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(n=4579) randomised
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Jeroen Bosch Dr J. Polad 21 3
Ziekenhuis
Dordrecht, Albert .
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an_tol, Bristol Heart Dr Tom Johnson 55 13
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Stoke University Prof. Mamas Mamas 20 5
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Additional information on the methods

Inclusion criteria

Inclusion criteria after index PCI

e Age 218 years

e At least one high bleeding risk criterion (listed above)

e All coronary lesions successfully treated with Ultimaster stent

o Free of any flow-limiting angiographic complications that required prolonged dual antiplatelet
therapy (DAPT) duration based on operator’s decision

e All stages of PCl were complete and no further PCI was planned.

Inclusion criteria at 1-month randomization visit (30-44 days after qualifying index PCI)
e At least one high bleeding risk criterion (listed above) or on the basis of post-PCI actionable
nonaccess-site related bleeding episode
e Uneventful 30-day clinical course (i.e. freedom from any new episode of acute coronary
syndrome, symptomatic restenosis, stent thrombosis, stroke, any revascularization requiring
prolonged DAPT)
e If not on OAC:
o Patient was on DAPT regimen of aspirin and a P2Y12 inhibitor;
o Patient with one type of P2Y12 inhibitor for at least 7 days.
e Ifon OAC:
o Patient was on the same type of OAC for at least 7 days;

o Patient was on clopidogrel for at least 7 days.

Exclusion criteria

Patients were not eligible if any of the following applied:

e Treated with stent other than Ultimaster stent within 6 months prior to index PCI

e Treated for in-stent restenosis or stent thrombosis at index PCI or within 6 months before

e Treated with a bioresorbable scaffold at any time prior to index procedure

e Incapable of providing written informed consent

e Under judicial protection, tutorship or curatorship

e Unable to understand and follow study-related instructions or unable to comply with study protocol

e Active bleeding requiring medical attention (Bleeding Academic Research Consortium

¢ [BARC] 22) on randomization visit

e Life expectancy less than 1 year

¢ Known hypersensitivity or allergy to aspirin, clopidogrel, ticagrelor, prasugrel, cobalt chromium or
sirolimus

e Any planned and anticipated PCI

e Participation in another trial

e Pregnant or breastfeeding women
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Table I. APT regimen(s) allowed after each type of event according to presence or absence of clinical indication for OAC

Event type (according to the

investigator)

Indication for OAC

No indication for OAC

Abbreviated DAPT

Non-abbreviated DAPT

Abbreviated DAPT

Non-abbreviated DAPT

Repeat percutaneous coronary

intervention

+30 days of DAPT

290 days of DAPT

+30 days of DAPT

=180 days of DAPT

Stent thrombosis

Routine care*

Routine care*

Routine care*

Routine care*

Myocardial infarction

Routine care*

Routine care*

Routine care*

Routine care*

First occurrence of a BARC type 2

bleeding eventt

Routine care* until

bleeding resolved

Routine care* until

bleeding resolved

Routine care* until

bleeding resolved

Routine care* until

bleeding resolved

From the second BARC 2 bleeding

event onwards

Routine care*

Routine care*

Routine care*

Routine care*

BARC 3 to 5 bleeding event

Routine care*

Routine care*

Routine care*

Routine care*

Stroke

Routine care*

Routine care*

Routine care*

Routine care*

Temporary discontinuationt

+7 days of routine care

+7 days of routine care

+7 days of routine care

+7 days of routine care

* Treatment according to investigator discretion/local practice.

T Bleeding resolved: date the site reported that the bleeding event had resolved. If the patient had another BARC 2 bleeding event (second BARC), they were
allowed to continue routine care after the second BARC 2 bleeding event.

T Only temporary discontinuations due to surgery or non-revascularization intervention requiring (temporary) stop or dosage change were allowed. If the

patient did not restart the regimen after 7 days, the 0-7 days were coded as adherent, but day 8 and later were coded as non-adherent. Note that patients

who permanently changed OAC treatment between day t=0 and 335 days should accordingly have changed to the APT regimen recommended in the

protocol on the day of the switch t and thereafter.

APT, antiplatelet; BARC, Bleeding Academic Research Consortium; DAPT, dual antiplatelet treatment; OAC, oral anticoagulant.
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Table Il. NARC classification used to evaluate adherence to the randomized
antiplatelet regimens

NARC class | Adherence to randomized treatment

0 Permanently adherent or allowed change according to Table II

1 <2 days of interruptions (not counting allowed change according to Table II)

2 Temporary discontinuation for >2 days (not counting allowed change according to
Table 1)

3 Permanent discontinuation until 11 months (not counting allowed change according
to Table Il)

Patients who permanently changed oral anticoagulant treatment between day t=0 and 335 days should
accordingly have changed to the antiplatelet regimen recommended in the protocol on the day of the
switch t. For instance, patients adding oral anticoagulant post-randomization in the abbreviated dual
antiplatelet therapy arm should have continued single antiplatelet therapy until the 6-month visit; if oral
anticoagulant was added after the 6-month visit, they should immediately have stopped single
antiplatelet therapy.

NARC, non-adherence Academic Research Consortium.
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Table Ill. Treated lesion characteristics according to presence or absence of clinical indication for OAC

Indication for OAC

No indication for OAC

Abbreviated DAPT

Non-abbreviated

Abbreviated DAPT

Non-abbreviated

DAPT DAPT
Number of patients 848 818 1447 1466
Number of treated lesions 1186 1178 2108 2162
Lesion location
Left main 50 (4.2%) 44 (3.7%) 78 (3.7%) 91 (4.2%)
LAD artery 509 (42.9%) 491 (41.7%) 885 (42.0%) 941 (43.5%)

Left circumflex artery

268 (22.6%)

269 (22.8%)

459 (21.8%)

499 (23.1%)

Right coronary artery

345 (29.1%)

352 (29.9%)

660 (31.3%)

610 (28.2%)

Bypass graft

SVG 9 (0.8%) 18 (1.5%) 25 (1.2%) 20 (0.9%)
LIMA/RIMA/radial graft 6 (0.5%) 5 (0.4%) 3 (0.1%) 1 (0.0%)
Bifurcation or trifurcation disease 189 (15.9%) 179 (15.2%) 346 (16.4%) 342 (15.8%)
Rotablator used 27 (2.3%) 26 (2.2%) 51 (2.4%) 47 (2.2%)

Final residual lesion stenosis confirmed <20%

1170 (98.7%)

1159 (98.4%)

2080 (98.7%)

2141 (99.0%)

TIMI flow before PCI

Oorl 132/1175 (11.2%) 149/1166 (12.8%) 292/2086 (14.0%) 319/2147 (14.9%)

2 124/1175 (10.6%) 120/1166 (10.3%) 237/2086 (11.4%) 222/2147 (10.3%)

3 919/1175 (78.2%) 897/1166 (76.9%) 1557/2086 (74.6%) 1606/2147 (74.8%)
TIMI flow after PCI

Oorl 3 (0.3%) 0/1177 (0.0%) 8/2107 (0.4%) 3/2161 (0.1%)

2 5 (0.4%) 9/1177 (0.8%) 13/2107 (0.6%) 21/2161 (1.0%)

3 1178 (99.3%) 1168/1177 (99.2%) 2086/2107 (99.0%) 2137/2161 (98.9%)

Lesion treatment

Ballooning or thrombus aspiration only

21 (1.8%)

15 (1.3%)

35 (1.7%)

43 (2.0%)

