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Data Supplement. Additional Information on the Methods
Inclusion criteria

Inclusion criteria after index percutaneous coronary intervention (PCl)

e Age 218 years

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

e All coronary lesions successfully treated with Ultimaster stent

¢ 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
¢ 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)
¢ If not on oral anticoagulant (OAC):
o Patient was on DAPT regimen of aspirin and a P2Y 12 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

¢ 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

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

¢ Any planned and anticipated PCI

e Participation in another trial

e Pregnant or breastfeeding women



Criteria for high bleeding risk

Post-percutaneous coronary intervention (PCl), patients are at high bleeding risk if at least one of the

following criteria applied:

e Clinical indication for treatment with oral anticoagulant (OAC) for at least 12 months.

¢ Recent (<12 months) nonaccess site bleeding episode(s) that required medical attention (i.e.
actionable bleeding).

e Previous bleeding episode(s) that required hospitalization if the underlying cause had not been
definitively treated (i.e. surgical removal of the bleeding source).

e Age 275 years.

e Systemic conditions associated with an increased bleeding risk (e.g. hematological disorders,
including a history of current thrombocytopenia defined as a platelet count <100.00/ mm?3 (<100 x
10%L) or any known coagulation disorder associated with increased bleeding risk.

¢ Documented anemia, defined as repeated hemoglobin levels <11 g/dL or transfusion during the 4
weeks before inclusion.

e Need for chronic treatment with steroids or nonsteroidal anti-inflammatory drugs.

¢ Diagnosed malignancy (other than skin) considered at high bleeding risk including
gastrointestinal, genitourethral/renal and pulmonary.

e Stroke at any time or transient ischemic attack in the previous 6 months.

e PRECISE-DAPT score 225.

Treatment Regimen
Patients were treated according to the randomized regimen from the day of randomization until 11
months after randomization (12 months after the index procedure). After 11 months post

randomization, antiplatelet therapy was at the discretion of treating physician.

Abbreviated DAPT regimen
In patients not on OAC: DAPT was discontinued, and a single antiplatelet agent (SAPT) was

continued until at least 11 months post randomization (i.e. 12 months after index PCI).

In patients on OAC: DAPT was discontinued. Either aspirin or clopidogrel was continued until 5
months post randomization (i.e. 6 months after index PCI). OAC was continued until at least 11

months post randomization (i.e. 12 months after index PCI).

Nonabbreviated DAPT regimen
In patients not on OAC: Aspirin was continued until at least 11 months post randomization (i.e. 12
months after index PCI). The P2Y12 inhibitor being taken at the time of randomization was continued

for at least 5 months and up to 11 months post randomization (i.e. 12 months after index PCI).
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In patients on OAC: Aspirin and clopidogrel were continued for at least 2 months (i.e. 3 months after

index PCI) and up to 11 months post randomization (i.e. 12 months after index PCIl). Either aspirin or

clopidogrel was continued up to 11 months post randomization (i.e. 12 months after index PCI). OAC

was continued until at least 11 months post randomization (i.e. 12 months after index PCI).

The rationale for mandating clopidogrel as the only acceptable P2Y12 inhibitor in the OAC population

in both study arms came from the absence of safety and efficacy data regarding the combination of

ticagrelor or prasugrel with aspirin and OAC (as patients requiring OAC were excluded from approval

RCT) and a recommendation of Class lll (i.e. not indicated) in the European guidelines.

Implementation of randomized study regimens

Study regimens were implemented by regular drug prescription as described above. The investigators

provided the necessary prescription to the study participants. The following are recommended

according to the current guidelines and local practice.

Aspirin is prescribed at the standard dose of at least 75 mg/day and up to 162 mg/day.
Clopidogrel is prescribed in standard dose of 75 mg once daily.

Prasugrel is prescribed at the standard dose of 10 mg/day or 5 mg/day in patients weighing
less than 60 kg or who are over 75 years old. In regions where other standard dose exists
(i.e. Japan), prasugrel dosage is adjusted according to the locally approved dose.

Ticagrelor is prescribed at the standard dose of 180 mg/day (90 mg b.i.d.).

Vitamin K antagonist is dosed to keep the international normalized ratio within the guideline
range.

Nonvitamin K oral antagonist oral anticoagulants (NOAC; rivaroxaban, edoxaban, dabigatran
and apixaban) are given in locally approved doses.

Switching from a vitamin K antagonist to NOAC or vice-versa is not allowed unless there are
clinical and well documented reasons for doing so. Similarly, switching from a NOAC to a
VKA during the course of the study is not allowed, unless dictated by a clinical and
documented reason (e.g. change in renal function during the course of the investigation),

which will be captured in the eCRF.

Prescribed units of aspirin, clopidogrel, prasugrel, ticagrelor and OAC were recorded in the eCRF.

Patients are queried on general drug adherence.
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Data Supplement Tables

Table 1. APT Regimen(s) Allowed After Each Type of Event According to Presence or Absence of Clinical Indication for OAC

Event type (according to the Indication for OAC No indication for OAC

investigator) Abbreviated DAPT Non-abbreviated DAPT Abbreviated DAPT Non-abbreviated DAPT
Repeat percutaneous coronary +30 days of DAPT 290 days of DAPT +30 days of DAPT 2180 days of DAPT
intervention

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 Routine care* until Routine care* until Routine care* until Routine care* until
bleeding eventt bleeding resolved bleeding resolved bleeding resolved bleeding resolved

From the second BARC 2 bleeding Routine care* Routine care* Routine care* Routine care*

event onwards

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.

I 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 =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 2. NARC Classification Used to Evaluate Adherence to Randomized Antiplatelet Regimens.

NARC class Adherence to randomized treatment

0 Permanently adherent or allowed change according to Table |

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 II)

3 Permanent discontinuation until 11 months (not counting allowed change according to Table 1)

Patients who permanently changed oral anticoagulant treatment between day =0 and 335 days should accordingly have changed to the antiplatelet regimen
recommended in the protocol on the day of the switch ¢. 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 indicates nonadherence Academic Research Consortium.
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Table 3. Characteristics of Treated Lesions

Prior Ml (12 months)
Abbreviated DAPT

Nonabbreviated DAPT

No prior MI (€12 months)

Abbreviated DAPT

Nonabbreviated DAPT

(n=914) (n=866) (n=1381) (n=1418)
Number of treated lesions (n=1327) (n=1277) (n=1967) (n=2063)
Lesion location
Left main 53 (4.0) 47 (3.7) 75 (3.8) 88 (4.3)
Left arterial descending artery 553 (41.7) 511 (40.0) 841 (42.8) 921 (44.6)
Left circumflex artery 286 (21.6) 306 (24.0) 441 (22.4) 462 (22.4)
Right coronary artery 416 (31.3) 391 (30.6) 589 (29.9) 571 (27.7)
Bypass graft
SVG 18 (1.4) 22 (1.7) 16 (0.8) 16 (0.8)
LIMA/RIMA/radial graft 4 (0.3) 1(0.1) 5(0.3) 5(0.2)
Bifurcation or trifurcation disease per lesion 201 (15.1) 170 (13.3) 334 (17.0) 351 (17.0)
Rotablator used per lesion 23(1.7) 20 (1.6) 55 (2.8) 53 (2.6)
Final residual lesion stenosis confirmed <20 per 1302 (98.1) 1262 (98.8) 1948 (99.0) 2038 (98.8)
lesion
TIMI flow before PCI per lesion (n=1308) (n=1267) (n=1953) (n=2046)
Oor1 266 (20.3) 293 (23.1) 158 (8.1) 175 (8.6)
2 181 (13.8) 176 (13.9) 180 (9.2) 166 (8.1)
3 861 (65.8) 798 (63.0) 1615 (82.7) 1705 (83.3)
TIMI flow after PCI per lesion (n=1326) (n=1277) (n=1967) (n=2061)
Oor1 5(0.4) 0 (0.0) 6 (0.3) 3(0.1)
2 11 (0.8) 20 (1.6) 7 (0.4) 10 (0.5)
3 1310 (98.8) 1257 (98.4) 1954 (99.3) 2048 (99.4)
Lesion treatment (n=1327) (n=1277) (n=1967) (n=2063)
Ballooning or thrombus aspiration only 31(2.3) 28 (2.2) 25(1.3) 30 (1.5)
Stenting 1296 (97.7) 1249 (97.8) 1942 (98.7) 2033 (98.5)




Total number of stented lesions (n=1296) (n=1249) (n=1942) (n=2033)

