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 Post-percutaneous coronary intervention (PCI), guidelines recommend indefinite maintenance of 

single antiplatelet therapy after the initial 6- to 12-months of dual antiplatelet therapy (DAPT).

 Aspirin is the most widely used antiplatelet agent (LOE 1A), and Clopidogrel is recommended as 

recommended as an alternative strategy.

 The HOST-EXAM trial reported superiority of Clopidogrel over Aspirin monotherapy during a 2-

year follow-up in stable CAD pts who were event-free under DAPT for 12month after PCI with DES.
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 However, the higher mortality in the clopidogrel arm 

(which did not yield statistical significance) confused 

interpretation of the results.

 To clarify the confusing mortality issue, and given that 

antiplatelet monotherapy is prescribed lifelong for 

secondary prevention, a long-term follow-up study is 

is warranted.

 Therefore, a post-trial extended follow-up study was 

designed to compare the long-term outcomes between 

clopidogrel and aspirin monotherapy.
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 To compare the long-term efficacy and safety between Aspirin and Clopidogrel 

monotherapy in stable coronary artery disease patients who received PCI with a DES.

The HOST-EXAM Extended study

Harmonizing Optimal Strategy for Treatment of coronary artery diseases 

– EXtended Antiplatelet Monotherapy – Extended follow-up

 Open label follow-up study after the initial 2-year follow-up of the HOST-EXAM trial

 During the extended follow-up (median 5.8 yrs), the single antiplatelet agent was 

determined by the treating physician with no mandatory designation. 

Study Objective



HOST-EXAM POST-TRIAL periodHOST-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

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

Clinical events and final clinical status ascertained at March, 2022.
The vital status of all patients coss-checked via the National Health Insurance Service system. 

Primary analysis of the HOST-
EXAM Extended study 

(median 5.8yrs after random)

Aspirin Group

Clopidogrel Group

HOST-EXAM Extended study period

Study Design and Patient Population



 Primary Endpoint: POCO (Patient Oriented Composite outcome)

 All-cause death, nonfatal myocardial infarction, stroke, readmission due to 

and major bleeding complications (defined as BARC type ≥3 bleeding) 

 Key Secondary Endpoints

 Thrombotic composite endpoint

 Cardiac death, nonfatal myocardial infarction, ischemic stroke, readmission 

to ACS and stent thrombosis (definite & probable)

 Bleeding endpoint

 BARC type ≥2 bleeding 

Study Endpoints
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Clopidogrel Monotherapy (N= 2710) Aspirin Monotherapy (N= 2728)

5530 patients were enrolled

92 were excluded from randomization

5438 underwent randomization

1 Were lost to follow-up

216 Used a different antiplatelet regimen

101 switched to Aspirin monotherapy

49 added Aspirin to Clopidogrel 

49 added anticoagulants

17 did not use antiplatelet agents

2 Were lost to follow-up

367 Used a different antiplatelet regimen

231 switched to Clopidogrel monotherapy

65 added Clopidogrel to Aspirin 

43 added anticoagulants

28 did not use antiplatelet agents

Clopidogrel N= 2431 (89.7%)

Per-protocol analysis

Aspirin N= 2286 (83.8%)

Per-protocol analysis

HOST-EXAM IN-TRIAL period

within 2 years after randomization

HOST-EXAM POST-TRIAL period

beyond 2 years till median 5.8 years 

after randomization

Study Flow

N= 4717 (86.7%)

P-P analysis

8 Withdrew consent

41 Were lost to follow-up

13 Used a different antiplatelet regimen

1 Withdrew consent

50 Were lost to follow-up

22 Used a different antiplatelet regimen



Clopidogrel (N = 2431) Aspirin (N = 2286)

Demographics

Age (years) 63.3 ± 10.8 63.3 ± 10.7

Body Mass Index (kg/m2) 24.9 ± 3.1 24.8 ± 3.4

Male 1807 (74.3%) 1723 (75.4%)

Comorbidities

Diabetes mellitus 818 (33.6%) 775 (33.9%)

IDDM 48 (2.0%) 51 (2.2%)

Hypertension 1493 (61.4%) 1402 (61.3%)