Stenting

1165 (98.2%)

1163 (98.7%)

2073 (98.3%)

2119 (98.0%)
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Indication for OAC

No indication for OAC

Abbreviated DAPT

Non-abbreviated
DAPT

Abbreviated DAPT

Non-abbreviated
DAPT

Number of stented lesions

(n=1165)

(n=1163)

(n=2073)

(n=2119)

Stent(s) used*

Ultimaster stent

1161 (99.7%)

1161 (99.8%)

2070 (99.9%)

2114 (99.8%)

Other drug-eluting stent

5 (0.4%)

3 (0.3%)

4 (0.2%)

6 (0.3%)

Bare-metal stent

0 (0.0%)

1(0.1%)

0 (0.0%)

0 (0.0%)

Number of stents

1.3 (0.6) (n=1158)

1.2 (0.6) (n=1157)

1.2 (0.5) (n=2055)

1.2 (0.5) (n=2110)

Overlapping stenting

184/1158 (15.9%)

160/1157 (13.8%)

341/2055 (16.6%)

322/2110 (15.3%)

Total stent length, mm

27.3 (17.3)

27.3 (16.5)

28.2 (16.3)

27.9 (15.8)

Stent diameter, mm

3.0 (0.5)

3.0 (0.5)

3.0 (0.5)

3.0 (0.5)

Direct stenting

367 (31.5%)

391 (33.6%)

609 (29.4%)

652 (30.8%)

Post-dilatation

714 (61.3%)

679 (58.4%)

1317 (63.5%)

1319 (62.2%)

Data are mean (SD), n (%), or n/N (%) in case of missing data.
APT, antiplatelet treatment; DAPT, dual antiplatelet treatment; LAD, left anterior descending; LIMA, left internal mammary artery; OAC, oral anticoagulant;
PCI, percutaneous coronary intervention; RIMA, right internal mammary artery; SVG, saphenous vein graft; TIMI, Thrombolysis in Myocardial Infarction.

*In 5 lesions in 5 different patients, a mix of Ultimaster and other drug-eluting stents were used; in 14 lesions in 12 different patients, only bare-metal stents or

only other drug-eluting stents were used.
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Table IV. Medications according to presence or absence of clinical indication for OAC

Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)
At 1-month visit (before randomization)

DAPT 835 (98.5%) 806 (98.5%) 1.00 1446 (99.9%) 1466 (100.0%) 0.50
SAPT 13 (1.5%) 12 (1.5%) 1.00 1 (0.1%) 0 (0.0%) 0.50

No APT 0 (0.0%) 0 (0.0%) - 0 (0.0%) 0 (0.0%) -

Aspirin 837 (98.7%) 807 (98.7%) 1.00 1447 (100.0%) 1466 (100.0%) -
P2Y12 inhibitor 846 (99.8%) 817 (99.9%) 1.00 1446 (99.9%) 1466 (100.0%) 0.50
Clopidogrel 838 (98.8%) 815 (99.6%) 0.092 990 (68.4%) 989 (67.5%) 0.61
Prasugrel 0 (0.0%) 0 (0.0%) - 59 (4.1%) 56 (3.8%) 0.78
Ticagrelor 8 (0.9%) 2 (0.2%) 0.11 397 (27.4%) 421(28.7%) 0.46
(N)OAC 840 (99.1%) 812 (99.3%) 0.79 3 (0.2%) 1 (0.1%) 0.37
VKA 290 (34.2%) 272 (33.3%) 0.72 0 (0.0%) 1 (0.1%) 1.00

Warfarin 92 (10.8%) 77 (9.4%) 0.37 0 (0.0%) 0 (0.0%) -

Acenocoumarol 138 (16.3%) 134 (16.4%) 1.00 0 (0.0%) 0 (0.0%) -
Phenprocoumon 28 (3.3%) 37 (4.5%) 0.21 0 (0.0%) 1(0.1%) 1.00

Fluindione 32 (3.8%) 24 (2.9%) 0.42 0 (0.0%) 0 (0.0%) -
NOAC 550 (64.9%) 540 (66.0%) 0.64 3 (0.2%) 0 (0.0%) 0.12

Dabigatran 112 (13.2%) 99 (12.1%) 0.51 0 (0.0%) 0 (0.0%) -
Apixaban 222 (26.2%) 203 (24.8%) 0.54 2 (0.1%) 0 (0.0%) 0.25
Rivaroxaban 178 (21.0%) 206 (25.2%) 0.048 1 (0.1%) 0 (0.0%) 0.50

Edoxaban 38 (4.5%) 32 (3.9%) 0.63 0 (0.0%) 0 (0.0%) -
Calcium channel blocker 254 (30.0%) 208 (25.4%) 0.043 434 (30.0%) 453 (30.9%) 0.60
Proton pump inhibitor 598 (70.5%) 604 (73.8%) 0.14 1009 (69.7%) 1037 (70.7%) 0.57
Beta-blocker 680 (80.2%) 644 (78.7%) 0.47 1001 (69.2%) 1014 (69.2%) 1.00
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Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)
ACE inhibitor 427 (50.4%) 409 (50.0%) 0.92 659 (45.5%) 671 (45.8%) 0.91
Angiotensin Il receptor blocker 236 (27.8%) 228 (27.9%) 1.00 400 (27.6%) 408 (27.8%) 0.93
H2 blockers 19 (2.2%) 22 (2.7%) 0.64 23 (1.6%) 27 (1.8%) 0.67
Insulin 89 (10.5%) 68 (8.3%) 0.13 152 (10.5%) 131 (8.9%) 0.17
Oral hypoglycemic drug 217 (25.6%) 219 (26.8%) 0.62 350 (24.2%) 369 (25.2%) 0.55
Statin 712 (84.0%) 677 (82.8%) 0.55 1262 (87.2%) 1309 (89.3%) 0.08
Other lipid-lowering drug 76 (9.0%) 67 (8.2%) 0.60 112 (7.7%) 122 (8.3%) 0.59
PCSK?9 inhibitor 2 (0.2%) 1 (0.1%) 1.00 3 (0.2%) 3 (0.2%) 1.00
Sacubitril+valsartan 17 (2.0%) 15 (1.8%) 0.86 9 (0.6%) 21 (1.4%) 0.042
Amiodarone 116 (13.7%) 95 (11.6%) 0.21 22 (1.5%) 21 (1.4%) 0.88
Ivabradine 6 (0.7%) 8 (1.0%) 0.60 11 (0.8%) 23 (1.6%) 0.06
Nitrate 120 (14.2%) 107 (13.1%) 0.57 238 (16.4%) 230 (15.7%) 0.58
Diuretic 414 (48.8%) 407 (49.8%) 0.73 473 (32.7%) 479 (32.7%) 1.00
Spironolactone/eplerenone 122 (14.4%) 128 (15.6%) 0.49 139 (9.6%) 136 (9.3%) 0.80
Steroid 63 (7.4%) 69 (8.4%) 0.47 128 (8.8%) 145 (9.9%) 0.34
Non-steroidal anti-inflammatory drug 16 (1.9%) 18 (2.2%) 0.73 36 (2.5%) 37 (2.5%) 1.00
At 1-month visit (after randomization)
DAPT 19 (2.2%) 806 (98.5%) <0.001 33 (2.3%) 1466 (100.0%) <0.001
SAPT 826 (97.4%) 9 (1.1%) <0.001 1408 (97.3%) 0 (0.0%) <0.001
No APT 3 (0.4%) 3 (0.4%) 1.00 6 (0.4%) 0 (0.0%) 0.015
Aspirin 184 (21.7%) 807 (98.7%) <0.001 528 (36.5%) 1466 (100.0%) <0.001
P2Y12 inhibitor 680 (80.2%) 814 (99.5%) <0.001 946 (65.4%) 1466 (100.0%) <0.001
Clopidogrel 675 (79.6%) 812 (99.3%) <0.001 600 (41.5%) 994 (67.8%) <0.001
Prasugrel 0 (0.0%) 0 (0.0%) - 28 (1.9%) 55 (3.8%) 0.004

