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Tocilizumab in patients with new onset polymyalgia
rheumatica (PMR-SPARE): a phase 2/3 randomised
controlled trial
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Table 1. GC tapering regimen
Study week GC dose (mg) /day ’
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*week 11 onwards, until end of study or
relapse
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39 Patients were assessed for eligibility | | 3 were excluded
o —o = 1 withdrew informed consent
) - 1 had |atent tuberculosis

36 underwent randomization - 1 had elevated liver enzymes
|

y y

19 assigned to tocilizumab weekly plus 17 assigned to placebo weekly plus
11-wk prednisone taper regimen 11-wk prednisone taper regimen

4 Withdrew

2 Withdrew -1AE

- 2 withdrew informed consent -2 SAE

- 1 nonadherence to trial regime

17 completed week 12 13 completed week 12 |

===
1 Withdrew
| - 1 excluded due to AE

L4
17 completed week 16 12 completed week 16
1 lost to follow up |« = 1 lost to follow up

v

16 completed week 24 11 completed week 24
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Table 1  Demographic and disease characteristics of patients at

baseline*

Tocilizumab Placebo
Characteristic N=19 N=17
Age (years) 68.8+9.0 71.1+9.0
Female sex 52.6% 52.9%
Caucasian ethnicity 100% 100%
Weight (kg) 81.7+28.5 72.0+13.9 N7 - IEA 7

| 2 Fi9Fu T0RBIE
Body mass index (kg/m") 26.5+4.5 25.7+3.9 o o
11
Disease duration (days) at 8+5 6+3 ﬁ létl_ 75\ 5 0 A) 6@
screening
Patients on prednisone 100% 94%
Current prednisone dose (mg) 16.7+3.9 17.2+3.1 IIZ i/;j TZIS E ?5 ol: % 7 O - 8 O kg
Erythrocyte sedimentation rate 24.3+16.4 24.1£18.7 = 7z
rythrocyte sedimentati + . EIBMI 25718

(mm/hour)
C-reactive protein (mg/dL) 1.6+2.4 0.98+1.5
Pain by Visual Analogue Scale (mm) 30.8+26.0 22.8+16.7 :lb E = > 71—\
Patient global assessment of 30.1+25.9 26.0+24.4 'L’\ '?\ = Ei FIEﬁ % o ['/
disease activity by Visual Analogue
Scale (mm)
Heath Assessment Questionnaire  0.64+0.60 0.65+0.61
(0-3)
Short Form-36 physical component 47.7+7.5 45.9+5.2

score (0-100)

*Data shown are means+SD, unless stated otherwise.
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TCZE 12/19% (63.2%)
PBOZ+ 2/174 (11.8%)

(OR 12.9, 95%Cl 2.2 to 73.6)
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Mean cumulative
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163805 =

TCZ& 727 mg (IQR 721-842)
PBOZf 935 mg (IQR 861-1244)
(p=0.003)

243 =
TCZ#& 781 mg (IQR 721-972)

PBOZt 1290 mg (IQR 1106-1809)
(p=0.001)
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Table 3 Safety over the 24-week trial period

Variable Tocilizumab (n=19) Placebo (n=17)
Duration in trial patient-years 8.2 6.3
Patients with >1 adverse event 16 (84) 14 (82)
(AE)—no. (%)
No. of events 40 35
Rate per 100 patient-years (95%Cl)  490.6 (468.9 to 523.2) 555.0 (531.9 to
579.0)
Patient with AE according to system organ class—no. (%)
Infection 12 (63) 6 (35)
Musculoskeletal or connective- 0 7 (41)*
tissue disorder
Gastrointestinal disorder 3(16) 4 (24)
Malignancy
Patients who withdrew from trial 0 3(18)
because of AE—no. (%)
Patients with serious AE—no. (%) 11 (5) 5t (29)
Serious infections 0 0
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