Dyslipidemia 1690 (69.5%) 1613 (70.6%)

Current smoker 479 (19.7%) 500 (21.9%)

Chronic kidney disease 314 (12.9%) 273 (11.9%)

Previous MI 406 (16.7%) 362 (15.8%)

Previous CVA 103 (4.2%) 110 (4.8%)

Clinical Indication 

of PCI

Silent ischemia 52 (2.1%) 61 (2.7%)

Stable angina 620 (25.5%) 593 (26.0%)

Unstable angina 871 (35.8%) 773 (33.8%)

NSTEMI 471 (19.4%) 454 (19.9%)

STEMI 417 (17.2%) 404 (17.7%)

Baseline Profiles (1/2)



Clopidogrel (N = 2431) Aspirin (N = 2286)

Angiographic

data per patient

1-vessel disease 1229 (50.6%) 1140 (49.9%)

2-vessel disease 763 (31.4%) 716 (31.3%)

3-vessel disease 439 (18.1%) 428 (18.7%)

Left main disease 127 (5.2%) 112 (4.9%)

PCI for bifurcation lesion 261 (10.7%) 232 (10.2%)

2-stenting for bifurcation PCI 39 (1.6%) 33 (1.4%)

PCI for CTO lesion 235 (9.3%) 223 (9.8%)

Number of treated lesions 1.32 ± 0.59 1.30 ± 0.57

Total length of implanted stents 36.3 ± 24.3 35.3 ± 23.2

Total number of implanted stents 1.5 ± 0.8 1.5 ± 0.8

Concurrent

medication

ACE inhibitors / ARBs 1224 (50.3%) 1092 (47.8%)

Beta blockers 1217 (50.1%) 1138 (49.8%)

Nitrates 234 (9.6%) 195 (8.5%)

Statins 2057 (84.6%) 1932 (84.5%)

Proton pump inhibitors 251 (10.3%) 266 (11.6%)

Baseline Profiles (2/2)



12.8% (311 patients)

16.9% (387 patients)

Risk difference : 4.1% (2.1% - 6.2%)
Number needed to treat : 24

Clinical Outcomes  Primary Endpoint

Primary endpoint: All-cause death, nonfatal MI, stroke, 

readmission due to ACS, major bleeding (BARC type ≥3)

Clopidogrel

Aspirin



Clinical Outcomes  Landmark analysis 

of the Primary Endpoint

Consistent beneficial effects
both 
in the In-trial period 
and post-trial period



Clinical Outcomes  Secondary Endpoints

Any bleeding
(BARC type ≥2 bleeding)

Thrombotic composite outcome
(cardiac death, non-fatal MI, ischemic stroke, 
readmission due to ACS, and stent thrombosis)



Clinical Outcomes  Mortality

No. of patients
Clopidogrel

(N=2431)
Aspirin

(N=2286)
P value

Total mortality 150 (6.2%) 136 (6.0%) 0.753

Cardiovascular cause 69 (2.8%) 71 (3.1%) 0.587

Cardiac arrest 21 22

Heart failure aggravation 5 3

Cerebrovascular accident 7 3

Unknown origin of death 36 43

Non-cardiovascular cause 81 (3.3%) 65 (2.8%) 0.334

Malignancy 34 29

- Gastrointestinal origin 15 12

- Respiratory origin 8 11

- Endocrinology origin 1 1

- Genitourinary origin 4 3

- Other 3 2

- Unknown primary 3 0

Infectious disease 4 5

Suicide or Trauma 8 3

Others 20 16



No significant interaction 

between 

the treatment effect on

primary endpoints

and 

subgroups

Subgroup Analysis



 In the extended 6 years’ follow-up of patients who were event-free under 

DAPT for 12±6 months after PCI with DES,

 Clopidogrel monotherapy as compared with Aspirin monotherapy 

significantly reduced the risk of the composite of all-cause death, nonfatal 

myocardial infarction, stroke, readmission due to ACS, and BARC type ≥3 

bleeding.

 The beneficial effect of clopidogrel was observed in thrombotic composite 

endpoints as well as any bleeding endpoint.

 The mortality risk was similar between the two groups. 

Conclusion
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