16



Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)
Ticagrelor 5 (0.6%) 2 (0.2%) 0.45 318 (22.0%) 417 (28.4%) <0.001
(N)OAC 831 (98.0%) 808 (98.8%) 0.25 5 (0.3%) 2 (0.1%) 0.29
VKA 288 (34.0%) 270 (33.0%) 0.72 1 (0.1%) 2 (0.1%) 1.00
Warfarin 91 (10.7%) 76 (9.3%) 0.37 0 (0.0%) 0 (0.0%) -
Acenocoumarol 137 (16.2%) 133 (16.3%) 1.00 1 (0.1%) 1(0.1%) 1.00
Phenprocoumon 28 (3.3%) 37 (4.5%) 0.21 0 (0.0%) 1(0.1%) 1.00
Fluindione 32 (3.8%) 24 (2.9%) 0.42 0 (0.0%) 0 (0.0%) -
NOAC 543 (64.0%) 538 (65.8%) 0.47 4 (0.3%) 0 (0.0%) 0.06
Dabigatran 111 (13.1%) 97 (11.9%) 0.46 1 (0.1%) 0 (0.0%) 0.50
Apixaban 218 (25.7%) 203 (24.8%) 0.69 2 (0.1%) 0 (0.0%) 0.25
Rivaroxaban 176 (20.8%) 206 (25.2%) 0.036 1 (0.1%) 0 (0.0%) 0.50
Edoxaban 38 (4.5%) 32 (3.9%) 0.63 0 (0.0%) 0 (0.0%) -
At 3-month visit
DAPT 16/835 (1.9%) 522/807 (64.7%) | <0.001 55/1427 (3.9%) 1415/1447 (97.8%) | <0.001
SAPT 811/835 (97.1%) | 279/807 (34.6%) | <0.001 1369/1427 31/1447 (2.1%) <0.001
0,
No APT 8/835 (1.0%) 6/807 (0.7%) 0.79 3/12925736(.))2%) 1/1447 (0.1%) 0.37
Aspirin 180/835 (21.6%) | 592/807 (73.4%) | <0.001 | 536/1427 (37.6%) | 1433/1447 (99.0%) | <0.001
P2Y12 inhibitor 663/835 (79.4%) | 731/807 (90.6%) | <0.001 | 943/1427 (66.1%) | 1428/1447 (98.7%) | <0.001
Clopidogrel 657/835 (78.7%) | 730/807 (90.5%) | <0.001 | 617/1427 (43.2%) | 977/1447 (67.5%) | <0.001
Prasugrel 0/835 (0.0%) 0/807 (0.0%) - 26/1427 (1.8%) 56/1447 (3.9%) 0.001
Ticagrelor 6/835 (0.7%) 1/807 (0.1%) 0.13 301/1427 (21.1%) | 395/1447 (27.3%) | <0.001
(N)OAC 821/835 (98.3%) | 795/807 (98.5%) 0.84 25/1427 (1.8%) 12/1447 (0.8%) 0.031
VKA 278/835 (33.3%) | 261/807 (32.3%) 0.71 8/1427 (0.6%) 3/1447 (0.2%) 0.14
Warfarin 88/835 (10.5%) 72/807 (8.9%) 0.28 3/1427 (0.2%) 2/1447 (0.1%) 0.69
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Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)

Acenocoumarol 135/835 (16.2%) | 133/807 (16.5%) 0.89 3/1427 (0.2%) 0/1447 (0.0%) 0.12
Phenprocoumon 26/835 (3.1%) 34/807 (4.2%) 0.24 1/1427 (0.1%) 0/1447 (0.0%) 0.50
Fluindione 29/835 (3.5%) 22/807 (2.7%) 0.40 1/1427 (0.1%) 1/1447 (0.1%) 1.00
NOAC 543/835 (65.0%) | 534/807 (66.2%) 0.64 17/1427 (1.2%) 9/1447 (0.6%) 0.12
Dabigatran 109/835 (13.1%) | 98/807 (12.1%) 0.60 2/1427 (0.1%) 0/1447 (0.0%) 0.25
Apixaban 222/835 (26.6%) | 206/807 (25.5%) 0.65 4/1427 (0.3%) 4/1447 (0.3%) 1.00
Rivaroxaban 176/835 (21.1%) | 197/807 (24.4%) 0.11 11/1427 (0.8%) 5/1447 (0.3%) 0.14

Edoxaban 36/835 (4.3%) 33/807 (4.1%) 0.90 0/1427 (0.0%) 0/1447 (0.0%) -
Calcium channel blocker 254/835 (30.4%) | 216/807 (26.8%) 0.11 416/1426 (29.2%) | 445/1447 (30.8%) 0.37
Proton pump inhibitor 577/835 (69.1%) | 588/807 (72.9%) 0.10 947/1426 (66.4%) | 1014/1447 (70.1%) | 0.037
Beta-blocker 669/835 (80.1%) | 624/807 (77.3%) 0.18 980/1426 (68.7%) | 987/1447 (68.2%) 0.78
ACE inhibitor 405/835 (48.5%) | 379/807 (47.0%) 0.55 636/1426 (44.6%) | 660/1447 (45.6%) 0.60
Angiotensin Il receptor blocker 235/835 (28.1%) | 234/807 (29.0%) 0.70 395/1426 (27.7%) | 404/1447 (27.9%) 0.90
H2 blockers 15/835 (1.8%) 16/807 (2.0%) 0.86 25/1426 (1.8%) 21/1447 (1.5%) 0.55
Insulin 84/835 (10.1%) 61/807 (7.6%) 0.082 138/1426 (9.7%) 124/1447 (8.6%) 0.33
Oral hypoglycemic agent 209/835 (25.0%) | 210/807 (26.0%) 0.65 343/1426 (24.1%) | 357/1447 (24.7%) 0.73
Statin 700/835 (83.8%) | 661/807 (81.9%) 0.33 1255/1426 1286/1447 (88.9%) 0.48

