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1200 patients randomised

v

596 assigned drug-eluting stents
327 1 month P2Y,, inhibitor
269 6 month P2Y,, inhibitor

2 did not have PCl

—»{ 2did not give written consent, but
gave witnessed oral consent instead

—>

2 lost to follow-up

10 withdrew before 12 month visit

\ 4

584 completed 12 month visit or died

v

596 included in intention-to-treat analysis

v

604 assigned bare-metal stents
356 1 month P2Y,, inhibitor
248 6 month P2Y,, inhibitor

6 did not have PCl

6 withdrew before 12 month visit
6 lost to follow-up

—

o R
Sy

\ 4

592 completed 12 month visit or died

A

v

604 included in intention-to-treat analysis

Figure 1: Trial profile
PCl=percutaneous coronary intervention.




Drug-eluting
stent (n=596)

Bare-metal
stent (n=604)

Baseline characteristics
Age (years)

Male sex

BMI (kg/m?)

Medical history

Diabetes

Current smoker

Renal insufficiency at screening
Hypercholesterolaemia
Hypertension

Previous stroke

History of malignancy (past 3 years)
Congestive heart failure
Previous MI

Previous CABG

Previous PCl

Peripheral vascular disease
Atrial fibrillation

Anaemia

Clinical indication for PCI
STEMI

NSTEMI

Unstable angina

Stable angina

Silent ischaemia

814 (43)
368 (62%)
26-3(4-3)

158/594 (27%)
43/596 (7%)
104/593 (18%)
311/596 (52%)
427/596 (72%)
39/593 (7%)
56/593 (9%)
36/596 (6%)
109/595 (18%)
36/596 (6%)
139/595 (23%)
87/592 (15%)
103/594 (17%)

771556 (14%)

65 (11%)
152 (26%)
57 (10%)
201 (34%)
121 (20%)

Percutaneous coronary intervention

Transradial approach
Multiple vessel disease
Lesion location

LM

LAD

LCx

RCA

Intermediate ramus

Graft
At least one staged procedure
Bifurcation lesion
Chronic total occlusion

Number of study stents implanted
per patient

Stent diameter per lesion (mm)
Stent length per lesion (mm)

Total stent length per patient (mm)

475/595 (80%)
202/593 (34%)

23/593 (4%)
320/593 (54%)
177/593 (30%)
213/593 (36%)

11/593 (2%)

7/593 (1%)

48/596 (8%)
144/890 (16%)

59/890 (7%)

1.7 (1-0)

3:0(0:5)
193 (7-1)
326 (20.8)

814 (4-2)
379 (63%)
259 (3-9)

157/603 (26%)
38/604 (6%)
99/604 (16%)

320/604 (53%)

488/604 (81%)
48/604 (8%)
51/601 (8%)
40/603 (7%)
80/602 (13%)
42/604 (7%)

143/604 (24%)

125/596 (21%)

108/602 (18%)
84/560 (15%)

62 (10%)
156 (26%)
52 (9%)
215 (36%)
119 (20%)

490/603 (81%)
183/599 (31%)

8/599 (1%)
313/599 (52%)
159/599 (27%)
227/599 (38%)

11/599 (2%)
4/599 (1%)
36/604 (6%)
119/875 (14%)
571875 (7%)

1.6 (1.0)

3:0(05)
18:3(67)
30:3(20-3)

(Table 1 continues in next column)
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U

Bare-metal
stent (n=604)

Drug-eluting
stent (n=596)

(Continued from previous column)
DAPT and PARIS scores

DAPT score
<2 562/596 (94%)  578/603 (96%)
>2 34/596 (6%) 25/603 (4%)
PARIS coronary thrombotic event score
Low: 0-2 287/548 (52%)  253/548 (46%)
Intermediate: 3-4 146/548 (27%)  188/548 (34%)
High: =5 115/548 (21%)  107/548 (20%)
PARIS bleeding score
Low: 0-3 73/571(13%)  51/581(9%)
Intermediate: 4-7 287/571 (50%)  297/581 (51%)
High: 8 211/571 (37%)  233/581 (40%)
Planned duration of DAPT at baseline
Patients with planned 1 month DAPT 327 (55%) 356 (59%)
Patients with planned 6 month 269 (45%) 248 (41%)

DAPT

Data are mean (SD), n (%), or n/N (%). BMI=body-mass index. MI=myocardial
infarction. CABG=coronary artery bypass grafting. PCl=percutaneous coronary
intervention. STEMI=ST-segment elevation myocardial infarction.
NSTEMI=non-ST-segment elevation myocardial infarction. LM=left main stem.
LAD-=left anterior descending. LCx=left circumflex. RCA=right coronary artery.
DAPT=dual antiplatelet therapy. PARIS=Patterns of Non-Adherence to Dual
Anti-Platelet Regimen in Stented Patients.