Stent(s) used per lesion*®

Ultimaster stent 1291 (99.6) 1246 (99.8) 1940 (99.9) 2029 (99.8)

Other drug-eluting stent 6 (0.5) 5(0.4) 3(0.2) 4 (0.2)

Bare metal stent 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.0)
Number of stents used per lesion 1.3+£0.5 (n=1288) 1.2+0.5 (n=1247) 1.2+0.6 (n=1925) 1.2+0.5 (n=2020)
Overlapping stenting per lesion 226 (17.5) (n=1288) 190 (15.2) (n=1247) 299 (15.5) (n=1925) 292 (14.5) (n=2020)
Total stent length per lesion, mm 28.6x17.4 28.5+16.3 27.3+16.2 27.1+£15.9
Average stent diameter per lesion, mm 3.0+0.5 3.0+0.5 3.0+0.5 3.0+0.5
Direct stenting per lesion 397 (30.6) 421 (33.7) 579 (29.8) 622 (30.6)
Post-dilatation per lesion 788 (60.8) 762 (61.0) 1243 (64.0) 1236 (60.8)

Data are expressed as meanSD or n (%). DAPT indicates dual antiplatelet therapy; LIMA, left internal mammary artery; Ml, myocardial infarction; PCI,
percutaneous coronary intervention; RIMA, right internal mammary artery; SVG, saphenous vein graft; TIMI: Thrombolysis In Myocardial Infarction; SD,
standard deviation.

*In 5 lesions of 5 different patients, a mixed of Ultimaster and other drug-eluting stents were used; in 14 lesions of 12 different patients, only bare-metal
stents or only other drug-eluting stents were used.
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Table 4. Medications at Each Visit

Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT
At 1-month visit (before randomization) (n=914) (n=866) (n=1381) (n=1418)
DAPT 910 (99.6) 864 (99.8) 0.688 1371 (99.3) 1408 (99.3) 1.000
SAPT 4 (0.4) 2(0.2) 0.688 10 (0.7) 10 (0.7) 1.000
No APT 0 (0.0) 0 (0.0) - 0 (0.0) 0 (0.0) -
Acetylsalicylic acid 911 (99.7) 864 (99.8) 1.000 1373 (99.4) 1409 (99.4) 1.000
P2Y12 inhibitor 913 (99.9) 866 (100.0) 1.000 1379 (99.9) 1417 (99.9) 0.620
Clopidogrel 584 (63.9) 542 (62.6) 0.589 1244 (90.1) 1262 (89.0) 0.355
Prasugrel 27 (3.0) 28 (3.2) 0.785 32 (2.3) 28 (2.0) 0.602
Ticagrelor 302 (33.0) 296 (34.2) 0.616 103 (7.5) 127 (9.0) 0.169
(N)OAC 288 (31.5) 249 (28.8) 0.215 555 (40.2) 564 (39.8) 0.847
VKA 99 (10.8) 83 (9.6) 0.391 191 (13.8) 190 (13.4) 0.741
Warfarin 31(3.4) 21(24) 0.261 61 (4.4) 56 (3.9) 0.571
Acenocoumarol 50 (5.5) 43 (5.0) 0.671 88 (6.4) 91 (6.4) 1.000
Phenprocoumon 7 (0.8) 10 (1.2) 0.469 21 (1.5) 28 (2.0) 0.389
Fluindione 11 (1.2) 9(1.0) 0.824 21 (1.5) 15 (1.1) 0.316
NOAC 189 (20.7) 166 (19.2) 0.441 364 (26.4) 374 (26.4) 1.000
Dabigatran 39 (4.3) 35 (4.0) 0.906 73 (5.3) 64 (4.5) 0.381
Apixaban 86 (9.4) 74 (8.5) 0.562 138 (10.0) 129 (9.1) 0.440
Rivaroxaban 51 (5.6) 49 (5.7) 1.000 128 (9.3) 157 (11.1) 0.118
Edoxaban 13 (1.4) 8 (0.9) 0.384 25(1.8) 24 (1.7) 0.886
Calcium channel blocker 224 (24.5) 195 (22.5) 0.342 464 (33.6) 466 (32.9) 0.688
PPI 705 (77.1) 669 (77.3) 0.955 902 (65.3) 972 (68.5) 0.071
Beta-blocker 725 (79.3) 674 (77.8) 0.453 956 (69.2) 984 (69.4) 0.935
ACE inhibitor 539 (59.0) 490 (56.6) 0.314 547 (39.6) 590 (41.6) 0.299
ARB 207 (22.6) 192 (22.2) 0.820 429 (31.1) 444 (31.3) 0.903
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Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT

H2 blocker 18 (2.0) 26 (3.0) 0.172 24 (1.7) 23 (1.6) 0.883
Insulin 112 (12.3) 82 (9.5) 0.068 129 (9.3) 117 (8.3) 0.317
Oral hypoglycemic agents 211 (23.1) 227 (26.2) 0.137 356 (25.8) 361 (25.5) 0.863
Statin 823 (90.0) 798 (92.1) 0.134 1151 (83.3) 1188 (83.8) 0.760
Other lipid-lowering drug 51 (5.6) 61 (7.0) 0.206 137 (9.9) 128 (9.0) 0.439
PCSKQ inhibitor 1(0.1) 3(0.3) 0.362 4 (0.3) 1(0.1) 0.212
Sacubitril+valsartan 11 (1.2) 10 (1.2) 1.000 15 (1.1) 26 (1.8) 0.116
Amiodarone 58 (6.3) 38 (4.4) 0.074 80 (5.8) 78 (5.5) 0.744
Ivabradine 8 (0.9) 16 (1.8) 0.099 9(0.7) 15 (1.1) 0.306
Nitrate 132 (14.4) 118 (13.6) 0.633 226 (16.4) 219 (15.4) 0.535
Diuretic 333 (36.4) 320 (37.0) 0.844 554 (40.1) 566 (39.9) 0.938
Spironolactone/esplerenone 130 (14.2) 118 (13.6) 0.732 131 (9.5) 146 (10.3) 0.487
Steroid 78 (8.5) 96 (11.1) 0.079 113 (8.2) 118 (8.3) 0.945
NSAID 8 (0.9) 24 (2.8) 0.004 44 (3.2) 31(2.2) 0.128
At 1-month visit (after randomization) (n=914) (n=866) (n=1381) (n=1418)
DAPT 20 (2.2) 863 (99.7) <0.001 32 (2.3) 1409 (99.4) <0.001
SAPT 890 (97.4) 2(0.2) <0.001 1344 (97.3) 7 (0.5) <0.001
No APT 4 (0.4) 1(0.1) 0.375 5(0.4) 2(0.1) 0.282
Acetylsalicylic acid 247 (27.0) 863 (99.7) <0.001 465 (33.7) 1410 (99.4) <0.001
P2Y 12 inhibitor 683 (74.7) 865 (99.9) <0.001 943 (68.3) 1415 (99.8) <0.001