0,

Other lipid-lowering drug 83/835 (9.9%) 70/807 (8.7%) 0.40 122/(1?2.2 ?)8).6%) 127/1447 (8.8%) 0.84
PCSK®9 inhibitor 2/835 (0.2%) 1/807 (0.1%) 1.00 6/1426 (0.4%) 1/1447 (0.1%) 0.07
Sacubitril+valsartan 15/835 (1.8%) 21/807 (2.6%) 0.31 10/1426 (0.7%) 14/1447 (1.0%) 0.54
Amiodarone 119/835 (14.3%) | 98/807 (12.1%) 0.22 19/1426 (1.3%) 24/1447 (1.7%) 0.54
Ivabradine 5/835 (0.6%) 5/807 (0.6%) 1.00 14/1426 (1.0%) 22/1447 (1.5%) 0.24
Nitrate 107/835 (12.8%) | 97/807 (12.0%) 0.65 229/1426 (16.1%) | 218/1447 (15.1%) 0.47
Diuretic 402/835 (48.1%) | 405/807 (50.2%) 0.43 468/1426 (32.8%) | 469/1447 (32.4%) 0.84
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Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)
Spironolactone/esplerenone 102/835 (12.2%) | 121/807 (15.0%) 0.11 131/1426 (9.2%) 132/1447 (9.1%) 1.00
Steroid 65/835 (7.8%) 70/807 (8.7%) 0.53 114/1426 (8.0%) 145/1447 (10.0%) 0.06
Non-steroidal anti-inflammatory drug 13/835 (1.6%) 13/807 (1.6%) 1.00 32/1426 (2.2%) 31/1447 (2.1%) 0.90
At 6-month visit
DAPT 8/823 (1.0%) 130/793 (16.4%) | <0.001 62/1407 (4.4%) 1242/1427 (87.0%) | <0.001
SAPT 637/823 (77.4%) | 644/793 (81.2%) | 0.066 1336/1407 182/1427 (12.8%) | <0.001
0,
No APT 178/823 (21.6%) 19/793 (2.4%) <0.001 9/1519057.(25%%) 3/1427 (0.2%) 0.09
Aspirin 138/823 (16.8%) | 301/793 (38.0%) | <0.001 | 540/1407 (38.4%) | 1392/1427 (97.5%) | <0.001
P2Y12 inhibitor 515/823 (62.6%) | 603/793 (76.0%) | <0.001 | 920/1407 (65.4%) | 1274/1427 (89.3%) | <0.001
Clopidogrel 511/823 (62.1%) | 601/793 (75.8%) | <0.001 | 606/1407 (43.1%) | 865/1427 (60.6%) | <0.001
Prasugrel 0/823 (0.0%) 0/793 (0.0%) - 27/1407 (1.9%) 53/1427 (3.7%) 0.004
Ticagrelor 4/823 (0.5%) 2/793 (0.3%) 0.69 288/1407 (20.5%) | 356/1427 (24.9%) 0.005
(N)OAC 811/823 (98.5%) | 777/793 (98.0%) 0.45 36/1407 (2.6%) 16/1427 (1.1%) 0.005
VKA 268/823 (32.6%) | 251/793 (31.7%) 0.71 10/1407 (0.7%) 1/1427 (0.1%) 0.006
Warfarin 88/823 (10.7%) 71/793 (9.0%) 0.24 3/1407 (0.2%) 1/1427 (0.1%) 0.37
Acenocoumarol 131/823 (15.9%) | 128/793 (16.1%) 0.95 4/1407 (0.3%) 0/1427 (0.0%) 0.06
Phenprocoumon 24/823 (2.9%) 31/793 (3.9%) 0.28 2/1407 (0.1%) 0/1427 (0.0%) 0.25
Fluindione 25/823 (3.0%) 21/793 (2.6%) 0.66 1/1407 (0.1%) 0/1427 (0.0%) 0.50
NOAC 543/823 (66.0%) | 526/793 (66.3%) 0.92 26/1407 (1.8%) 15/1427 (1.1%) 0.08
Dabigatran 111/823 (13.5%) | 98/793 (12.4%) 0.51 2/1407 (0.1%) 3/1427 (0.2%) 1.00
Apixaban 222/823 (27.0%) | 205/793 (25.9%) 0.61 10/1407 (0.7%) 7/1427 (0.5%) 0.48
Rivaroxaban 172/823 (20.9%) | 191/793 (24.1%) 0.14 14/1407 (1.0%) 4/1427 (0.3%) 0.018
Edoxaban 38/823 (4.6%) 32/793 (4.0%) 0.63 0/1407 (0.0%) 1/1427 (0.1%) 1.00
Calcium channel blocker 242/823 (29.4%) | 225/793 (28.4%) 0.66 430/1406 (30.6%) | 445/1427 (31.2%) 0.75
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Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)
Proton pump inhibitor 550/823 (66.8%) | 568/793 (71.6%) | 0.041 | 917/1406 (65.2%) | 980/1427 (68.7%) 0.06
Beta-blocker 660/823 (80.2%) | 603/793 (76.0%) | 0.047 | 961/1406 (68.3%) | 963/1427 (67.5%) 0.63
ACE inhibitor 399/823 (48.5%) | 364/793 (45.9%) 0.32 610/1406 (43.4%) | 628/1427 (44.0%) 0.76
Angiotensin Il receptor blocker 231/823 (28.1%) | 231/793 (29.1%) 0.66 397/1406 (28.2%) | 404/1427 (28.3%) 0.97
H2 blockers 15/823 (1.8%) 13/793 (1.6%) 0.85 17/1406 (1.2%) 30/1427 (2.1%) 0.08
Insulin 81/823 (9.8%) 61/793 (7.7%) 0.14 132/1406 (9.4%) 124/1427 (8.7%) 0.56
Oral hypoglycemic drug 204/823 (24.8%) | 205/793 (25.9%) 0.65 348/1406 (24.8%) | 353/1427 (24.7%) 1.00
Statin 697/823 (84.7%) | 653/793 (82.3%) 0.23 1220/1406 1260/1427 (88.3%) 0.23
0,
Other lipid-lowering drug 92/823 (11.2%) 77/793 (9.7%) 0.37 122/(1%1%2 (08).7%) 133/1427 (9.3%) 0.56
PCSK?9 inhibitor 7/823 (0.9%) 0/793 (0.0%) 0.016 4/1406 (0.3%) 1/1427 (0.1%) 0.22
Sacubitril+valsartan 19/823 (2.3%) 20/793 (2.5%) 0.87 12/1406 (0.9%) 15/1427 (1.1%) 0.70
Amiodarone 109/823 (13.2%) | 102/793 (12.9%) 0.83 26/1406 (1.8%) 24/1427 (1.7%) 0.78
Ivabradine 5/823 (0.6%) 7/793 (0.9%) 0.57 14/1406 (1.0%) 20/1427 (1.4%) 0.39
Nitrate 104/823 (12.6%) | 93/793 (11.7%) 0.60 207/1406 (14.7%) | 204/1427 (14.3%) 0.75
Diuretic 392/823 (47.6%) | 393/793 (49.6%) 0.46 481/1406 (34.2%) | 479/1427 (33.6%) 0.72
Spironolactone/esplerenone 113/823 (13.7%) | 119/793 (15.0%) 0.48 132/1406 (9.4%) 127/1427 (8.9%) 0.70
Steroids 62/823 (7.5%) 57/793 (7.2%) 0.85 116/1406 (8.3%) 140/1427 (9.8%) 0.15
Non-steroidal anti-inflammatory drug 8/823 (1.0%) 13/793 (1.6%) 0.28 38/1406 (2.7%) 33/1427 (2.3%) 0.55
At 12-month visit*
DAPT 8/800 (1.0%) 51/766 (6.7%) <0.001 93/1385 (6.7%) 719/1401 (51.3%) | <0.001
SAPT 129/800 (16.1%) | 524/766 (68.4%) | <0.001 1243/1385 661/1401 (47.2%) | <0.001
0,

No APT 663/800 (82.9%) | 191/766 (24.9%) | <0.001 49/1(2257({;.)5%) 21/1401 (1.5%) 0.001
Aspirin 63/800 (7.9%) 233/766 (30.4%) | <0.001 | 649/1385 (46.9%) | 1313/1401 (93.7%) | <0.001
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Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)

