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ANNEXE 6: Table of glucocorticoids decrease process from W8 to W24 (PMR-AS<10)

Weeks Primary end Point Weeks
GC w8 | W10 | W12 | W14 | W16 | W18 | W20 | W22 | W24 =10 GC<5mg 26 | 28 30 32
dosag mg Or decrease
e 10mg

25 20 15 10 8 6 4 2 0 =10

mg
24 20 15 10 8 6 4 2 0 =10
mg
23 20 15 10 8 6 4 2 0 =10
mg
22 20 15 10 8 6 4 2 0 =10
mg
21 20 15 10 8 6 4 2 0 >10
mg

20 15 10 8 6 4 2 0 0 =10 ous<5mg

mg

19 15 10 8 6 4 2 0 0 =10 ou<5mg

mg

18 15 10 8 6 4 2 0 0 =10 ous<5mg

mg

17 15 10 8 6 4 2 0 0 =10 ous<5mg

mg

16 15 10 8 6 4 2 0 0 =10 ous<5mg

mg

15 10 8 6 4 2 0 0 0 =10 ous<5mg

mg

14 10 8 6 4 2 0 0 0 =10 ous<5mg

mg

13 10 8 6 4 2 0 0 0 =10 ou<5mg

mg

12 10 8 6 4 2 0 0 0 =10 ous<5mg

mg

11 10 8 6 4 2 0 0 0 =10 ous<5mg

mg

10 8 6 4 2 0 0 0 0 <5mg

9 7 5 3 1 0 0 0 0 0

8 6 4 2 0 0 0 0 0 0

7 5 3 1 0 0 0 0 0 0
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113 Patients with glucocorticoid-dependent
PMR assessed for eligibility

12 Excluded
10 Did not meet inclusion criteria
5 CPRPMR-AS <10
3 Adverse events
2 Giant cell arteritis
2 Investigator decision

101 Randomized?

50 Randomized to receive tocilizumab 51 Randomized to receive placebo
49 Received tocilizumab

1 Did not receive tocilizumab due to
a diagnosis of giant cell arteritis
and was excluded from analysis

2 Lost to follow-upP
1 Treatment failure at wk 16

-
1 Missed wk 24 visit due to
COVID-19 lockdown
\/ \/
49 Included in the wk 24 primary analysis 51 Included in the wk 24 primary analysis
42 Received all 6 infusions 45 Received all 6 infusions
7 Received 1 to 5 infusions® 6 Received 1 to 5 infusions¢
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No. (%)

Tocilizumab Placebo
Characteristic (n = 49) (n=51)
Age, median (IQR), y 68.0 (63.0-75.0) 67.0(61.0-72.0)
Women 34 (69.4) 33(64.7)
Men 15 (30.6) 18 (35.3)

Disease duration, median (IQR), mo®

21.0(10.0-48.0)

16.0(8.0-35.0)
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[ CRP PMR-AS, median (IQR)®

20.3 (15.6-29.0)

19.7 (15.4-28.6)

Patient VAS score, median (IQR)¢ 5.4 (4.0-7.0) 6.0 (4.3-7.0)
Global physician VAS score, median (IQR)© 5.5(4.4-6.1) 5.3(4.8-6.4)
Elevation of the upper limbs, °
0 1(2.0) 2(3.9)
<90 6(12.2) 5(9.8)
90 13 (26.5) 15 (29.4)
>90 29 (59.2) 29 (56.9)
Morning stiffness, median (IQR), min¢ 96.6 (89.7) 99.8 (97.9)
ACR/EULAR provisional classification criteria®
Clinical 46 (93.9) 49 (96.1)
Ultrasonography 45 (97.8) 49 (98.0)
SF-36 score, median (IQR)f
PCS 35.4(30.1-39.8) 35.4(30.6-40.6)
SF-36 35.9(30.9-47.0) 34.8(29.5-43.3)
[ Prednisone dosage, median (IQR), mg/d 10.0(10.0-15.0) 10.0(10.0-15.0)
Patient fatigue VAS score, median (IQR) 5.6 (3.9-8.0) 5.9 (4.0-7.0)
Methotrexate
[ Current 20 (40.8) 11 (21.6)
Never 18 (36.7) 30(58.8)
Prior 11 (22.4) 10(19.6)
Hydroxychloroquine
Current 0 1(2.0)
Never 49 (100) 49 (96.1)
Prior 0 1(2.0)
[ CRP, median (IQR), mg/dL® 0.9.(0.4-1.7) 0.9 (0.4-1.8)
Aspartate transaminase >3 times the upper limit 0 0
of normal
Alanine transaminase >3 times the upper limit 0 0
of normal
ESR, median (IQR), mm/h" 28.3(33.0) 24.3(23.0)
Patients with positive rheumatoid factors' 3(6.8) 2(4.3)
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Mean (95% Cl) Adjusted® 4 )

