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Figure 1: Study design and groups
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2619 patients with acute coronary syndromes
randomly assigned

9 excluded due to randomisation failures

2610 patients with acute coronary syndromes
assigned to study groups

v v

1304 assigned to guided de-escalation group 1306 assigned to control group
53 were lost to follow-up 57 were lost to follow-up
26 atday 14 18 at day 14
> 4atday 30 — D> 8 at day 30
13 at 6 months 14 at 6 months
10 at 12 months 17 at 12 months
v v
1304 were included in the intention-to-treat analysis 1306 were included in the intention-to-treat analysis

Figure 2: Trial profile
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Control group Guided de-escalation
(n=1306) group (n=1304)
Cause of PCI

STEMI 722 (55%) 731 (56%)

NSTEMI 584 (45%) 573 (44%)
Access site

Brachial 3 (<1%) 0

Femoral 541 (41%) 523 (40%)

Radial 762 (58%) 781 (60%)
Number of diseased coronary vessels

1 682 (52%) 659 (51%)

2 345 (26%) 359 (28%)

3 279 (21%) 286 (22%)
Anticoagulant agent used for PCl

Bivalirudin 55 (4%) 54 (4%)

Low molecular 70 (5%) 72 (6%)

weight heparin

Unfractionated heparin 1181 (90%) 1178 (90%)
Use of glycoprotein lIb/llla 247 (19%) 244 (19%)
antagonist
TIMI flow grade before PCI

0 512 (39%) 511 (39%)

1 171 (13%) 173 (13%)

2 302 (23%) 321(25%)

3 321 (25%) 299 (23%)
Coronary vessels treated

Left main 12 (1%) 29 (2%)

Left anterior descending 556 (43%) 562 (43%)

Left circumflex 253 (19%) 266 (20%)

Right coronary artery 450 (35%) 433 (33%)

Coronary bypass graft 35 (3%) 14 (1%)
AHA/ACC classification of lesions

A 155 (12%) 161 (12%)

B1 425 (33%) 434 (33%)

B2 340 (26%) 327 (25%)

C 386 (30%) 382 (29%)
Ostial lesion 98 (8%) 97 (7%)
Bifurcation lesion 195 (15%) 204 (16%)
Stent type

DES 1002 (77%) 1003 (77%)

BMS 208 (16%) 224 (17%)

BVS 83 (6%) 68 (5%)

None (PTCA only) 13 (1%) 9 (1%)
TIMI flow grade after PCI

2 38 (3%) 38 (3%)

3 1268 (97%) 1266 (97%)
Data are n (%). STEMI=ST-segment elevation myocardial infarction.
NSTEMI=non-ST-segment elevation myocardial infarction. PCl=percutaneous
coronary intervention. TIMI=thrombolysis in myocardial infarction.
AHA=American Heart Association. ACC=American College of Cardiology.
DES=drug-eluting stent. BMS=bare metal stent. BVS=bioresorbable vascular
scaffold. PTCA=percutaneous transluminal coronary angioplasty.

Table 2: Angiographic and procedural characteristics
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Control group Guided Hazard ratio p value
(n=1306) de-escalation (95% Cl)
group
(n=1304)
Net clinical benefit
Primary endpoint (cardiovascular 118 (9%) 95 (7%) 0-81(0:62-1:06)  p,....;=0-0004;
death, myocardial infarction, Pap=0-12
stroke, bleeding BARC =2)
Combined ischaemic events 175 (13%) 143 (11%) 0-81 (0-65-1-01) 0-06

(cardiovascular death,
myocardial infarction, stroke)
and all bleeds

(BARC bleeding 1-5)

Ischaemic events

Combined ischaemic events 42 (3%) 32 (3%) 0-77 (0-48-121)  p,...=0-0115
(cardiovascular death,
myocardial infarction, stroke)

Cardiovascular death 9 (1%) 7 (1%) 0-78 (0-29-2-10) 0-63
Myocardial infarction 28 (2%) 24 (2%) 0-86 (0-50-1.49)  0-59
Stroke 7 (1%) 3 (<1%) 0-43(011-1-67) 022
Stent thrombosis (definite) 3 (<1%) 2 (<1%) 0-67 (0-11-4-03) 0-66
All-cause mortality 12 (1%) 11 (1%) 0-92 (0-41-2-10) 0-85
Urgent revascularisation 29 (2%) 40 (3%) 145 (0-89-2-34) 013
Bleeding events
Key secondary endpoint (BARC 79 (6%) 64 (5%) 0-82 (0-59-1-13) 023
bleeding >2)
BARC type 1 0r 2 119 (9%) 98 (8%) 0-82(0-63-1.07) 015
BARCtype 3or5 20 (2%) 17 (1%) 0-85 (0-45-163)  0-63
Any BARC bleeding 137 (11%) 114 (9%) 0-83(0-65-1:06)  0-14
Bleeding events
BARC type 1 64 (5%) 52 (4%) 0-81(0:56-1.17)  0-26
BARC type 2 61 (5%) 47 (4%) 077 (0-53-1-13) 019
BARC type 3 19 (2%) 17 (1%) 090 (0-47-173) 075
BARC type 4 1 (<1%) 2 (<1%) 2:02(018-22:20)  0-57
BARC type 5 1 (<1%) 0 . 0-89

Data are n (%). p values presented are for superiority comparisons unless otherwise stated. BARC=Bleeding Academic
Research Consortium. p,,,.=p value for non-inferiority. p,,,=p value for superiority.

Table 3: Clinical outcomes at 12 months’ follow-up
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Figure 3: Kaplan-Meier curves for the primary endpoint (net clinical benefit; A), the key secondary endpoint (BARC 2 or higher bleeding; B), the combined ischaemic endpoint (C), and all
bleeding events (BARC class 1-5; D) at 12 months’ follow-up
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Figure 4: Subgroup analyses
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