P2Y12 inhibitor 82/800 (10.3%) | 393/766 (51.3%) | <0.001 | 780/1385 (56.3%) | 786/1401 (56.1%) 0.94
Clopidogrel 80/800 (10.0%) | 391/766 (51.0%) | <0.001 | 542/1385 (39.1%) | 551/1401 (39.3%) 0.94
Prasugrel 0/800 (0.0%) 0/766 (0.0%) - 27/1385 (1.9%) 22/1401 (1.6%) 0.47
Ticagrelor 2/800 (0.3%) 2/766 (0.3%) 1.00 211/1385 (15.2%) | 213/1401 (15.2%) 1.00

(N)OAC 784/800 (98.0%) | 750/766 (97.9%) 1.00 52/1385 (3.8%) 40/1401 (2.9%) 0.20
VKA 253/800 (31.6%) | 233/766 (30.4%) 0.62 11/1385 (0.8%) 6/1401 (0.4%) 0.23

Warfarin 86/800 (10.8%) 69/766 (9.0%) 0.27 2/1385 (0.1%) 4/1401 (0.3%) 0.69
Acenocoumarol 122/800 (15.3%) | 116/766 (15.1%) 1.00 5/1385 (0.4%) 1/1401 (0.1%) 0.12
Phenprocoumon 20/800 (2.5%) 27/766 (3.5%) 0.24 3/1385 (0.2%) 1/1401 (0.1%) 0.37
Fluindione 25/800 (3.1%) 21/766 (2.7%) 0.77 1/1385 (0.1%) 0/1401 (0.0%) 0.50
NOAC 531/800 (66.4%) | 517/766 (67.5%) 0.67 41/1385 (3.0%) 34/1401 (2.4%) 0.41
Dabigatran 106/800 (13.3%) | 96/766 (12.5%) 0.71 2/1385 (0.1%) 2/1401 (0.1%) 1.00
Apixaban 212/800 (26.5%) | 202/766 (26.4%) 0.95 18/1385 (1.3%) 16/1401 (1.1%) 0.73
Rivaroxaban 174/800 (21.8%) | 188/766 (24.5%) 0.21 18/1385 (1.3%) 12/1401 (0.9%) 0.28
Edoxaban 39/800 (4.9%) 31/766 (4.0%) 0.46 3/1385 (0.2%) 4/1401 (0.3%) 1.00

Calcium channel blocker 229/800 (28.6%) | 215/766 (28.1%) 0.82 427/1384 (30.9%) | 437/1401 (31.2%) 0.87

Proton pump inhibitor 513/800 (64.1%) | 534/766 (69.7%) | 0.021 | 893/1384 (64.5%) | 926/1400 (66.1%) 0.38

Beta-blocker 625/800 (78.1%) | 576/766 (75.2%) 0.19 928/1384 (67.1%) | 932/1401 (66.5%) 0.78

ACE inhibitor 366/799 (45.8%) | 358/766 (46.7%) 0.72 576/1384 (41.6%) | 596/1401 (42.5%) 0.65

Angiotensin Il receptor blocker 239/800 (29.9%) | 213/766 (27.8%) 0.37 392/1384 (28.3%) | 397/1401 (28.3%) 1.00

H2 blockers 14/800 (1.8%) 12/766 (1.6%) 0.85 17/1384 (1.2%) 23/1401 (1.6%) 0.43

Insulin 79/800 (9.9%) 58/766 (7.6%) 0.11 131/1384 (9.5%) 117/1401 (8.4%) 0.32

Oral hypoglycemic drug 200/800 (25.0%) | 201/766 (26.2%) 0.60 339/1384 (24.5%) | 352/1401 (25.1%) 0.73

Statin 669/800 (83.6%) | 645/766 (84.2%) 0.78 1200/1384 1226/1401 (87.5%) 0.53

(86.7%)
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Indication for OAC

No indication for OAC

Abbreviated Non- P Abbreviated Non-abbreviated | P value
DAPT (n=848) abbreviated value DAPT (n=1447) DAPT (n=1466)
DAPT (n=818)

Other lipid-lowering drug 105/800 (13.1%) | 92/766 (12.0%) 0.54 143/1384 (10.3%) | 157/1401 (11.2%) 0.46
PCSK?9 inhibitor 5/800 (0.6%) 2/766 (0.3%) 0.45 1/1384 (0.1%) 3/1401 (0.2%) 0.63
Sacubitril+valsartan 24/800 (3.0%) 22/766 (2.9%) 1.00 15/1384 (1.1%) 13/1401 (0.9%) 0.71
Amiodarone 103/800 (12.9%) | 96/766 (12.5%) 0.88 22/1384 (1.6%) 24/1401 (1.7%) 0.88
Ivabradine 5/800 (0.6%) 6/766 (0.8%) 0.77 12/1384 (0.9%) 18/1401 (1.3%) 0.36
Nitrate 111/800 (13.9%) | 100/766 (13.1%) 0.66 216/1384 (15.6%) | 207/1401 (14.8%) 0.56
Diuretic 379/800 (47.4%) | 381/766 (49.7%) 0.36 464/1384 (33.5%) | 472/1401 (33.7%) 0.94
Spironolactone/esplerenone 117/800 (14.6%) | 126/766 (16.4%) 0.33 138/1384 (10.0%) 127/1401 (9.1%) 0.44
Steroids 55/799 (6.9%) 66/766 (8.6%) 0.22 114/1384 (8.2%) 127/1401 (9.1%) 0.46
Non-steroidal anti-inflammatory drug 9/800 (1.1%) 10/766 (1.3%) 0.82 34/1384 (2.5%) 42/1401 (3.0%) 0.42

Data are n (%) or n/N (%).

ACE, angiotensin-converting enzyme; APT, antiplatelet treatment; DAPT, dual antiplatelet treatment; NOAC, non-vitamin K antagonist oral anticoagulant;
OAC, oral anticoagulation; PCSK?9, proprotein convertase subtilisin/kexin type 9; SAPT, single antiplatelet treatment; VKA, vitamin K antagonist.
*Patients switched to routine care at around the 12-month visit after the qualifying PCI; switching was allowed inside a 14-day window.
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Table V. Dual and single antiplatelet therapy according to presence or absence of clinical indication for OAC

Indication for OAC

No indication for OAC

Abbreviated Non- P value Abbreviated DAPT Non-abbreviated P value
DAPT (n=848) abbreviated (n=1447) DAPT (n=1466)
DAPT (n=818)
At 1-month visit (before randomization)

DAPT 835 (98.5%) 806 (98.5%) 1.00 1446 (99.9%) 1466 (100.0%) 0.50
Clopidogrel 827 (97.5%) 804 (98.3%) 0.31 990 (68.4%) 989 (67.5%) 0.61
Prasugrel 0 (0.0%) 0 (0.0%) - 59 (4.1%) 56 (3.8%) 0.78
Ticagrelor 8 (0.9%) 2 (0.2%) 0.11 397 (27.4%) 421 (28.7%) 0.46

SAPT 13 (1.5%) 12 (1.5%) 1.00 1 (0.1%) 0 (0.0%) 0.50
Acetylsalicylic acid 2 (0.2%) 1(0.1%) 1.00 1 (0.1%) 0 (0.0%) 0.50
Clopidogrel 11 (1.3%) 11 (1.3%) 1.00 0 (0.0%) 0 (0.0%) -
Prasugrel 0 (0.0%) 0 (0.0%) - 0 (0.0%) 0 (0.0%) -
Ticagrelor 0 (0.0%) 0 (0.0%) - 0 (0.0%) 0 (0.0%) -