Tocilizumab Placebo Difference Relative risk
End point (n = 49) (n =51) (95% CI) (95% CI) P value
Primary end point
Composite 33(67.3) 16 (31.4) 36.0% 2.3 <.001
primary (19.4% to0 52.6%) (1.5t0 3.6)
end point,
No. (%)< \_ Y,
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Mean (95% Cl) Adjusted®
Tocilizumab Placebo Difference Relative risk
End point (n=49) (n=51) (95% ClI) (95% ClI) P value
Secondary end
points®d
Scale-based
secondary
outcomes
CRP PMR-AS 1.5 14.9 -7.5 <.001
(5.4109.6) (11.4t018.4) (-11.2t0-3.8)
ESR PMR-AS 8.1 15.9 -7.8 <.001
(5.9t010.3) (12.3t019.4) (-12.1to-3.4)
S PMR-AS<1.5, 7(14.3) 4(7.8) 6.9% 1.8 14
%ﬁ* No. (%) (-0.0%2t00.16%) | (0.8t03.9)
CRP PMR-AS 36 (73.5) 22 (43.1) 31.1% 1.8 .002
<10, No. (%)*¢ (12.2%t050.0%) (1.2t02.7)
CRP PMR-AS 42 (89.4) 33(64.7) 26.1(13.3t039.0) 1.4(1.2t01.7) <.001

<17, No. (%)
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REHMIEH @ (Medication-base
Mean (95% Cl) Adjusted?
Tocilizumab Placebo Difference Relative risk
End point (n = 49) (n=51) (95% CI) (95% ClI) P value
Medication-based
secondary
outcomes
Prednisone 3.8 6.1 -2.3 / <.00)
dosage, mg/d  (2.1t05.6) (4.8t07.4) (-3.6t0-1.0)
Patient stopped 24 (49.0) 10 (19.6) 29.3% 2.5 <.001
receiving (18.9% t0 39.7%) (1.8t03.5)
prednisone,
No. (%)
Prednisone 37(75.5) 26 (51.1) 25.7% 1.6 .002
dosage <5 mg/d (12.1%t039.3%) (1.2t02.1)
or decrease 210
mg vs baseline, \ /
No. (%)
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Mean (95% Cl) Adjusted®
Tocilizumab Placebo Difference Relative risk
End point (n = 49) (n=51) (95% CI) (95% CI) P value
Quality of life
assessment-based
secondary
outcomes
SF-36 MCS© 42.2 41.0 1.2 .59
(38.9t045.6) (37.7 t0 44.3) (-3.1t05.5)
SF-36 PCS¢ 37.9 36.4 1.6 43
(35.2t040.6) (33.9t0 38.9) (-2.4t05.7)
Health 1.6 1.7 -0.1 32
Assessment (1.4t01.8) (1.5t01.9) (-0.3t00.1)

Questionnaire

Disability Index’
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No. (%)
Tocilizumab Placebo
Adverse event (n = 49) (n=51)
Any adverse event 42 (86) 42 (82)
Death 0 0
Adverse event leading to treatment 4 (8) 6(12)
discontinuation
Adverse events of interest
Infection® 23 (47) 20 (39)
Herpes zoster 1(2) 1(2)
Tuberculosis 0 0
Influenza 0 1(2.0)
Headache 7 (14) 1(2)
Hyperlipemia 6(12) 2(4)
Cytopenia 4 (8) 2(4)
Hypotension 1(2) 1(2)
Colitis and perforation® 0 1(2)
Cancer 0 1(2)
Major adverse cardiovascular event 0 0

L
TCZEEt 234 (46.9%)
PBOE: 204 (39.2%)

B8 B 7 ROMAE
TCZE 3% (6.1%)
PBOZE: 4% (7.8%)
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