Table 1: Baseline characteristics
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Drug-eluting stent  Bare-metal stent  Relative risk p value
(n=596) (n=604)

Primary endpoint
All-cause mortality, myocardial infarction, stroke, or ischaemia-driven target lesion revascularisation

1 year 68 (12%) 98 (16%) 0-71(0-52-0-94) 002
Secondary endpoints

All-cause mortality, myocardial infarction, stroke, or ischaemia-driven target lesion revascularisation

30 days 23 (4%) 27 (4%) 0-86 (0-48-1.52) 0-60

180 days 45 (8%) 62 (10%) 075 (0-51-1.08) 012
All-cause mortality

30 days 9 (2%) 15 (2%) 0-61 (0-20-1-42) 0-23

180 days 24 (4%) 30 (5%) 0-81 (0-46-1-39) 0-44

1year 36 (6%) 48 (8%) 076 (0-49-1-16) 0-20
Cardiovascular death

30 days 7 (1%) 14 (2%) 0-51(0-13-0-26) 0-13

180 days 15 (3%) 25 (4%) 0-61(0-29-1-14) 012

1year 22 (4%) 36 (6%) 0-62 (0-34-1.04) 0-07
Myocardial infarction

30 days 12 (2%) 11 (2%) 111 (0-44-2-93) 0-81

180 days 13 (2%) 17 (3%) 077 (0:33-1-65) 048

lyear 21 (4%) 22 (4%) 0-97 (0-51-1-82) 0-92
Stroke

30 days 2 (<1%) 1 (<1%) 2:03(018-22:37) 0-56

180 days 8 (1%) 1 (<1%) 815 (1.02-64-85) 0-02

lyear 12 (2%) 5(1%) 2-43(0-88-7-04) 0-08
Ischaemia-driven target lesion revascularisation

30 days 2 (<1%) 3(<1%) 0-67 (0-00-1-88) 0-66

180 days 7 (%) 23 (4%) 0-31 (0-08-0-66) 0-003

1year 10 (2%) 35 (6%) 0-29 (0-11-0-54) 0-0002
Bleeding complications*
BARC 2-5

30 days 11 (2%) 13 (2%) 0-85 (0-32-2:07) 0-69

180 days 20 (3%) 20 (3%) 1.01 (0-52-1-96) 0-97

1year 26 (5%) 29 (5%) 0-90 (0-51-1-54) 0-68
BARC 3-5

30 days 10 (2%) 8 (1%) 126 (0-43-4-37) 062

180 days 15 (3%) 14 (2%) 1.08 (0-48-2-47) 083

1year 20 (3%) 21 (4%) 0-95 (0-49-1-81) 0-86
Net clinical benefitt

30days 32(5%) 38 (6%) 0-85 (0-52-1-36) 0-50

180 days 60 (10%) 77 (13%) 0-79 (0-57-1-09) 015

1year 85 (14%) 115 (19%) 075 (0-58-0-97) 0-03
Definite and probable stent thrombosis

30days 2 (<1%) 7 (1%) 0-28 (0-00-1-36) 0-09

180 days 3(1%) 8 (1%) 0-38 (0-00-1-48) 013

1year 3(1%) 8 (1%) 0-38 (0-00-1-48) 013

Data are n (%). Percentages are Kaplan-Meier estimates (for bleeding complications, stent thrombosis, and endpoints
with death as a component) or cumulative incidence function estimates (for all other endpoints) at day 365. *We
defined bleeding according to the Bleeding Academic Research Consortium (BARC) definitions. BARC type O indicates
no bleeding and BARC type 5 indicates fatal bleeding. tAll-cause mortality, myocardial infarction, stroke,
ischaemia-driven target lesion revascularisation, and bleeding BARC 2-5.

Table 2: Primary and secondary endpoints
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Drug-elutingstent 596 (0) 562(9) 552(9) 545(9) 538(11) 529(11) 525(11)  477(51)
Bare-metal stent 604 (0) 569(6) 551(7)  538(7) 526 (9) 514(9) 506 (9) 470(36)

Figure 2: Time-to-event curves for the primary endpoint
HR=hazard ratio.
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. Months since randomisation
Number at risk

Drug-elutingstent 596 482 269 256 249 240 214 102 92 89 87 87 82
Bare-metal stent 604 482 263 251 249 247 213 112 102 95 93 92 90

Figure 3: Time to interruption for DAPT treatment
No patients were censored. DAPT=dual antiplatelet therapy.





