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Supplementary Tables

Supplementary Table 1: Demographic, clinical, and angiographic characteristics stratified by
randomization group in the per-protocol set.

Characteristics Experimental group Control group Total

N 278 298 576
Demographic characteristics

Age —years (Q1 - Q3) 78 (70 - 83) 78 (68 — 83) 78 (69 — 83)

Female sex —
N/total N (%)

77/ 278 (27.7%)

67 / 298 (22.5%)

144 / 576 (25.0%)

Diabetes mellitus —
N/total N (%)

104 / 278 (37.4%)

95 /298 (31.9%)

199 / 576 (34.5%)

Arterial hypertension —
N/total N(%)

241 / 275 (87.6%)

251/ 297 (84.5%)

492 / 572 (86.0%)

Hypercholesterolemia —
N/total N

171/ 273 (62.6%)

192 / 293 (65.5%)

363 / 566 (64.1%)

Active smoker —
N/total N (%)

50/ 278 (18.0%)

49 /298 (16.4)

99 / 576 (17.2%)

Family history of CAD —
N/total N

69 / 233 (29.6%)

75 / 251 (29.9%)

144 / 484 (29.8%)

Clinical characteristics

Previous Ml — 0 0 o
N/total N (%) 78 /278 (28.1%) 77 / 293 (26.3%) 155 /571 (27.1%)
Previous PCl — o o o
N/total N (%) 118 /276 (42.8%) 126 / 295 (42.7%) 244 /571 (42.7%)
Previous CABG —

N/total N (%)

23 /278 (8.3%)

22 /298 (7.4%)

45/ 576 (7.8%)

Previous stroke —
N/total N (%)

10/ 278 (3.6%)

21/ 298 (7.0%)

31/576 (5.4%)

Atrial fibrillation N/total N (%)
- New diagnosis

72 /271 (26.6%)

79 /293 (27.0%)

151/ 564 (26.8%)

- Paroxysmal 122 /271 (45.0%) 131/293 (44.7%) 253 / 564 (44.9%)

- Persistent 45 / 271 (16.6%) 59 / 293 (20.1%) 104 / 564 (18.4%)

- Long-standing persistent 3/271(1.1%) 0/293 (0.0%) 3 /564 (0.5%)

- Permanent 29 /271 (10.7%) 24 /293 (8.2%) 53 /564 (9.4%)
Ml type N/total (%)

- STEMI 55 /278 (19.8%) 59 / 298 (19.8%) 114 / 576 (19.8%)

- NSTEMI 223 /278 (80.2%) 239/ 298 (80.2%) 462 / 576 (80.2%)
LVEF — N/total N (%)

- >50% 134 / 270 (49.6%) 147 / 292 (50.3%) 281/ 562 (50.0%)

- 40-49% 69 / 270 (25.6%) 77 / 292 (26.4%) 146 / 562 (26.0%)

- 30-39% 43 /270 (15.9%) 40/ 292 (13.7%) 83 /562 (14.8%)

- <30% 24 /270 (8.9%) 28 /292 (9.6%) 52 /562 (9.2%)
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NYHA, N/total N (%)
-
BT
-
Y

123 / 276 (44.6%)
50/ 276 (18.1%)
61/ 276 (22.1%)
42 / 276 (15.2%)

141/ 298 (47.3%)
55/ 298 (18.5%)
73 / 298 (24.5%)
29 /298 (9.7%)

264 / 574 (46.0%)
105 / 574 (18.3%)
134/ 574 (23.3%)
34 /574 (12.4%)

CCS, N/total N (%)
-0
-
-
-
- W

97 / 275 (35.3%)
10/ 275 (3.6%)
28 / 275 (10.2%)
59 / 275 (21.5%)
81/ 275 (29.4%)

88 / 295 (29.8%)
15/ 295 (5.1%)
37 /295 (12.5%)
40/ 295 (13.6%)
115 / 295 (39.0%)