Clopidogrel 431 (47.2) 543 (62.7) <0.001 844 (61.1) 1263 (89.1) <0.001

Prasugrel 14 (1.5) 29 (3.3) 0.013 14 (1.0) 26 (1.8) 0.080

Ticagrelor 238 (26.0) 293 (33.8) <0.001 85 (6.2) 126 (8.9) 0.006
(N)OAC 286 (31.3) 249 (28.8) 0.255 550 (39.8) 561 (39.6) 0.908
VKA 100 (10.9) 84 (9.7) 0.393 189 (13.7) 188 (13.3) 0.782
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Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT
Warfarin 31(3.4) 21(24) 0.261 60 (4.3) 55 (3.9) 0.568
Acenocoumarol 51 (5.6) 44 (5.1) 0.674 87 (6.3) 90 (6.3) 1.000
Phenprocoumon 7 (0.8) 10 (1.2) 0.469 21 (1.5) 28 (2.0) 0.389
Fluindione 11 (1.2) 9(1.0) 0.824 21 (1.5) 15 (1.1) 0.316
NOAC 186 (20.4) 165 (19.1) 0.512 361 (26.1) 373 (26.3) 0.932
Dabigatran 40 (4.4) 34 (3.9) 0.722 72 (5.2) 63 (4.4) 0.378
Apixaban 83 (9.1) 74 (8.5) 0.738 137 (9.9) 129 (9.1) 0.479
Rivaroxaban 50 (5.5) 49 (5.7) 0.918 127 (9.2) 157 (11.1) 0.104
Edoxaban 13 (1.4) 8 (0.9) 0.384 25(1.8) 24 (1.7) 0.886
At 3-month visit (n=902) (n=848) (n=1360) (n=1406)
DAPT 32 (3.5) 767 (90.4) <0.001 39 (2.9) 1170 (83.2) <0.001
SAPT 865 (95.9) 79 (9.3) <0.001 1315 (96.7) 231 (16.4) <0.001
No APT 5(0.6) 2(0.2) 0.454 6 (0.4) 5(0.4) 0.771
Acetylsalicylic acid 250 (27.7) 789 (93.0) <0.001 466 (34.3) 1236 (87.9) <0.001
P2Y 12 inhibitor 679 (75.3) 824 (97.2) <0.001 927 (68.2) 1335 (95.0) <0.001
Clopidogrel 439 (48.7) 521 (61.4) <0.001 835 (61.4) 1186 (84.4) <0.001
Prasugrel 15 (1.7) 29 (3.4) 0.022 11 (0.8) 27 (1.9) 0.014
Ticagrelor 226 (25.1) 274 (32.3) 0.001 81 (6.0) 122 (8.7) 0.007
(N)OAC 294 (32.6) 246 (29.0) 0.109 552 (40.6) 561 (39.9) 0.727
VKA 100 (11.1) 77 (9.1) 0.178 186 (13.7) 187 (13.3) 0.781
Warfarin 33 (3.7) 19 (2.2) 0.091 58 (4.3) 55 (3.9) 0.701
Acenocoumarol 50 (5.5) 41 (4.8) 0.520 88 (6.5) 92 (6.5) 1.000
Phenprocoumon 6 (0.7) 8 (0.9) 0.597 21 (1.5) 26 (1.8) 0.559
Fluindione 11 (1.2) 9(1.1) 0.824 19 (1.4) 14 (1.0) 0.383
NOAC 194 (21.5) 169 (19.9) 0.443 366 (26.9) 374 (26.6) 0.864
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Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT

Dabigatran 39 (4.3) 34 (4.0) 0.811 72 (5.3) 64 (4.6) 0.380

Apixaban 88 (9.8) 79 (9.3) 0.807 138 (10.1) 131 (9.3) 0.480

Rivaroxaban 55 (6.1) 47 (5.5) 0.683 132 (9.7) 155 (11.0) 0.262

Edoxaban 12 (1.3) 9(1.1) 0.665 24 (1.8) 24 (1.7) 1.000
Calcium channel blocker 219 (24.3) (n=901) 194 (22.9) 0.499 451 (33.2) 467 (33.2) 1.000
PPI 663 (73.6) (n=901) 639 (75.3) 0.443 861 (63.3) 963 (68.5) (n=1405) 0.004

(n=849)

Beta-blocker 707 (78.5) (n=901) 660 (77.8) 0.772 942 (69.3) 951 (67.6) 0.368
ACE inhibitor 498 (55.3) (n=901) 460 (54.2) 0.701 543 (39.9) 579 (41.2) 0.510
ARB 211 (23.4) (n=901) 193 (22.8) 0.777 419 (30.8) 445 (31.7) 0.652
H2 blocker 16 (1.8) (n=901) 17 (2.0) 0.729 24 (1.8) 20 (1.4) 0.544
Insulin 103 (11.4) (n=901) 74 (8.7) 0.068 119 (8.8) 111 (7.9) 0.449
Oral hypoglycemic agents 201 (22.3) (n=901) 222 (26.2) 0.065 351 (25.8) 345 (24.5) 0.456
Statin 814 (90.3) (n=901) 765 (90.2) 0.936 1141 (83.9) 1182 (84.1) 0.917
Other lipid-lowering drug 58 (6.4) (n=901) 74 (8.7) 0.085 147 (10.8) 123 (8.7) 0.073
PCSKQ inhibitor 3 (0.3) (n=901) 1(0.1) 0.625 5(0.4) 1(0.1) 0.119
Sacubitril+valsartan 11 (1.2) (n=901) 11 (1.3) 1.000 14 (1.0) 24 (1.7) 0.143
Amiodarone 59 (6.5) (n=901) 39 (4.6) 0.078 79 (5.8) 83 (5.9) 0.936
Ivabradine 7 (0.8) (n=901) 15 (1.8) 0.084 12 (0.9) 12 (0.9) 1.000
Nitrate 120 (13.3) (n=901) 102 (12.0) 0.430 216 (15.9) 213 (15.1) 0.600
Diuretic 323 (35.8) (n=901) 309 (36.4) 0.804 547 (40.2) 565 (40.2) 1.000
Spironolactone/esplerenone 113 (12.5) (n=901) 117 (13.8) 0.479 120 (8.8) 136 (9.7) 0.471
Steroid 74 (8.2) (n=901) 88 (10.4) 0.137 105 (7.7) 127 (9.0) 0.218
NSAID 12 (1.3) (n=901) 17 (2.0) 0.349 33 (24) 27 (1.9) 0.365
At 6-month visit (n=889) (n=830) (n=1341) (n=1390)
DAPT 32 (3.6) 603 (72.7) <0.001 38 (2.8) 769 (55.3) <0.001

19



Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT
SAPT 813 (91.5) 225 (27.1) <0.001 1160 (86.5) 601 (43.2) <0.001
No APT 44 (4.9) 2(0.2) <0.001 143 (10.7) 20 (1.4) <0.001
Acetylsalicylic acid 249 (28.0) 674 (81.2) <0.001 429 (32.0) 1019 (73.3) <0.001
P2Y 12 inhibitor 628 (70.6) 757 (91.2) <0.001 807 (60.2) 1120 (80.6) <0.001
Clopidogrel 401 (45.1) 482 (58.1) <0.001 716 (53.4) 984 (70.8) <0.001
Prasugrel 15 (1.7) 28 (3.4) 0.030 12 (0.9) 25(1.8) 0.047
Ticagrelor 213 (24.0) 247 (29.8) 0.008 79 (5.9) 111 (8.0) 0.035
(N)OAC 294 (33.1) 241 (29.0) 0.076 553 (41.2) 552 (39.7) 0.435
VKA 98 (11.0) 75 (9.0) 0.174 180 (13.4) 177 (12.7) 0.610
Warfarin 33 (3.7) 21 (2.5) 0.169 58 (4.3) 51 (3.7) 0.434
Acenocoumarol 48 (5.4) 39 (4.7) 0.582 87 (6.5) 89 (6.4) 0.938
Phenprocoumon 7 (0.8) 7 (0.8) 1.000 19 (1.4) 24 (1.7) 0.542
Fluindione 10 (1.1) 8 (1.0) 0.816 16 (1.2) 13 (0.9) 0.578
NOAC 196 (22.0) 166 (20.0) 0.314 373 (27.8) 375 (27.0) 0.637
Dabigatran 40 (4.5) 36 (4.3) 0.907 73 (5.4) 65 (4.7) 0.383
Apixaban 89 (10.0) 78 (9.4) 0.684 143 (10.7) 134 (9.6) 0.410
Rivaroxaban 54 (6.1) 45 (5.4) 0.605 132 (9.8) 150 (10.8) 0.450
Edoxaban 13 (1.5) 7 (0.8) 0.266 25(1.9) 26 (1.9) 1.000
Calcium channel blocker 218 (24.5) (n=888) 190 (22.9) 0.428 454 (33.9) 480 (34.5) 0.717
PPI 649 (73.1) (n=888) 615 (74.1) 0.661 818 (61.0) 933 (67.1) 0.001
Beta-blocker 694 (78.2) (n=888) 632 (76.1) 0.329 927 (69.1) 934 (67.2) 0.286
ACE inhibitor 479 (53.9) (n=888) 432 (52.0) 0.439 530 (39.5) 560 (40.3) 0.696
ARB 217 (24.4) (n=888) 202 (24.3) 1.000 411 (30.6) 433 (31.2) 0.804
H2 blocker 11 (1.2) (n=888) 16 (1.9) 0.332 21 (1.6) 27 (1.9) 0.470
Insulin 95 (10.7) (n=888) 72 (8.7) 0.166 118 (8.8) 113 (8.1) 0.537
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Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT
Oral hypoglycemic agents 203 (22.9) (n=888) 216 (26.0) 0.129 349 (26.0) 342 (24.6) 0.403
Statin 794 (89.4) (n=888) 754 (90.8) 0.333 1123 (83.7) 1159 (83.4) 0.836
Other lipid-lowering drug 63 (7.1) (n=888) 75 (9.0) 0.155 151 (11.3) 135 (9.7) 0.190
PCSKQ inhibitor 5 (0.6) (n=888) 1(0.1) 0.220 6 (0.4) 0 (0.0) 0.014
Sacubitril+valsartan 12 (1.4) (n=888) 11 (1.3) 1.000 19 (1.4) 24 (1.7) 0.542
Amiodarone 60 (6.8) (n=888) 39 (4.7) 0.078 75 (5.6) 87 (6.3) 0.467
Ivabradine 8 (0.9) (n=888) 13 (1.6) 0.273 11 (0.8) 14 (1.0) 0.690
Nitrate 119 (13.4) (n=888) 106 (12.8) 0.721 192 (14.3) 191 (13.7) 0.700
Diuretic 326 (36.7) (n=888) 315 (38.0) 0.618 547 (40.8) 557 (40.1) 0.726
Spironolactone/esplerenone 116 (13.1) (n=888) 119 (14.3) 0.482 129 (9.6) 127 (9.1) 0.694
Steroid 68 (7.7) (n=888) 82 (9.9) 0.105 110 (8.2) 115 (8.3) 1.000
NSAID 12 (1.4) (n=888) 23 (2.8) 0.041 34 (2.5) 23(1.7) 0.110
At 12-month visit* (n=861) (n=806) (n=1324) (n=1361)
DAPT 38 (4.4) 382 (47.4) <0.001 63 (4.8) 388 (28.5) <0.001
SAPT 577 (67.0) 367 (45.5) <0.001 795 (60.0) 818 (60.1) 1.000
No APT 246 (28.6) 57 (7.1) <0.001 466 (35.2) 155 (11.4) <0.001
Acetylsalicylic acid 258 (30.0) 621 (77.0) <0.001 454 (34.3) 925 (68.0) <0.001
P2Y 12 inhibitor 395 (45.9) 510 (63.3) <0.001 467 (35.3) 669 (49.2) <0.001
Clopidogrel 225 (26.1) 351 (43.5) <0.001 397 (30.0) 591 (43.4) <0.001
Prasugrel 15 (1.7) 13 (1.6) 0.852 12 (0.9) 9(0.7) 0.517
Ticagrelor 155 (18.0) 146 (18.1) 1.000 58 (4.4) 69 (5.1) 0.414
(N)OAC 289 (33.6) 242 (30.0) 0.127 547 (41.3) 548 (40.3) 0.583
VKA 88 (10.2) 72 (8.9) 0.406 176 (13.3) 167 (12.3) 0.452
Warfarin 30 (3.5) 23 (2.9) 0.488 58 (4.4) 50 (3.7) 0.377
Acenocoumarol 43 (5.0) 35 (4.3) 0.563 84 (6.3) 82 (6.0) 0.749
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Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT

