Allopurinol versus usual care in UK patients with ischaemic heart disease (ALL-HEART):
a multicentre, prospective, randomised, open-label, blinded-endpoint trial
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Figure 1

6134 patients consented and assessed
for eligibility

197 excluded
167 ineligible pre-randomisation
30 not randomised*

5937 randomised

216 excluded post-randomisation
184 did not meet eGFR entry criterion based on
screening visit blood result
32 did not meet other inclusion or exclusion
criteria

5721 validly randomised

2853 assigned to the allopurinel group 2868 assigned to the usual care group
and included in the modified and included in the modified
intention-to-treat population intention-to-treat population

and safety analyses

48 did not receive any randomised 546 did not complete study 379 did not complete study
treatment 258 withdrew consent for all 76 withdrew consent for all
follow-up follow-up

288 died 303 died

2805 included in safety analyses 2307 completed the study 2489 completed the study
2805 started treatment
1637 discontinued treatment
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Figure 2
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HR 1-04 (95% Cl 0-89-1-21); p=0-65
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. Time from randomisation (years
Number at risk (years)

Allopurinol group 2853 2681 2556 2419 2148 1140 502
Usual care group 2868 2790 2676 2579 2367 1280 655
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Figure 3
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Proportion with non-fatal

4 4 5 6 7
Number at risk
Allopurinol group 2853 2693 2582 2460 2192 1170 520 159 2853 2716 2599 2495 2233 1199 536 161
Usual care group 2868 2803 2701 2611 2414 1312 671 218 2868 2820 2731 2655 2469 1348 694 225

(@]

D
100 5

20

=
) o
o

N

HR 1-10 (95% C1 0-85-1-43); p=0-48 HR 1.02 (95% CI 0-87-1-20); p=0-77

-cause

15

=
o

mortality (¢

Proportion with cardiovascular
Proportion with all

1 2 3 4 5 6 1 2 3 4 5 6 7

Time from randomisation (years) Time from randomisation (years)

Number at risk
Allopurinol group 2853 2730 2629 2540 2283 1232 557 171 2853 2730 2629 2540 2283 1232 557 171
Usual care group 2868 2834 2760 2694 2521 1381 713 233 2868 2834 2760 2694 2521 1381 713 233
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Allopurinol group (n=2853) Usual care group (n=2868) HR (95% CI) p value*
n (%) Rate per n (%) Rate per
100 patient- 100 patient-
years years
Primary outcome
Mon-fatal myocardial infarction, non-fatal stroke, or cardiovascular death 314 (11-0%) 2-47 325 (11-3%) 237 1.04 (0-89-1-21) 0-65
Secondary time-to-event outcomes
Non-fatal myocardial infarction 156 (5-5%) 1-21 172 (6-0%) 124 0.97 (0-78-1.21) 0-81
MNon-fatal stroke 96 (3-43%) 0-74 86 (3-0%) 0-61 1.20 (0-89-1.60) 0-23
Cardiovascular death 112 (3.9%) 0-85 109 (3-8%) 0-76 110 (0-85-1-43) 0-48
All-cause mortality 288 (10-1%) 218 303 (10-6%) 213 1.02 (0-87-1.20) 077
Hospitalisation for acute coronary syndrome 205 (7-2%) 1-61 217 (7-6%) 1.59 1.01 {0-84-1-23) 0-90
Coronary revascularisation 176 (6-2%) 1-38 207 (7-2%) 151 0-91(0-74-1-11) 035
Hospitalisation for acute coronary syndrome or coronary revascularisation 267 (9-4%) 213 299 (10-4%) 2:22 0-95 (0-81-1-13) 0-57
Hospitalisation for heart failure 74(2.6%) 0-57 97 (3-4%) 0-69 0-81 (0-60-1-10) 0-18
All cardiovascular hospitalisations 518 (18-2%) 4-32 556 (19-43%) 431 1.00 (0-88-1-12) 0-94

HR=hazard ratio. *Calculated with the Wald test.

Table 2: Primary and secondary time-to-event outcomes in the modified intention-to-treat population
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