185 / 570 (32.5%)
25 /570 (4.4%)
65 /570 (11.4%)
99 /570 (17.4%)
196 / 570 (34.4%)

Bleeding predisposition —
N/total N (%)

13 /276 (4.7)

17/ 295 (5.8%)

30/ 571 (5.3%)

CHA,DS;-VA Score — Score

(Q1-Q3) 4(3-5) 4(3-4) 4(3-5)
HAS-BLED Score — Score

(Q1-Q3) 3(3-3) 3(2-3) 3(3-3)
PAOD -

N/total N (%)

30/ 277 (10.8%)

30/ 297 (10.1%)

60/ 574 (10.5%)

Chronic Renal Failure —
N/total N (%)

67 /278 (24.1%)

81/ 298 (27.2%)

148 / 576 (25.7%)

Diseased vessels, N/total N (%)
-1
-2
- 3

71/ 278 (25.5%)
73 / 278 (26.3%)
134 / 278 (48.2%)

74 / 298 (24.8%)
82 / 298 (27.5%)
142 / 298 (47.7%)

145 / 576 (25.2%)
155 / 576 (26.9%)
276/ 576 (47.9%)

Interventional characteristics

Access site, N/total N (%)

- Radial 201/ 278 (72.3%) 228 / 298(76.3%) 429 / 576 (74.8%)
- Femoral 74 / 278 (26.6%) 67 / 298 (22.7%) 141/ 576 (24.3%)
- Other 3/278 (1.1%) 3 /298 (1.0%) 6/576 (1.0%)
Culprit lesion, N/total N (%) *
- M 13 /278 (4.7%) 14 / 298 (5.0%) 27 /576 (4.7%)
- LAD 114 / 278 (41.0%) 127 / 298 (42.6%) 241 /576 (41.8%)
- LCx 73 / 278 (26.3%) 79 / 298 (26.5%) 152 / 576 (26.4%)
- RCA 89 / 278 (32.0%) 91/ 298 (30.5%) 180/ 576 (31.2%)
- Bypass graft 4/278 (1.4%) 2 /298 (0.7%) 6 /576 (1.0%)

TIMI 11l flow after procedure —
N/total N (%)

264 / 278 (95.0%)

282/ 298 (94.6%)

546 / 576 (94.8%)

Ostial PCI —
N/total N (%)

46 / 278 (16.5%)

55/ 298 (18.5%)

101/ 576 (17.5%)

Bifurcation PCl —
N/total N (%)

42 /278 (15.1%)

59 / 298 (19.8%)

101/ 576 (17.5%)

Multivessel PCI —

50/ 278 (18.0% 57 /298 (19.1% 107 / 576 (18.6%
N/total N (%) /278 ( 0) /298 ( 0) /576 ( 6)
Number of stents, median
! 2(1-2 1(1-2 1(1-2
Q- Q3) (1-2) (1-2) (1-2)
Length of stents, mm (Q1 — Q3) 28 (18 —41) 28 (18 — 44) 28 (18 —43)
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Medication

ASA on admission 54 /275 (19.6%) 69 /295 (23.4%) 123 /570 (21.6%)
P2Y12-inhibitors on admission 30/ 277 (10.8%) 46 / 295 (15.6%) 76 /570 (13.3%)
OAC on admission 169 /276 (61.2%) 183 /296 (61.8%) 352 /572 (61.5%)

* Some patients presented with more than one culprit lesions.

Only available data have been used for calculation of proportions.