Phenprocoumon 5(0.6) 7 (0.9) 0.569 18 (1.4) 21(1.5) 0.748

Fluindione 10 (1.2) 7 (0.9) 0.631 16 (1.2) 14 (1.0) 0.716
NOAC 201 (23.3) 170 (21.1) 0.289 371 (28.0) 381 (28.0) 1.000

Dabigatran 42 (4.9) 34 (4.2) 0.558 66 (5.0) 64 (4.7) 0.787

Apixaban 90 (10.5) 80 (9.9) 0.746 140 (10.6) 138 (10.1) 0.751

Rivaroxaban 53 (6.2) 48 (6.0) 0.918 139 (10.5) 152 (11.2) 0.619

Edoxaban 16 (1.9) 8 (1.0) 0.154 26 (2.0) 27 (2.0) 1.000
Calcium channel blocker 209 (24.3) (n=860) 196 (24.3) 1.000 447 (33.8) 456 (33.5) 0.902
PPI 610 (70.9) (n=860) 563 (69.9) 0.667 796 (60.1) 897 (66.0) (n=1360) 0.002
Beta-blocker 661 (76.9) (n=860) 606 (75.2) 0.455 892 (67.4) 902 (66.3) 0.566
ACE inhibitor 436 (50.7) (n=860) 418 (51.9) 0.659 506 (38.2) (n=1323) 536 (39.4) 0.553
ARB 215 (25.0) (n=860) 202 (25.1) 1.000 416 (31.4) 408 (30.0) 0.427
H2 blocker 15 (1.7) (n=860) 14 (1.7) 1.000 16 (1.2) 21(1.5) 0.510
Insulin 93 (10.8) (n=860) 68 (8.4) 0.115 117 (8.8) 107 (7.9) 0.365
Oral hypoglycemic agents 193 (22.4) (n=860) 216 (26.8) 0.040 346 (26.1) 337 (24.8) 0.425
Statin 771 (89.7) (n=860) 721 (89.5) 0.936 1098 (82.9) 1150 (84.5) 0.273
Other lipid-lowering drug 70 (8.1) (n=860) 89 (11.0) 0.046 178 (13.4) 160 (11.8) 0.201
PCSKQ inhibitor 1 (0.1) (n=860) 3(0.4) 0.359 5(0.4) 2(0.1) 0.282
Sacubitril+valsartan 15 (1.7) (n=860) 16 (2.0) 0.721 24 (1.8) 19 (1.4) 0.443
Amiodarone 51 (5.9) (n=860) 38 (4.7) 0.278 74 (5.6) 82 (6.0) 0.680
Ivabradine 8 (0.9) (n=860) 12 (1.5) 0.370 9(0.7) 12 (0.9) 0.663
Nitrate 120 (14.0) (n=860) 117 (14.5) 0.779 207 (15.6) 190 (14.0) 0.232
Diuretic 330 (38.4) (n=860) 316 (39.2) 0.763 513 (38.7) 537 (39.5) 0.722
Spironolactone/esplerenone 125 (14.5) (n=860) 112 (13.9) 0.726 130 (9.8) 141 (10.4) 0.654
Steroid 62 (7.2) (n=859) 79 (9.8) 0.064 107 (8.1) 114 (8.4) 0.833

22



Prior Ml (12 months) No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P value
DAPT DAPT
NSAID 16 (1.9) (n=860) 28 (3.5) 0.047 27 (2.0) 24 (1.8) 0.672

Data are expressed as n (%). ACE indicates angiotensin-converting-enzyme; APT, antiplatelet therapy; ARB, angiotensin Il receptor blocker; DAPT, dual
antiplatelet therapy; MI, myocardial infarction; NOAC, non-vitamin K oral anticoagulant; (N)OAC, (non-vitamin K) oral anticoagulant; NSAID, non-steroidal
anti-inflammatory drug; PCSK9, proprotein convertase subtilisin-kexin type 9; PPI, proton pump inhibitor; SAPT, single antiplatelet therapy; VKA, vitamin K

antagonist.
*Patients switched to routine care around the 12-month visit post qualifying PCI; switching was allowed within a 14-day window.
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Table 5. Details of DAPT and SAPT at Each Visit

Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P
DAPT DAPT value
At 1-month visit (before randomization) (n=914) (n=866) (n=1381) (n=1418)

DAPT 910 (99.6) 864 (99.8) 0.688 1371 (99.3) 1408 (99.3) 1.000
Clopidogrel 581 (63.6) 540 (62.4) 0.623 1236 (89.5) 1253 (88.4) 0.366
Prasugrel 27 (3.0) 28 (3.2) 0.785 32 (2.3) 28 (2.0) 0.602
Ticagrelor 302 (33.0) 296 (34.2) 0.616 103 (7.5) 127 (9.0) 0.169

SAPT 4 (0.4) 2(0.2) 0.688 10 (0.7) 10 (0.7) 1.000
Acetylsalicylic acid 1(0.1) 0 (0.0) 1.000 2(0.1) 1(0.1) 0.620
Clopidogrel 3(0.3) 2(0.2) 1.000 8 (0.6) 9 (0.6) 1.000
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 20 (2.2) 863 (99.7) <0.001 32 (2.3) 1409 (99.4) <0.001
Clopidogrel 10 (1.1) 541 (62.5) <0.001 29 (2.1) 1257 (88.6) <0.001
Prasugrel 0 (0.0) 29 (3.3) <0.001 2(0.1) 26 (1.8) <0.001
Ticagrelor 10 (1.1) 293 (33.8) <0.001  2(0.1) 126 (8.9) <0.001