At 1-month visit (after randomization)

DAPT 19 (2.2%) 806 (98.5%) <0.001 33 (2.3%) 1466 (100.0%) <0.001
Clopidogrel 19 (2.2%) 804 (98.3%) <0.001 20 (1.4%) 994 (67.8%) <0.001
Prasugrel 0 (0.0%) 0 (0.0%) - 1 (0.1%) 55 (3.8%) <0.001
Ticagrelor 0 (0.0%) 2 (0.2%) 0.24 12 (0.8%) 417 (28.4%) <0.001

SAPT 826 (97.4%) 9 (1.1%) <0.001 1408 (97.3%) 0 (0.0%) <0.001
Acetylsalicylic acid 165 (19.5%) 1 (0.1%) <0.001 495 (34.2%) 0 (0.0%) <0.001
Clopidogrel 656 (77.4%) 8 (1.0%) <0.001 580 (40.1%) 0 (0.0%) <0.001
Prasugrel 0 (0.0%) 0 (0.0%) - 27 (1.9%) 0 (0.0%) <0.001
Ticagrelor 5 (0.6%) 0 (0.0%) 0.062 306 (21.1%) 0 (0.0%) <0.001

At 3-month visit

DAPT 16/835 (1.9%) 522/807 (64.7%) | <0.001 55/1427 (3.9%) 1415/1447 (97.8%) <0.001
Clopidogrel 16/835 (1.9%) 521/807 (64.6%) | <0.001 40/1427 (2.8%) 966/1447 (66.8%) <0.001
Prasugrel 0/835 (0.0%) 0/807 (0.0%) - 1/1427 (0.1%) 56/1447 (3.9%) <0.001
Ticagrelor 0/835 (0.0%) 1/807 (0.1%) 0.49 14/1427 (1.0%) 393/1447 (27.2%) <0.001

SAPT 811/835 (97.1%) | 279/807 (34.6%) | <0.001 1369/1427 (95.9%) 31/1447 (2.1%) <0.001
Acetylsalicylic acid 164/835 (19.6%) 70/807 (8.7%) <0.001 481/1427 (33.7%) 18/1447 (1.2%) <0.001
Clopidogrel 641/835 (76.8%) | 209/807 (25.9%) | <0.001 577/1427 (40.4%) 11/1447 (0.8%) <0.001
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Indication for OAC

No indication for OAC

Abbreviated Non- P value Abbreviated DAPT Non-abbreviated P value
DAPT (n=848) abbreviated (n=1447) DAPT (n=1466)
DAPT (n=818)
Prasugrel 0/835 (0.0%) 0/807 (0.0%) - 25/1427 (1.8%) 0/1447 (0.0%) <0.001
Ticagrelor 6/835 (0.7%) 0/807 (0.0%) 0.031 287/1427 (20.1%) 2/1447 (0.1%) <0.001
At 6-month visit

DAPT 8/823 (1.0%) 130/793 (16.4%) | <0.001 62/1407 (4.4%) 1242/1427 (87.0%) <0.001
Clopidogrel 8/823 (1.0%) 129/793 (16.3%) | <0.001 50/1407 (3.6%) 838/1427 (58.7%) <0.001
Prasugrel 0/823 (0.0%) 0/793 (0.0%) - 0/1407 (0.0%) 53/1427 (3.7%) <0.001
Ticagrelor 0/823 (0.0%) 1/793 (0.1%) 0.49 12/1407 (0.9%) 351/1427 (24.6%) <0.001

SAPT 637/823 (77.4%) | 644/793 (81.2%) 0.066 1336/1407 (95.0%) 182/1427 (12.8%) <0.001
Acetylsalicylic acid 130/823 (15.8%) | 171/793 (21.6%) 0.003 478/1407 (34.0%) 150/1427 (10.5%) <0.001
Clopidogrel 503/823 (61.1%) | 472/793 (59.5%) 0.54 556/1407 (39.5%) 27/1427 (1.9%) <0.001
Prasugrel 0/823 (0.0%) 0/793 (0.0%) - 27/1407 (1.9%) 0/1427 (0.0%) <0.001
Ticagrelor 4/823 (0.5%) 1/793 (0.1%) 0.38 276/1407 (19.6%) 5/1427 (0.4%) <0.001

At 12-month visit*

DAPT 8/800 (1.0%) 51/766 (6.7%) <0.001 93/1385 (6.7%) 719/1401 (51.3%) <0.001
Clopidogrel 6/800 (0.8%) 49/766 (6.4%) <0.001 73/1385 (5.3%) 489/1401 (34.9%) <0.001
Prasugrel 0/800 (0.0%) 0/766 (0.0%) - 1/1385 (0.1%) 22/1401 (1.6%) <0.001
Ticagrelor 2/800 (0.3%) 2/766 (0.3%) 1.00 19/1385 (1.4%) 208/1401 (14.8%) <0.001

SAPT 129/800 (16.1%) | 524/766 (68.4%) | <0.001 1243/1385 (89.7%) 661/1401 (47.2%) <0.001
Acetylsalicylic acid 55/800 (6.9%) 182/766 (23.8%) | <0.001 556/1385 (40.1%) 594/1401 (42.4%) 0.23
Clopidogrel 74/800 (9.3%) 342/766 (44.6%) | <0.001 469/1385 (33.9%) 62/1401 (4.4%) <0.001
Prasugrel 0/800 (0.0%) 0/766 (0.0%) - 26/1385 (1.9%) 0/1401 (0.0%) <0.001
Ticagrelor 0/800 (0.0%) 0/766 (0.0%) - 192/1385 (13.9%) 5/1401 (0.4%) <0.001

Data are n (%) or n/n (%).

DAPT, dual antiplatelet treatment; OAC, oral anticoagulation; SAPT, single antiplatelet treatment.
*Patients switched to routine care at around the 12-month visit after the qualifying PCI; switching was allowed inside a 14-day window.
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Table VI. Reasonable* and perfectt adherence according to presence or absence of clinical indication for OAC

Indication for OAC

No indication for OAC

Abbreviated DAPT Non-abbreviated P value Abbreviated DAPT Non-abbreviated P value
(n=848) DAPT (n=818) (n=1447) DAPT (n=1466)

At 3-month visit (60 days post-randomization)

Reasonable 820 (96.7%) 784 (95.8%) 0.37 1383 (95.6%) 1452 (99.0%) <0.001

adherence

Perfect adherence 813 (95.9%) 770 (94.1%) 0.12 1367 (94.5%) 1441 (98.3%) <0.001
At 6-month visit (150 days post-randomization)

Reasonable 814 (96.0%) 790 (96.6%) 0.61 1362 (94.1%) 1446 (98.6%) <0.001

adherence

Perfect adherence 780 (92.0%) 754 (92.2%) 0.93 1326 (91.6%) 1415 (96.5%) <0.001
At 12-month visit (335 days post-randomization)

Reasonable 701 (82.7%) 784 (95.8%) <0.001 1331 (92.0%) 1442 (98.4%) <0.001

adherence

Perfect adherence 618 (72.9%) 699 (85.5%) <0.001 1249 (86.3%) 1392 (95.0%) <0.001

* Reasonable adherence: adherent 280% of the time (day O to t days since randomization).
T Perfect adherence: adherent 100% or if <100% with a maximum of 2 consecutive days non-adherence (day O to t days since randomization).