ASA: Aspirin; CAD: coronary artery disease; CCS: Canadian Cardiovascular Society Angina score;

CHA,DS,-VA score: congestive heart failure, hypertension, age 275 (doubled), diabetes, stroke

(doubled), vascular disease, age 65 to 74; HAS-BLED score: hypertension, abnormal renal and/or

liver function, stroke, bleeding history or predisposition, labile INR, elderly (age > 65 years), drugs;

LAD: left anterior descending artery; LCX: left circumflex artery; LVEF: left-ventricular ejection

fraction; LM: left main coronary artery; NYHA classification: New York Heart Association

classification; NSTEMI: non-ST elevation myocardial infarction; MI: myocardial infarction; OAC: oral

anticoagulation; PAOD: peripheral arterial occlusive disease; PCl: percutaneous coronary

intervention; Q1: lower quartile; Q3: upper quartile; RCA: right coronary artery; STEMI: ST-elevation

myocardial infarction; TIMI: thrombolysis in myocardial infarction
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Data and Safety Monitoring Board

The independent Data and Safety Monitoring Board (DSMB) consisted of three independent
experts and met at regular intervals during the trial. DSMB meetings comprised open and
closed sessions. During the open session, trial investigators could provide information
regarding trial conduct, including site initiation, recruitment, and protocol amendments. The
closed session was restricted to DSMB members and included review of accumulating safety
and outcome data and formulation of a recommendation regarding continuation,

modification, or termination of the trial.

The DSMB monitored adverse events and serious adverse events, as well as deaths,
myocardial infarctions, stent thromboses, ischemic strokes, systemic thromboembolic
events, and bleeding events of class 2 2, according to the Bleeding Academic Research
Consortium criteria. For these reviews, the sponsor provided the DSMB with unfiltered,

unprocessed and unadjudicated data.

No formal interim efficacy or safety analyses were planned. The DSMB was permitted to
review and compare event frequencies between treatment groups; however, formal
statistical hypothesis testing was not performed, as this would have constituted an interim
analysis. DSMB recommendations were therefore based primarily on a qualitative

assessment of the totality of the accumulating safety data.

The only prespecified quantitative stopping criterion concerned all-cause mortality. This
criterion was met if the hazard ratio for mortality exceeded 1.3 in either direction, together
with an absolute difference of >10 deaths between treatment groups. Independently of this
criterion, the DSMB was authorized to recommend termination of the trial if other

concerning safety signals emerged.
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The first DSMB meeting was held on December 16, 2022, after which the DSMB

recommended continuation of the trial without additional concerns.

The second DSMB meeting was held on December 14, 2023. The DSMB recommended
continuation of the trial with particular attention to ischemic stroke events. Thereafter, in
addition to serious adverse events the DSMB received monthly reports of updates on

ischemic strokes.

The third DSMB meeting was held on September 19, 2025. At that time, the prespecified
mortality stopping criterion had not been met: the hazard ratio for mortality was 1.3,
whereas the absolute difference between treatment groups was five deaths (21 v. 16). The
DSMB also considered the individual components of the efficacy endpoint. At that time,
ischemic strokes (6 vs. 1), total strokes (ischemic and hemorrhagic, 7 vs. 1), and systemic
embolic events (1 vs. 0) were numerically more frequent in the experimental group,
whereas myocardial infarctions (13 vs. 14), stent thromboses (4 vs. 5), and urgent
revascularizations (7 vs. 8) were only marginally less frequent. In addition, bleeding events
were more frequent in the experimental group (103 vs. 76). Based on the totality of these
accumulating data, the DSMB considered the likelihood of demonstrating superiority of the
experimental intervention to be low and identified a concerning safety signal. The DSMB
therefore recommended termination of the trial, stating: “Based on the low likelihood of
superiority of the experimental intervention along with the safety signal with an increased
number of deaths, strokes, and bleedings in the experimental group the DSMB recommends

termination of the trial.”

The DSMB report referred to 604 randomized participant IDs. The discrepancy from the final
randomized population of 602 participants resulted from two IDs that did not correspond to
unique randomized participants: one resulted from an erroneous randomization at a study
site and the other from duplicate randomization caused by an eCRF error. Both records

were identified and removed during the data review meeting.
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Following consultation with the Steering Committee, the sponsor (LMU University Hospital,
Munich) accepted the DSMB recommendation and immediately discontinued further

recruitment.

The DSMB charter and records of the DSMB recommendations are provided in the

Supplementary Note 3.
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