SAPT 890 (97.4) 2(0.2) <0.001 1344 (97.3) 7 (0.5) <0.001
Acetylsalicylic acid 227 (24.8) 0 (0.0) <0.001 433 (31.4) 1(0.1) <0.001
Clopidogrel 421 (46.1) 2(0.2) <0.001  815(59.0) 6 (0.4) <0.001
Prasugrel 14 (1.5) 0 (0.0) <0.001 13 (0.9) 0(0.0) <0.001
Ticagrelor 228 (24.9) 0 (0.0) <0.001 83 (6.0) 0(0.0) <0.001

At 3-month visit n=902 n=848 n=1360 n=1406

DAPT 32 (3.5) 767 (90.4) <0.001 39 (2.9) 1170 (83.2) <0.001
Clopidogrel 22 (24) 466 (55.0) <0.001 34 (2.5) 1021 (72.6) <0.001
Prasugrel 0 (0.0) 29 (3.4) <0.001 1(0.1) 27 (1.9) <0.001
Ticagrelor 10 (1.1) 272 (32.1) <0.001 4 (0.3) 122 (8.7) <0.001

SAPT 865 (95.9) 79 (9.3) <0.001 1315 (96.7) 231 (16.4) <0.001
Acetylsalicylic acid 218 (24.2) 22 (2.6) <0.001 427 (31.4) 66 (4.7) <0.001
Clopidogrel 417 (46.2) 55 (6.5) <0.001 801 (58.9) 165 (11.7) <0.001
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Prior Ml (12 months)

No prior MI (€12 months)

Abbreviated DAPT Nonabbreviated P value Abbreviated DAPT Nonabbreviated P
DAPT DAPT value
Prasugrel 15 (1.7) 0 (0.0) <0.001 10 (0.7) 0 (0.0) 0.001
Ticagrelor 216 (23.9) 2(0.2) <0.001 77 (5.7) 0 (0.0) <0.001
At 6-month visit (n=889) (n=830) (n=1341) (n=1390)

DAPT 32 (3.6) 603 (72.7) <0.001 38 (2.8) 769 (55.3) <0.001
Clopidogrel 23 (2.6) 331 (39.9) <0.001 35 (2.6) 636 (45.8) <0.001
Prasugrel 0 (0.0) 28 (3.4) <0.001  0(0.0) 25(1.8) <0.001
Ticagrelor 9(1.0) 244 (29.4) <0.001 3(0.2) 108 (7.8) <0.001

SAPT 813 (91.5) 225 (27.1) <0.001 1160 (86.5) 601 (43.2) <0.001
Acetylsalicylic acid 217 (24.4) 71 (8.6) <0.001 391 (29.2) 250 (18.0) <0.001
Clopidogrel 378 (42.5) 151 (18.2) <0.001 681 (50.8) 348 (25.0) <0.001
Prasugrel 15 (1.7) 0 (0.0) <0.001 12 (0.9) 0 (0.0) <0.001
Ticagrelor 204 (22.9) 3(0.4) <0.001 76 (5.7) 3(0.2) <0.001

At 12-month visit* (n=861) (n=806) (n=1324) (n=1361)

DAPT 38 (4.4) 382 (47.4) <0.001 63 (4.8) 388 (28.5) <0.001
Clopidogrel 26 (3.0) 225 (27.9) <0.001 53 (4.0) 313 (23.0) <0.001
Prasugrel 0(0.0) 13 (1.6) <0.001 1(0.1) 9(0.7) 0.021
Ticagrelor 12 (1.4) 144 (17.9) <0.001 9(0.7) 66 (4.8) <0.001

SAPT 577 (67.0) 367 (45.5) <0.001 795 (60.0) 818 (60.1) 1.000
Acetylsalicylic acid 220 (25.6) 239 (29.7) 0.062 391 (29.5) 537 (39.5) <0.001
Clopidogrel 199 (23.1) 126 (15.6) <0.001 344 (26.0) 278 (20.4) 0.001
Prasugrel 15 (1.7) 0 (0.0) <0.001 11 (0.8) 0 (0.0) <0.001
Ticagrelor 143 (16.6) 2(0.2) <0.001 49 (3.7) 3(0.2) <0.001

Data are expressed as n (%). DAPT indicates dual antiplatelet therapy; SAPT, single antiplatelet therapy; MI, myocardial infarction; PCI, percutaneous

coronary intervention.

*Patients switched to routine care around the 12-month visit post qualifying PCI; switching was allowed within a 14-day window.



Table 6. Reasonable and Perfect Adherence

Prior Ml (12 months)

No prior MI (£12 months)

Abbreviated Nonabbreviated P value Abbreviated Nonabbreviated P value
DAPT (n=914) DAPT (n=866) DAPT (n=1381) DAPT (n=1418)
At 3-month visit (60 days post-randomization)
Reasonable adherence* 875 (95.7) 854 (98.6) <0.001 1328 (96.2) 1382 (97.5) 0.053
Perfect adherencet 864 (94.5) 846 (97.7) 0.001 1316 (95.3) 1365 (96.3) 0.222
At 6-month visit (150 days post-randomization)
Reasonable adherence* 865 (94.6) 855 (98.7) <0.001 1311 (94.9) 1381 (97.4) 0.001
Perfect adherencet 834 (91.2) 838 (96.8) <0.001 1272 (92.1) 1331 (93.9) 0.075
At 12-month visit (335 days post-randomization)
Reasonable adherence* 810 (88.6) 852 (98.4) <0.001 1222 (88.5) 1374 (96.9) <0.001
Perfect adherencet 748 (81.8) 815 (94.1) <0.001 1119 (81.0) 1276 (90.0) <0.001

*Adherent 280% of the time (days 0 to t since randomization).

TA maximum of 2 consecutive days of non-adherence (days 0 to t since randomization).

DAPT indicates dual antiplatelet therapy; MI, myocardial infarction.
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Table 7. Clinical Outcomes at 11 Months Post-Randomization (Per Protocol Population)

Prior Ml (12 months) No prior MI (€12 months) Intera
Abbreviated Nonabbr HR (95% CI)* P value Abbreviate Nonabbrevi HR (95% CI)* P ction
DAPT eviated d DAPT ated DAPT value P
(n=874) DAPT (n=1330) (n=1383) valuet
(n=847)
NACE 78 (8.9) 87 (10.3) 0.85(0.63-1.16) 0.310 87 (6.6) 85 (6.2) 1.07 (0.79-1.44) 0.667  0.303
MACE 67 (7.7) 72 (8.5) 0.89 (0.64-1.24) 0.489 66 (5.0) 60 (4.4) 1.15(0.81-1.63) 0.430 0.292
MCB 52 (6.1) 76 (9.2) 0.64 (0.45-0.91) 0.013 88 (6.7) 127 (9.3) 0.71 (0.54-0.93) 0.013  0.657
Death 35 (4.0) 42 (5.0) 0.80 (0.51-1.25) 0.319 37 (2.8) 37 (2.7) 1.04 (0.66-1.65) 0.854  0.406
Cardiovascular death 17 (2.0) 23 (2.8) 0.71 (0.38-1.32) 0.277 19 (1.4) 20 (1.5) 0.99 (0.53-1.86) 0.979  0.453
Non-cardiovascular death 14 (1.6) 13 (1.6) 1.03 (0.48-2.19) 0.941 13 (1.0) 14 (1.0) 0.97 (0.46-2.06) 0.935 0.914
Cerebrovascular accident 7 (0.8) 15 (1.8) 0.44 (0.18-1.09) 0.076 9(0.7) 16 (1.2) 0.59 (0.26-1.33) 0.200 0.654
Stroket 4 (0.5) 10 (1.2) 0.38 (0.12-1.22) 0.104 7 (0.5) 12 (0.9) 0.61 (0.24-1.55) 0.297 0.538
Ischemic stroke 3(0.4) 7 (0.9) 0.41 (0.11-1.58) 0.196 7 (0.5) 10 (0.7) 0.73 (0.28-1.92) 0.524 0.494
Hemorrhagic stroke 1(0.1) 3(0.4) 0.32 (0.03-3.06) 0.321 0 (0.0) 1(0.1) 0.35(0.01-8.58) 1.000
TIA 3(0.4) 5(0.6) 0.57 (0.14-2.40) 0.446 2(0.2) 4 (0.3) 0.52 (0.10-2.84) 0.451 0.933
Mi 34 (4.0) 29 (3.5) 1.12 (0.68-1.84) 0.646 25(1.9) 17 (1.3) 1.54 (0.83-2.85) 0.170 0.434
Definite or probable stent 10 (1.2) 7 (0.9) 1.37 (0.52-3.60) 0.524 4 (0.3) 1(0.1) 4.18 (0.47- 0.201  0.361
thrombosis 37.40)
Definite stent thrombosis 7 (0.8) 5(0.6) 1.34 (0.43-4.22) 0.616 4 (0.3) 1(0.1) 4.18 (0.47- 0.201  0.368
37.40)
Probable stent thrombosis 3 (0.4) 2(0.2) 1.44 (0.24-8.59) 0.692 0 (0.0) 0 (0.0)
Bleeding BARC classification
Type 1 23 (2.7) 44 (5.3) 0.49 (0.30-0.82) 0.006 37 (2.8) 60 (4.4) 0.64 (0.42-0.96) 0.032 0.444
Type 2 33 (3.9) 52 (6.3) 0.60 (0.39-0.92) 0.020 64 (4.9) 98 (7.2) 0.67 (0.49-0.92) 0.013 0.676
Type 3 19 (2.2) 23 (2.8) 0.79 (0.43-1.45) 0.443 30 (2.3) 31(2.3) 1.01 (0.61-1.66) 0.979  0.541
Type 3a 11 (1.3) 15 (1.8) 0.70 (0.32-1.53) 0.371 13 (1.0) 13 (1.0) 1.04 (0.48-2.25) 0.916  0.475
Type 3b 7 (0.8) 7 (0.8) 0.96 (0.34—-2.73) 0.933 12 (0.9) 11 (0.8) 1.14 (0.50-2.58) 0.756  0.796
Type 3c 1(0.1) 1(0.1) 0.96 (0.06— 0.974 6 (0.5) 7 (0.5) 0.89 (0.30-2.66) 0.839  0.963
15.27)
Type 4 0 (0.0) 0 (0.0) - - 0 (0.0) 0 (0.0) - - -
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Prior Ml (12 months) No prior MI (€12 months) Intera