DAPT, dual antiplatelet treatment; OAC, oral anticoagulation.
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Table VII. Clinical outcomes using a landmark analysis at 150 days (6-month visit) according to presence or absence of clinical
indication for OAC (per-protocol populations)

Indication for OAC

No indication for OAC

Abbrev DAPT Non-abbrev HR (95% CI)* P P Abbrev Non- HR (95% CI)* P P
(n=848) DAPT value | interacti DAPT abbrev value | interaction
(n=818) ont (n=1447) DAPT T
(n=1466)
Coprimary composite outcome 0.85 0.73
of all-cause death, myocardial
infarction, stroke, bleeding
BARC 3 or 5 (NACE)
0-150 days 33/802 (4.1%) | 37/788 (4.7%) | 0.86 (0.54-1.38) 0.54 50/1402 51/1442 1.01 (0.69-1.49) | 0.95
(3.6%) (3.5%)
151-335 days 31/768 (4.0%) | 37/745 (5.0%) | 0.81 (0.50-1.30) 0.39 51/1346 47/1389 1.12 (0.75-1.66) | 0.59
(3.8%) (3.4%)
Coprimary composite outcome 0.65 0.90
of all-cause death, myocardial
infarction, stroke (MACCE)
0-150 days 21/802 (2.6%) | 21/788 (2.7%) | 0.98 (0.53-1.79) 0.93 41/1402 39/1442 1.09 (0.70-1.69) | 0.71
(2.9%) (2.7%)
151-335 days 26/780 (3.3%) | 31/761 (4.1%) | 0.81 (0.48-1.37) 0.44 45/1355 41/1401 1.13 (0.74-1.73) | 0.57
(3.3%) (2.9%)
Coprimary composite outcome 0.67 0.32
of bleeding BARC 2, 3 or 5
0-150 days 54/802 (6.8%) | 62/788 (7.9%) | 0.84 (0.58-1.21) 0.34 27/1402 62/1442 0.44 (0.28-0.70) | <0.00
(1.9%) (4.3%) 1
151-335 days 27/737 (3.7%) | 27/713 (3.8%) | 0.96 (0.56-1.64) 0.89 32/1353 52/1359 0.61 (0.39-0.95) | 0.028
(2.4%) (3.9%)
Bleeding BARC 3 or 5 0.446 0.49
0-150 days 14/802 (1.8%) | 21/788 (2.7%) | 0.65 (0.33-1.27) 0.21 11/1402 15/1442 0.75 (0.35-1.64) | 0.48
(0.8%) (1.1%)
151-335 days 12/775 (1.6%) | 12/753 (1.6%) | 0.97 (0.44-2.16) 0.95 14/1368 13/1405 1.10 (0.52-2.34) | 0.80
(1.0%) (0.9%)
All-cause death 0.32 0.72
0-150 days 14/802 (1.8%) | 11/788 (1.4%) | 1.25 (0.57-2.74) 0.59 18/1402 22/1442 0.84 (0.45-1.57) | 0.59
(1.3%) (1.5%)
151-335 days 16/787 (2.0%) | 21/771 (2.7%) | 0.74 (0.39-1.42) 0.37 24/1378 25/1418 0.98 (0.56-1.72) | 0.95
(1.7%) (1.8%)
Cerebrovascular accident 0.82 0.50
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Indication for OAC

No indication for OAC

Abbrev DAPT Non-abbrev HR (95% CI)* P P Abbrev Non- HR (95% CI)* P P
(n=848) DAPT value | interact DAPT abbrev value | interaction
(n=818) ont (n=1447) DAPT 1
(n=1466)
0-150 days 1/802 (0.1%) 5/788 (0.6%) | 0.120 (0.02-1.67) | 0.14 6/1402 6/1442 1.03(0.33-3.20) | 0.96
(0.4%) (0.4%)
151-335 days 1/786 (0.1%) 7/766 (0.9%) 0.14 (0.02-1.12) | 0.064 8/1373 13/1413 0.63 (0.26-1.52) | 0.30
(0.6%) (0.9%)
Myocardial infarction 0.63 0.42
0-150 days 6/802 (0.8%) 7/788 (0.9%) 0.84 (0.28-2.49) 0.75 20/1402 17/1442 1.22 (0.64-2.32) | 0.55
(1.4%) (1.2%)
151-335 days 12/781 (1.6%) | 10/765 (1.3%) | 1.17 (0.51-2.72) 0.71 21/1359 12/1402 1.80 (0.89-3.66) | 0.10
(1.6%) (0.9%)
Definite stent thrombosis - - - -
0-150 days 0/802 (0.0%) 1/788 (0.1%) 4/1402 2/1442 2.07 (0.38— 0.40
(0.3%) (0.1%) 11.28)
151-335 days 2/787 (0.3%) 2/770 (0.3%) 0.97 (0.14-6.92) 0.98 5/1374 1/1416 5.14 (0.60— 0.14
(0.4%) (0.1%) 43.96)

Data are n (%) unless otherwise specified (Kaplan-Meier estimate).
Abbrev, abbreviated; BARC, Bleeding Academic Research Consortium; ClI, confidence interval; DAPT, dual antiplatelet treatment; HR, hazard ratio; MACCE,
major adverse cardiac and cerebral events; NACE, net adverse clinical outcomes; OAC, oral anticoagulant.

*HRs (95% ClIs) from Cox's time-to-first event analyses, using a landmark analysis at 150 days post-randomization.

tInteraction P value for randomization (abbreviated vs non-abbreviated DAPT) x period (0 to 150 days vs 150 to 335 days) modifying effect.
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Table VIII. Clinical outcomes 11 months post-randomization (12-month follow-up) according to presence or absence of clinical
indication for OAC (per-protocol population)

Indication for OAC Com- No indication for OAC Com- Pinteraction
Abbrev DAPT | Non-abbrev HR* (95% CI) | Nougue [ Apprev Non- HR* (95% CI) | Nougue
(n=802) DAPT (n=788) Pvalue DAPT abbrev Pvalue
(n=1402) DAPT
(n=1442)

Coprimary composite outcome 64 (8.0%) 74 (9.5%) 0.84 (0.60-1.17) 0.30 101 (7.2%) | 98 (6.8%) | 1.06 (0.80-1.40) 0.66 0.28

of all-cause death, myocardial

infarction, stroke, bleeding

BARC 3 or 5 (NACE)

Coprimary composite outcome 47 (5.9%) 52 (6.7%) 0.88 (0.59-1.30) 0.52 86 (6.2%) 80 (5.56) | 1.11(0.82-1.51) 0.50 0.36

of all-cause death, myocardial

infarction, stroke (MACCE)

Coprimary composite outcome 81 (10.2%) 89 (11.4%) 0.87 (0.65-1.18) 0.43 59 (4.3%) 114 0.52 (0.38-0.71) | <0.001 0.020

of bleeding BARC 2, 3 or 5 (8.0%)

Death 30 (3.8%) 32 (4.1%) 0.92 (0.56-1.51) 0.72 42 (3.0%) 47 (3.3%) | 0.92 (0.61-1.39) 0.69 0.99
Cardiovascular death 15 (1.9%) 20 (2.6%) 0.73 (0.37-1.43) 0.36 21 (1.5%) 23 (1.6%) | 0.94 (0.52-1.69) 0.84 0.59
Non-cardiovascular death 11 (1.4%) 7 (0.9%) 1.53 (0.59-3.96) 0.37 16 (1.2%) 20 (1.4%) | 0.82(0.43-1.58) 0.56 0.29

