidogrel 75mg/day or  
Prasugrel 3.75 mg/day 
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ARC-HBR 
• Newly proposed ARC-HBR criteria provided standardization of HBR definition 

Circulation 2019;140(3):240-261 



Study Flow 

13 withdrew consent 23 withdrew consent 

Enrolled and randomized 
N=3045 

1-month DAPT arm 
N=1523 

12-month DAPT arm 
N=1522 

 ITT population 

N=1500 

 ITT population 

N=1509 

Stratified by Center 

Non-HBR patients  
in 1-month DAPT group 

N=1004 (66.9%) 

HBR patients  
in 1-month DAPT group 

N=496 (33.1%) 

Non-HBR patients  
in 12-month DAPT group 

N=951 (63.0%) 

HBR patients  
in 12-month DAPT group 

N=558 (37.0%) 



Clinical Outcomes at 1 year 

in HBR stratum 
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HBR subgroup analysis 
1-year incidence  

(N with event/subtotal N) 

1-month DAPT 
(N=1500) 

12-month DAPT 
(N=1509) 

Absolute difference 
(95%CI) 

Hazard Ratio 
(95%CI) 

P value P interaction 

Primary Endpoint 

HBR 
3.18% 

(17/544) 
5.39% 

(33/619) 
-2.21% 

(-4.53% to 0.11%) 
0.58 

(0.32-1.04) 
0.07 

0.53 

Non-HBR 
1.90% 

(18/956) 
2.52% 

(22/890) 
-0.62% 

(-1.97% to 0.73%) 
0.76 

(0.41-1.42) 
0.40 

Major Secondary Cardiovascular Endpoint 
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(-2.86% to 1.22%) 
0.78 

(0.40-1.50) 
0.45 

0.82 

Non-HBR 
1.48% 

(14/956) 
1.73% 

(15/890) 
-0.25%  

(-1.40% to 0.90%) 
0.87 

(0.42-1.81) 
0.71 

Major Secondary Bleeding Endpoint 

HBR 
0.37% 

(2/544) 
2.44% 

(15/619) 
-2.07% 

(-3.39% to -0.75%) 
0.15 

(0.03-0.66) 
0.01 

0.24 

Non-HBR 
0.42% 

(4/956) 
0.91% 

(8/890) 
-0.49% 

(-1.24% to 0.26%) 
0.47 

(0.14-1.55) 
0.21 
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HOST-EXAM RCT 

BK Koo, J Kang, KW Park, HS Kim et al. Lancet 2021 J Kang, KW Park,HS Kim, et al. Circulation 2023 



HOST-EXAM RCT 

Study Population 

 5,530 eligible patients screened, from 37 centers in Korea 

 The total population was classified into two groups according to the initial clinical diagnosis at 
the time-point of Index PCI; ACS or non-ACS. 

HOST-EXAM POST-TRIAL period HOST-EXAM IN-TRIAL period 

Event-free under DAPT 

for 12±6 months after PCI 

Primary analysis of the 
HOST-EXAM RCT 

(2yrs after randomization) 
Randomization Index PCI 

Aspirin monotherapy 

Clopidogrel monotherapy 

Primary analysis of the HOST- 
EXAM Extended study 

(median 5.8yrs after randomization) 

Aspirin Group 

Clopidogrel Group 



HOST-EXAM RCT 

3921 in the ACS group 1517 in the non-ACS group 

 

5 Withdrew consent 

33 Lost to follow-up 
167 Used a different 
antiplatelet regimen 

5530 patients were enrolled 
92 were excluded from randomization 

50 did not meet the eligibility criteria 
28 declined to participate 

14 randomization error 

5438 underwent randomization 

1964 allocated to 
Clopidogrel monotherapy 

1957 allocated to 
Aspirin monotherapy 

 

1 Withdrew consent 

37 Lost to follow-up 
288 Used a different 
antiplatelet regimen 

 

3 Withdrew consent 

9 Lost to follow-up 
62 Used a different 
antiplatelet regimen 

 

14 Withdrew consent 

5 Lost to follow-up 
97 Used a different 
antiplatelet regimen 

746 allocated to 
Clopidogrel monotherapy 

771 allocated to 
Aspirin monotherapy 

1964 included in the intention- 
to-treat analysis 

1957 included in the intention- 
to-treat analysis 

746 included in the intention- 
to-treat analysis 

771 included in the intention- 
to-treat analysis 



Výsledky 

 Primary Endpoint: POCO (Patient Oriented Composite outcome) 

ACS group 
: HR 0.78 (95% CI 0.66-0.92); 