Abbreviated Nonabbr HR (95% CI)* P value Abbreviate Nonabbrevi HR (95% CI)* P ction

DAPT eviated d DAPT ated DAPT value P

(n=874) DAPT (n=1330) (n=1383) valuet
(n=847)

Type 5 2(0.2) 4 (0.5) 0.48 (0.09-2.60) 0.391 0 (0.0) 3(0.2) 0.15(0.01-2.90) 0.250 -
Type 5a 0 (0.0) 0 (0.0) - - 0 (0.0) 1(0.1) 0.35(0.01-8.58) 1.000  1.000
Type 5b 2(0.2) 4 (0.5) 0.48 (0.09-2.60) 0.391 0 (0.0) 2(0.2) 0.21 (0.01-4.37) 0.500 -

Type 3or5 21(24) 27 (3.3) 0.74 (0.42-1.31) 0.304 30 (2.3) 34 (2.5) 0.92 (0.56-1.50) 0.733  0.577

Data are expressed as n (% from Kaplan-Meier estimate) unless otherwise specified. BARC indicates Bleeding Academic Research Consortium; Cl,

confidence interval; DAPT, dual antiplatelet therapy; HR, hazard ratio; MACE, major adverse cardiovascular events (co-primary composite endpoint of all-
cause death, MI, stroke); MCB, major or clinically relevant non-major bleeding (co-primary composite endpoint of bleeding BARC 2, 3, or 5); MI, myocardial
infarction; NACE, net adverse clinical events (co-primary composite endpoint of all-cause death, MI, stroke and bleeding BARC 3 or 5); RR, risk ratio; TIA,

transient ischemic attack.

*HRs and 95% Cls from Cox’s time-to-first event analyses. Continuity corrected RRs (95% Cls) in case of zero events with Fisher's exact test P value.

TInteraction P value testing for the modifying effect of prior Ml in last 12 months (yes or no).
fIncludes undetermined strokes.
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Table 8. Overview of the Protocol Violations Used to Define the Per Protocol Population

n (%)
Prior Ml last 12 months

Nonabbreviated DAPT (n=866)
No protocol violation 847 (97.8)
Not on DAPT at randomization and not on protocol-mandated treatment within 14 days 1(0.1)
Not on protocol-mandated treatment within 14 days 1(0.1)
Received other stents (BMS/DES) 3(0.3)
Treated ISR or stent thrombosis 11 (1.3)
Treated ISR or stent thrombosis and not on DAPT at randomization 1(0.1)
Treated ISR or stent thrombosis and received other stents (BMS/DES) 2(0.2)

Abbreviated DAPT (n=914)
No protocol violation 874 (95.6)
Not at high risk of bleeding 3(0.3)
Not on DAPT at randomization 4 (0.4)
Not on protocol-mandated treatment within 14 days 20 (2.2)
Not treated with Ultimaster and received other stents (BMS/DES) 1(0.1)
Received other stents (BMS/DES) 4 (0.4)
Treated ISR or stent thrombosis 8 (0.9)

No prior Ml last 12 months

Nonabbreviated DAPT (n=1418)
No protocol violation 1383 (97.5)
Not at high risk of bleeding 1(0.1)
Not on DAPT at randomization 6 (0.4)
Not on DAPT at randomization and not on protocol-mandated treatment within 14 days 4 (0.3)
Not on protocol-mandated treatment within 14 days 2(0.1)
Received other stents (BMS/DES) 4 (0.3)
Treated ISR or stent thrombosis 17 (1.2)
Treated ISR or stent thrombosis and not treated with Ultimaster and received other stents (BMS/DES) 1(0.1)

Abbreviated DAPT (n=1381)

No protocol violation 1330 (96.3)




Not on DAPT at randomization 10 (0.7)

Not on protocol-mandated treatment within 14 days 23(1.7)
Received other stents (BMS/DES) 2(0.1)
Treated ISR or stent thrombosis 16 (1.2)

Protocol violation(s) were counted per patient.
BMS indicates bare-metal stent; DAPT, dual antiplatelet therapy; DES, drug-eluting stent; ISR, in-stent restenosis; MI, myocardial infarction.
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Table 9. Sensitivity Analyses of the Clinical Outcomes at 11 Months Post-Randomization of Prior Myocardial Infarction Patients at Any Time
Before Index PCI (Intention-To-Treat Population)

Prior MI (any) No prior Mi
Abbreviated Nonabbrev HR (95% CI)* P Abbreviate Nonabbr HR (95% CI)* P Interactio
DAPT iated value d DAPT eviated value nP
(n=1129) DAPT (n=1166) DAPT valuet
(n=1101) (n=1183)
NACE 103 (9.2) 116 (10.6) 0.85 (0.65-1.11) 0.241 69 (5.9) 66 (5.6) 1.06 (0.76-1.49) 0.724 0.315
MACE 88 (7.8) 92 (8.4) 0.92 (0.69-1.24) 0.591 50 (4.3) 46 (3.9) 1.11(0.74-1.66) 0.612 0.465
MCB 70 (6.3) 102 (9.4) 0.65 (0.48-0.88) 0.005 78 (6.8) 109 (9.3) 0.72(0.54-0.96) 0.025 0.648
Death 44 (3.9) 50 (4.6) 0.85 (0.57-1.27) 0.432 31(2.7) 31 (2.6) 1.02 (0.62-1.67) 0.945 0.582
Cardiovascular death 22 (2.0) 28 (2.6) 0.76 (0.43-1.33) 0.333 15 (1.3) 16 (1.4) 0.95(0.47-1.93) 0.896 0.617
Non-cardiovascular 17 (1.5) 16 (1.5) 1.03 (0.52-2.03) 0.941 12 (1.0) 12 (1.0) 1.02 (0.46-2.27) 0.965 0.988
death
Cerebrovascular 8 (0.7) 20 (1.9) 0.38 (0.17-0.87) 0.022 9(0.8) 12 (1.0) 0.76 (0.32-1.81) 0.539 0.260
accident
Stroket 5(0.5) 14 (1.3) 0.34 (0.12-0.96) 0.041 7 (0.6) 9(0.8) 0.79 (0.30-2.13) 0.644 0.250
Ischemic stroke 4 (0.4) 10 (0.9) 0.39 (0.12-1.23) 0.108 7 (0.6) 8 (0.7) 0.89 (0.32-2.46) 0.824  0.287
Hemorrhagic stroke 1(0.1) 3(0.3) 0.32 (0.03-3.09) 0.326 0(0.0) 2(0.2) 0.20 (0.01-4.16) 0.500 -
TIA 3(0.3) 6 (0.6) 0.48 (0.12-1.93) 0.303 2(0.2) 3(0.3) 0.68 (0.11-4.05) 0.669 0.770
Mi 45 (4.1) 39 (3.6) 1.12 (0.73-1.71) 0.614 15 (1.3) 10 (0.9) 1.53 (0.69-3.40) 0.298 0.496
Definite or probable 14 (1.3) 9(0.8) 1.51 (0.65-3.48) 0.337 0(0.0) 0(0.0) - - -
stent thrombosis
Definite stent 11 (1.0) 7(0.7) 1.52 (0.59-3.92) 0.386 0(0.0) 0(0.0) - - -
thrombosis
Probable stent 3(0.3) 2(0.2) 1.45 (0.24-8.68) 0.683 0(0.0) 0(0.0) - - -
thrombosis
Bleeding BARC
classification
Type 1 30 (2.7) 51(4.7) 0.56 (0.36-0.88) 0.013 35 (3.0) 58 (5.0) 0.61 (0.40-0.93) 0.020 0.807
Type 2 43 (3.9) 66 (6.1) 0.62 (0.42-0.91) 0.014 59 (5.1) 86 (7.3) 0.69 (0.50-0.96) 0.028 0.684
Type 3 27 (2.4) 35(3.2) 0.74 (0.45-1.23) 0.245 26 (2.3) 24 (2.1) 1.10 (0.63-1.91) 0.739 0.304
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Prior MI (any)