Cerebrovascular accident 2 (0.3%) 12 (1.6%) 0.16 (0.04-0.72) 0.007 14 (1.0%) 19 (1.3%) | 0.76 (0.38-1.51) 0.43 0.067
Stroke 1 (0.1%) 9 (1.2%) 0.11 (0.01-0.85) 0.010 10 (0.7%) 13 (0.9%) | 0.79 (0.35-1.80) 0.57 0.079

Ischemic stroke 1 (0.1%) 8 (1.0%) 0.12 (0.02-0.97) 0.018 9 (0.7%) 9 (0.6%) 1.03 (0.41-2.59) 0.96 0.066
Hemorrhagic stroke 0 (0.0%) 1 (0.1%) 0.33 (0.01-8.09) 0.32 1 (0.1%) 3 (0.2%) 0.34 (0.04-3.29) 0.33 1.00
Transient ischemic attack 1 (0.1%) 3 (0.4%) 0.32 (0.03-3.12) 0.32 4 (0.3%) 6 (0.4%) 0.68 (0.19-2.42) 0.57 0.57

Myocardial infarction 18 (2.3%) 17 (2.2%) 1.03 (0.53-2.01) 0.91 41 (3.0%) 29 (2.0%) | 1.46 (0.91-2.35) 0.12 0.41

Late definite or probable stent 3 (0.4%) 4 (0.5%) 0.73 (0.16-3.27) 0.68 11 (0.8%) 4 (0.3%) 2.83 (0.90-8.90) 0.06 0.16

thrombosis
Late definite stent 2 (0.3%) 3 (0.4%) 0.65 (0.11-3.89) 0.64 9 (0.7%) 3 (0.2%) 3.09 (0.84— 0.07 0.17

thrombosis 11.41)

Late probable stent 1 (0.1%) 1 (0.1%) 0.98 (0.06-15.61) 0.99 2 (0.1%) 1 (0.1%) 2.06 (0.19- 0.54 0.69

thrombosis 22.72)

Bleeding BARC classification
Type 1 32 (4.1%) 42 (5.4%) 0.74 (0.47-1.17) 0.20 28 (2.0%) 62 (4.4%) | 0.46 (0.29-0.72) | <0.001 0.15
Type 2 58 (7.3%) 63 (8.1%) 0.89 (0.62-1.27) 0.55 39 (2.8%) 87 (6.1%) | 0.45(0.31-0.66) | <0.001 0.011
Type 3 25 (3.2%) 30 (3.9%) 0.81 (0.48-1.38) 0.45 24 (1.7%) 24 (1.7%) | 1.03 (0.58-1.81) 0.91 0.55

Type 3a 11 (1.4%) 18 (2.3%) 0.59 (0.28-1.26) 0.17 13 (0.9%) 10 (0.7%) | 1.33(0.59-3.04) 0.48 0.16
Type 3b 12 (1.5%) 10 (1.3%) 1.17 (0.51-2.71) 0.70 7 (0.5%) 8 (0.6%) 0.90 (0.33-2.48) 0.84 0.69
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Indication for OAC Com- No indication for OAC Com- Pinteraction
Abbrev DAPT | Non-abbrev HR* (95% CI) | Nougue [ aApprev Non- HR* (95% CI) | Nougue
(n=802) DAPT (n=788) Pvalue DAPT abbrev Pvalue
(n=1402) DAPT
(n=1442)

Type 3c 3 (0.4%) 2 (0.3%) 1.46 (0.24-8.77) 0.65 4 (0.3%) 6 (0.4%) | 0.68(0.19-2.43) | 0.55 0.50
Type 4 0 (0.0%) 0 (0.0%) - 0 (0.0%) 0 (0.0%) - -
Type 5 1 (0.1%) 3 (0.4%) 0.33 (0.03-3.13) 0.31 1 (0.1%) 4(0.3%) | 0.26 (0.03-2.30) | 0.19 0.88

Type 5a 0 (0.0%) 1 (0.1%) 0.33 (0.01-8.09) 0.32 0 (0.0%) 0 (0.0%) - - -

Type 5b 1 (0.1%) 2 (0.3%) 0.49 (0.04-5.39) 0.56 1 (0.1%) 4(0.3%) | 0.26 (0.03-2.30) | 0.19 0.70
Type 30or5 26 (3.3%) 33 (4.3%) 0.77 (0.46-1.28) 0.32 25(1.8%) | 28(2.0%) | 0.92 (0.53-1.57) | 0.76 0.64

Data are n (%).

Abbrev, abbreviated; BARC, Bleeding Academic Research Consortium; ClI, confidence interval; DAPT, dual antiplatelet treatment; HR, hazard ratio; MACCE,
major adverse cardiac and cerebral events; NACE, net adverse clinical outcomes; OAC, oral anticoagulant.
*HRs (95% ClIs) from Cox's time-to-first event analyses.
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Table IX. Overview of protocol violations* used to define the per-protocol population

according to presence or absence of clinical indication for 12-month OAC

n/N (%)

Clinical indication for OAC

Non-abbreviated DAPT

No protocol violation

788/818 (96.3%)

Not on DAPT at randomization

6/818 (0.7%)

within 14 days

Not on DAPT at randomization and not on protocol-mandated treatment

5/818 (0.6%)

Not on protocol-mandated treatment within 14 days

3/818 (0.4%)

Received other stents (BMS/DES)

3/818 (0.4%)

Treated ISR or stent thrombosis

11/818 (1.3%)

Treated ISR or stent thrombosis and not on DAPT at randomization

1/818 (0.1%)

Treated ISR or stent thrombosis and not treated with Ultimaster and
received other stents (BMS/DES)

1/818 (0.1%)

Abbreviated DAPT

No protocol violation

802/848 (94.6%)

Not on DAPT at randomization

13/848 (1.5%)

Not on protocol-mandated treatment within 14 days

15/848 (1.8%)

Not treated with Ultimaster and Received other stents (BMS or DES)

1/848 (0.1%)

Received other stents (BMS or DES)

3/848 (0.4%)

Treated ISR or stent thrombosis

14/848 (1.7%)

No clinical indication for OAC

Non-abbreviated DAPT

No protocol violation

1442/1466 (98.4%)

Not HBR

1/1466 (0.1%)

Received other stents (BMS or DES)

4/1466 (0.3%)

Treated ISR or stent thrombosis

17/1466 (1.2%)

Treated ISR or stent thrombosis and received other stents (BMS/DES)

2/1466 (0.1%)

Abbreviated DAPT

No protocol violation

1402/1447 (96.9%)

Not HBR

3/1447 (0.2%)

Not on DAPT at randomization

1/1447 (0.1%)

Not on protocol-mandated treatment within 14 days

28/1447 (1.9%)

Received other stents (BMS or DES)

3/1447 (0.2%)

Treated ISR or stent thrombosis

10/1447 (0.7%)

Data are n/n (%).

BMS, bare-metal stent; DAPT, dual antiplatelet therapy; DES, drug-eluting stent; HBR, high bleeding

risk; ISR, in-stent restenosis; OAC, oral anticoagulation.
*Protocol violation(s) counted per patient.
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Figure I. Adherence to allocated medication regimen for patients on oral anticoagulation therapy and antiplatelet therapy

(A) Oral anticoagulation subgroup, abbreviated DAPT arm; (B) oral anticoagulation subgroup, non-abbreviated DAPT arm; (C) antiplatelet subgroup,

abbreviated DAPT arm; and (D) antiplatelet subgroup, non-abbreviated DAPT arm.
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