Log-rank p = 0.003 

Non-ACS group 
: HR 0.82 (95% CI 0.63-1.06); 

Log-rank p = 0.100 

P-interaction = 0.751 

18.2% 

17.7% 

14.8% 

13.7% 

ACS group, Aspirin monotherapy 

ACS group, Clopidogrel monotherapy 

Non-ACS group, Aspirin monotherapy 

Non-ACS group, Clopidogrel monotherapy 

ACS group, Aspirin 

ACS group, Clopidogrel 

Non-ACS group, Aspirin 

Non-ACS group, Clopidogrel 

POCO: All-cause death, nonfatal myocardial infarction, 
stroke, readmission due to ACS, and major bleeding 
complications (defined as BARC type ≥3 bleeding) 



12.9% 

12.3% 
9.4% 
9.0% 

ACS group 
: HR 0.69 (95% CI 0.56-0.85); Log-rank p < 0.001 

Non-ACS group 
: HR 0.77 (95% CI 0.56-1.07); Log-rank p = 0.100 

P-interaction = 0.581 

ACS group, Aspirin monotherapy 
ACS group, Clopidogrel monotherapy 

Non-ACS group, Aspirin monotherapy 
Non-ACS group, Clopidogrel monotherapy 

7.1% 

6.1% 
5.1% 
4.2% 

ACS group 
: HR 0.85 (95% CI 0.65-1.13); Log-rank p = 0.200 

Non-ACS group 
: HR 0.58 (95% CI 0.37-0.92); Log-rank p = 0.020 

P-interaction = 0.156 

 Secondary Endpoints 

< Thrombotic composite endpoint > < Bleeding endpoint > 

Výsledky 



 

ACS 
 

Non-ACS  

Interaction 

p-value 
Clopidogrel 

(N=1,964) 

Aspirin 

(N=1,957) 

 
HR (95% CI) 

 
p-value 

Clopidogrel 

(N=746) 

Aspirin 

(N=771) 

 
HR (95% CI) 

 
p-value 

All-cause death 120 (6.7%) 107 (6.2%) 1.13 (0.87-1.47) 0.364 55 (8.0%) 54 (8.0%) 1.06 (0.73-1.55) 0.757 0.790 

Cardiac death 58 (3.3%) 58 (3.4%) 1.01 (0.70-1.45) 0.974 23 (3.4%) 26 (4.0%) 1.09 (0.53-1.61) 0.772 0.795 

Non-cardiac death 62 (3.5%) 49 (2.8%) 1.27 (0.88-1.85) 0.207 32 (4.7%) 28 (4.2%) 1.19 (0.72-1.98) 0.498 0.835 

Non-fatal myocardial infarction 32 (1.6%) 53 (2.7%) 0.60 (0.39-0.93) 0.022 13 (1.7%) 9 (1.2%) 1.50 (0.64-3.51) 0.351 0.060 

Stroke 35 (1.8%) 57 (2.9%) 0.61 (0.40-0.93) 0.020 11 (1.5%) 17 (2.2%) 0.66 (0.31-1.42) 0.292 0.838 

Readmission due to ACS 92 (4.7%) 149 (7.6%) 0.61 (0.47-0.79) <0.001 34 (4.6%) 49 (6.4%) 0.71 (0.46-1.10) 0.124 0.550 

Major bleeding (BARC type ≥3) 55 (2.8%) 71 (3.6%) 0.77 (0.54-1.09) 0.144 12 (1.6%) 31 (4.0%) 0.40 (0.20-0.77) 0.006 0.083 

Any revascularization 98 (5.0%) 121 (6.2%) 0.80 (0.62-1.05) 0.106 49 (6.6%) 59 (7.7%) 0.86 (0.59-1.25) 0.634 0.785 

Stent thrombosis 6 (0.3%) 15 (0.8%) 0.40 (0.16-1.03) 0.058 7 (1.0%) 4 (0.5%) 1.82 (0.53-6.21) 0.340 0.056 

 Other Secondary Endpoints 

Výsledky 



Nahradí monoterapie clopidogrelem aspirin v dlouhodobé 

sekundární prevenci po koronární intervenci? 

SHRNUTÍ 

• Možná…u pacientů s AKS (vs monoth ticagrelorem po 

odeznění finančních restrikcí). 

• Měl by u pacientů s HBR. 

• Pravděpodobně zatím ne u pacientů s CHKS. 

• Otázka non-respondence a testování účinku u 

clopidogrelu. 

• Potřeba randomizovaných dat z Evropy/USA. 
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