No prior Ml

Abbreviated Nonabbrev HR (95% CI)* P Abbreviate Nonabbr HR (95% CI)* P Interactio
DAPT iated value d DAPT eviated value nP
(n=1129) DAPT (n=1166) DAPT valuet
(n=1101) (n=1183)
Type 3a 14 (1.3) 21 (2.0) 0.64 (0.33—-1.26) 0.201 12 (1.2) 9(0.8) 1.35(0.57-3.21) 0.492 0.183
Type 3b 10 (0.9) 10 (0.9) 0.97 (0.40-2.32) 0.937 11 (1.0) 10 (0.9) 1.12 (0.48-2.64) 0.795 0.812
Type 3c 3(0.3) 4 (0.4) 0.73 (0.16-3.25) 0.676 4 (0.4) 5(0.4) 0.81 (0.22-3.03) 0.758 0.911
Type 4 0 (0.0) 0 (0.0) - - 0 (0.0) 0 (0.0) - - -
Type 5 2(0.2) 5(0.5) 0.39 (0.07-1.99) 0.256 0 (0.0) 3(0.3) 0.14 (0.01-2.71) 0.250 -
Type 5a 0 (0.0) 1(0.1) 0.33 (0.01-8.09) 0.494 0 (0.0) 1(0.1) 0.34 (0.01-8.34) 1.000 -
Type 5b 2(0.2) 4 (0.4) 0.48 (0.09-2.63) 0.400 0 (0.0) 2(0.2) 0.20 (0.01-4.16) 0.500 -
Type 3or5 29 (2.6) 40 (3.7) 0.70 (0.43-1.13) 0.140 26 (2.3) 27 (2.3) 0.98 (0.57-1.67) 0.932 0.359

Data are expressed as n (% from Kaplan-Meier estimate) unless otherwise specified. BARC indicates Bleeding Academic Research Consortium; Cl,
confidence interval; DAPT, dual antiplatelet therapy; HR, hazard ratio; MACE, major adverse cardiovascular events (co-primary composite endpoint of all-

cause death, MI, stroke); MCB, major or clinically relevant non-major bleeding (co-primary composite endpoint of bleeding BARC 2, 3, or 5); MI, myocardial

infarction; NACE, net adverse clinical events (co-primary composite endpoint of all-cause death, MI, stroke and bleeding BARC 3 or 5); RR, risk ratio; TIA,

transient ischemic attack.

* HRs and 95% Cls from Cox’s time-to-first event analyses. Continuity corrected RRs (95% Cls) in case of zero events with Fisher’s exact test P value.
T Interaction P value testing for the modifying effect of prior Ml in last 12 months (yes or no).

1 Includes undetermined strokes.
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Table 10. Sensitivity Analyses of the Clinical Outcomes at 11 Months Post-Randomization of Acute Myocardial Infarction Patients at First PCI
(Intention-To-Treat Population)

Ml at first procedure

No Mi at first procedure

Abbreviated Nonabbrev HR (95% CI)* P Abbreviat Nonabbr HR (95% CI)* P Interactio
DAPT iated value ed DAPT eviated value nP
(n=904) DAPT (n=1391) DAPT valuet
(n=856) (n=1428)
NACE 81 (9.0) 91 (10.7) 0.83 (0.61-1.11) 0.211 91 (6.6) 91 (6.4) 1.03 (0.77-1.38) 0.847  0.300
MACE 69 (7.6) 75 (8.8) 0.86 (0.62-1.19) 0.354 69 (5.0) 63 (4.4) 1.13 (0.80-1.59) 0.476 0.246
MCB 57 (6.4) 81(9.7) 0.64 (0.46-0.90) 0.010 91 (6.6) 130 (9.2) 0.71(0.54-0.93) 0.012  0.663
Death 36 (4.0) 43 (5.1) 0.78 (0.50-1.22) 0.273 39 (2.8) 38 (2.7) 1.06 (0.68-1.65) 0.804 0.343
Cardiovascular 17 (1.9) 23 (2.7) 0.69 (0.37-1.29) 0.245 20 (1.5) 21 (1.5) 0.98 (0.53-1.81) 0.954 0.428
Non-cardiovascular 16 (1.8) 14 (1.7) 1.07 (0.52-2.18) 0.862 13 (0.9) 14 (1.0) 0.96 (0.45-2.04) 0.910  0.841
Cerebrovascular accident 8 (0.9) 15 (1.8) 0.50 (0.21-1.17) 0.110 9(0.7) 17 (1.2) 0.55(0.24-1.22) 0.141 0.875
Stroket 5(0.6) 10 (1.2) 0.47 (0.16-1.36) 0.164 7 (0.5) 13 (0.9) 0.56 (0.22-1.39) 0.210  0.808
Ischemic stroke 4 (0.4) 7 (0.8) 0.53(0.16-1.82) 0.317 7(0.5) 11 (0.8) 0.66 (0.25-1.69) 0.384 0.793
Hemorrhagic stroke 1(0.1) 3(0.4) 0.31(0.03-2.98) 0.311  0(0.0) 2(0.1) 0.21 (0.01-4.37) 0.500
TIA 3(0.3) 5(0.6) 0.56 (0.13-2.34) 0427 2(0.1) 4 (0.3) 0.51 (0.09-2.81) 0.443 0.941
Myocardial infarction 34 (3.8) 31 (3.7) 1.02 (0.63-1.67) 0.926 26 (1.9) 18 (1.3) 1.49 (0.82-2.73) 0.190 0.337
Definite or probable stent 10 (1.1) 7 (0.8) 1.34 (0.51-3.51) 0.556 4 (0.3) 2(0.1) 2.06 0.403 0.662
thrombosis (0.38-11.27)
Definite 7 (0.8) 5(0.6) 1.31(0.42-4.12) 0.646 4 (0.3) 2(0.1) 2.06 0.403 0.663
(0.38-11.27)
Probable 3(0.3) 2(0.2) 1.40 (0.23-8.38) 0.712 0(0.0) 0 (0.0)
Bleeding BARC
classification
Type 1 25 (2.8) 44 (5.1) 0.52 (0.32-0.86) 0.010 40 (2.9) 65 (4.6) 0.63 (0.42-0.93) 0.021  0.576
Type 2 35 (3.9) 55 (6.6) 0.58 (0.38-0.89) 0.013 67 (4.9) 97 (6.9) 0.70 (0.51-0.96) 0.026  0.496
Type 3 22 (2.5) 24 (2.9) 0.85(0.48-1.52) 0.591 31 (2.3) 35 (2.5) 0.91 (0.56-1.47) 0.700 0.868
Type 3a 13 (1.5) 16 (1.9) 0.76 (0.36-1.57) 0.457 13 (0.9) 14 (1.0) 0.96 (0.45-2.03) 0.907 0.663
Type 3b 8 (0.9) 7 (0.8) 1.07 (0.39-2.94) 0.902 13(0.9) 13 (0.9) 1.03 (0.48-2.22) 0.939 0.958
Type 3¢ 1(0.1) 1(0.1) 0.93 0.960 6(0.4) 8 (0.6) 0.77 (0.27-2.23) 0.632  0.900
(0.06-14.90)
Type 4 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
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Ml at first procedure No MI at first procedure

Abbreviated Nonabbrev HR (95% CI)* P Abbreviat Nonabbr HR (95% CI)* P Interactio
DAPT iated value ed DAPT eviated value nP
(n=904) DAPT (n=1391) DAPT valuet
(n=856) (n=1428)
Type 5 2(0.2) 5(0.6) 0.37 (0.07-1.92) 0.238 0(0.0) 3(0.2) 0.15(0.01-2.90) 0.250
Type 5a 0 (0.0) 1(0.1) 0.32(0.01-7.84) 0.486 0(0.0) 1(0.1) 0.34 (0.01-8.34) 1.000
Type 5b 2(0.2) 4 (0.5) 0.47 (0.09-2.54) 0.377 0(0.0) 2(0.1) 0.21 (0.01-4.37) 0.500
Type 3or5 24 (2.7) 29 (3.5) 0.77 (0.45-1.32) 0.344 31 (2.3) 38 (2.7) 0.84 (0.52-1.35) 0.463 0.819

Data are expressed as n (% from Kaplan-Meier estimate) unless otherwise specified. BARC indicates Bleeding Academic Research Consortium; ClI,
confidence interval; DAPT, dual antiplatelet therapy; HR, hazard ratio; MACE, major adverse cardiovascular events (co-primary composite endpoint of all-
cause death, MI, stroke); MCB, major or clinically relevant non-major bleeding (co-primary composite endpoint of bleeding BARC 2, 3, or 5); MI, myocardial
infarction; NACE, net adverse clinical events (co-primary composite endpoint of all-cause death, MI, stroke and bleeding BARC 3 or 5); IRR, risk ratio; TIA,
transient ischemic attack.

*HR (95% CI) from Cox’s time-to-first event analyses. Continuity corrected RR (95% Cl) in case of zero events with Fisher’s exact test P value.
tinteraction P value testing for the modifying effect of prior Ml in last 6 months (yes or no) on the HR scale.

Continuity corrected risk ratios (95% Cl) in case of zero events.

FIncludes undetermined strokes.
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Table 11. Sensitivity Analyses of the Clinical Outcomes at 11 Months Post-Randomization of Acute Myocardial Infarction and Unstable Angina
Patients at First PCI (Intention-To-Treat Population)

MI + UA at first procedure

No MI or UA at first procedure

Abbreviated Nonabbrev HR (95% CI)* P Abbreviat Nonabbr HR (95% CI)* P Interactio
DAPT iated value ed DAPT eviated value nP
(n=1128) DAPT (n=1167) DAPT valuet
(n=1083) (n=1201)
NACE 96 (8.5) 100 (9.3) 0.91(0.69-1.21) 0,516 76 (6.6) 82(6.9)  0.95(0.70-1.30) 0,761 0,833
MACE 82 (7.3) 84 (7.8) 0.93 (0.69-1.26) 0,634 56 (4.8) 54 (4.5) 1.07 (0.74-1.56) 0,716 0,557
MCB 69 (6.2) 92 (8.7) 0.70 (0.51-0.96) 0,026 79 (6.9) 119 (10.0) 0.67 (0.50-0.89) 0,006 0,825
Death 45 (4.0) 49 (4.6) 0.87 (0.58-1.31) 0,514 30 (2.6) 32(2.7)  0.97(0.59-1.59) 0,896 0,755
Cardiovascular 21(1.9) 25 (2.4) 0.80 (0.45-1.43) 0,450 16 (1.4) 19(1.6)  0.87(0.45-1.69) 0,678 0,852
Non-cardiovascular 18 (1.6) 17 (1.6) 1.01 (0.52-1.95) 0,984 11 (1.0) 11 (0.9) 1.03 (0.45-2.38) 0,941 0,963
Cerebrovascular accident 7 (0.6) 18 (1.7) 0.37 (0.15-0.88) 0,025 10(0.9) 14 (1.2) 0.74 (0.33-1.66) 0,461 0,255
Stroket 5(0.5) 11 (1.1) 0.43(0.15-1.24) 0,120 7 (0.6) 12(1.0)  0.60(0.24-1.53) 0,286 0,644
Ischemic stroke 4(0.4) 8 (0.8) 0.48 (0.14-1.58) 0,225 7 (0.6) 10 (0.8)  0.72(0.28-1.90) 0,510 0,595
Hemorrhagic stroke 1(0.1) 3(0.3) 0.32(0.03-3.04) 0,319 0(0.0) 2(0.2) 0.21 (0.01-4.37) 0,500
TIA 2(0.2) 7 (0.7) 0.27 (0.06-1.30) 0,103  3(0.3) 2(0.2) 1.55(0.26-9.26) 0,633 0,152
Myocardial infarction 39 (3.5) 34 (3.2) 1.09 (0.69-1.73) 0,704 21 (1.8) 15 (1.3) 1.45(0.75-2.81) 0,274 0,495
t?]fgmteogirspmbab'e stent 11 (1.0) 7(0.7) 150 (0.58-3.87) 0402 3(03)  2(02)  155(0.26-9.26) 0,633 0,976
Definite 8 (0.7) 5 (0.5) 1.52 (0.50-4.66) 0,459 3 (0.3) 2(0.2) 1.55(0.26-9.26) 0,633 0,990
Probable 3(0.3) 2(0.2) 1.43 (0.24-8.55) 0,696 0 (0.0) 0 (0.0)
Bleeding BARC
classification
Type 1 30 (2.7) 56 (5.3) 0.50 (0.32-0.79) 0,002  35(3.0) 53 (4.5)  0.68(0.44-1.04) 0,072 0,349
Type 2 46 (4.2) 64 (6.1) 0.67 (0.46-0.99) 0,042 56 (4.9) 88 (7.4)  0.65(0.46-0.90) 0,011 0,860
Type 3 25 (2.3) 26 (2.5) 0.91(0.53-1.58) 0,747 28 (2.4) 33(2.8)  0.87(0.53-1.44) 0,590 0,900
Type 3a 12 (1.1) 18 (1.7) 0.63(0.31-1.31) 0,220 14 (1.2) 12 (1.0) 1.20 (0.56-2.60) 0,639 0,236
Type 3b 11 (1.0) 6 (0.6) 1.75 (0.65-4.72) 0,272 10 (0.9) 14(1.2)  0.74(0.33-1.66) 0,458 0,187
Type 3¢ 2(0.2) 2(0.2) 0.95(0.13-6.77) 0,963 5(0.4) 7 (0.6) 0.74 (0.23-2.32) 0,600 0,823
Type 4 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
Type 5 2(0.2) 5 (0.5) 0.38 (0.07-1.96) 0,248 0 (0.0) 3(0.3) 0.15(0.01-2.90) 0,250 -
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MI + UA at first procedure No MI or UA at first procedure

Abbreviated Nonabbrev HR (95% CI)* P Abbreviat Nonabbr HR (95% CI)* P Interactio
DAPT iated value ed DAPT eviated value nP
(n=1128) DAPT (n=1167) DAPT valuet
(n=1083) (n=1201)
Type 5a 0 (0.0) 1(0.1) 0.32 (0.01-7.85) 0,490 0(0.0) 1(0.1) 0.34 (0.01-8.34) 1,000
Type 5b 2(0.2) 4 (0.4) 0.47 (0.09-2.59) 0,389 0(0.0) 2(0.2) 0.21 (0.01-4.37) 0,500
Type 3or5 27 (2.4) 31(2.9) 0.83(0.49-1.39) 0,472 28 (2.4) 36 (3.0) 0.80(0.49-1.31) 0,371 0.922

Data are expressed as n (% from Kaplan-Meier estimate) unless otherwise specified. BARC indicates Bleeding Academic Research Consortium; ClI,
confidence interval; DAPT, dual antiplatelet therapy; HR, hazard ratio; MACE, major adverse cardiovascular events (co-primary composite endpoint of all-
cause death, MI, stroke); MCB, major or clinically relevant non-major bleeding (co-primary composite endpoint of bleeding BARC 2, 3, or 5); MI, myocardial

infarction; NACE, net adverse clinical events (co-primary composite endpoint of all-cause death, MI, stroke and bleeding BARC 3 or 5); IRR, risk ratio; TIA,

transient ischemic attack.

*HR (95% CI) from Cox’s time-to-first event analyses. Continuity corrected RR (95% Cl) in case of zero events with Fisher’s exact test P value.

tinteraction P value testing for the modifying effect of prior Ml in last 6 months (yes or no) on the HR scale.
Continuity corrected risk ratios (95% Cl) in case of zero events.
FIncludes undetermined strokes.
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