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Supplementary Figure S1. Patient disposition
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N, total number of patients; ref-ADL- reference adalimumab; SDZ- Sandoz biosimilar
Week 12: primary endpoint assessment; Week 24: end of Study Period 1, patients in

the ref-ADL group were switched to SDZ-ADL for the second half of the study; Week 48:
end of study
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Reasons for Discontinuation in study periods 1 and 2

The proportion of patients who discontinued during Study Period 1 (SP1 FAS) in the
SDZ-ADL group and ref-ADL group were 14 (7.9%) and 8 (4.5%), respectively. Main

reasons of discontinuation include:

SDZ-ADL Ref-ADL

Reason N=177 N=176

n (%) n (%)
Withdrawal by patient 8 (4.5) 4 (2.3)
Protocol deviation(s) 2(1.1) 1 (0.6)
Adverse event(s) 1 (0.6) 1 (0.6)
Loss to follow-up 1 (0.6) 1 (0.6)
Lack of efficacy 1 (0.6) 0
Other 0 1 (0.6)
Pregnancy 1 (0.6) 0

The proportion of patients who discontinued during Study Period 2 (SP2 FAS) in the
SDZ-ADL group and ref-ADL group werel4 (8.8%) and 8 (4.8%) respectively. Main

reasons of discontinuation include:

Continued Ref-ADL to

Reason SDZ-ADL SDZ-ADL

N=159 N=166
Adverse event(s) 5(3.1) 0
Lack of efficacy 3(1.9 2(1.2)
Other 3(1.9) 2(1.2)
Withdrawal by patient 2(1.3) 2(1.2)
Loss to follow-up 0 2(1.2)
Protocol deviation(s) 1(0.6) 0
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Supplementary Table S1: Mean change from baseline in the assessment scores after
the switch from ref-ADL to SDZ-ADL (SP1 FAS)

“ref-ADL/switched SDZ-
_ _ SDZ-ADL
Time point ADL”
(N=177)
(N=176)
Patient’s pain assessment score, mean (SD)
Week 24 -38.5 (25.7) -41.4 (24.2)
Week 48 -36.0 (27.7) -39.2 (26.9)
Patient’s global assessment of disease activity, mean (SD)
Week 24 -38.2 (24.1) -41.5 (23.9)
Week 48 -35.1 (25.7) -39.4 (25.7)
Physician’s global assessment of disease activity, mean (SD)
Week 24 -46.3 (22.2) -47.3 (20.6)
Week 48 -44.6 (23.4) -47.2 (22.1)

ref-ADL, reference adalimumab; SDZ-ADL, Sandoz adalimumab SD, standard deviation

SP1 FAS, study period 1 full analysis set: all randomized patients to whom study drug was
administered,
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Supplementary Table S2: Change from baseline in DAS28-CRP up to Week 24

(SP1 FAS)

S(RZ_S%L ref-ADL

(N=176)
Visit At time point Change'from At time point Change.from
n; Mean (SD) baseline n; Mean (SD) baseline

Baseline 174; 5.6 (0.88) 175; 5.72 (0.84)
Week 4 169; 4.2 (1.23) | 168;-1.40 (1.06) | 172;4.16 (1.12) |171;-1.55 (1.05)
Week 12 167;3.5(1.25) | 166;-2.12 (1.17) | 168;3.5(1.21) | 167;-2.24 (1.13)
Week 24 160; 2.9 (1.01) | 158;-2.71(1.19) | 167;2.76 (1.0) | 166;-2.94 (1.08)

CRP - C-reactive protein, DAS - disease activity score; n - total number of patients assessed,;

ref-ADL- reference adalimumab; SDZ- Sandoz biosimilar adalimumab
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Supplementary Table S3: Proportion of patients achieving EULAR remission,

good response, or moderate response up to Week 24 (SP1 FAS)

SDZ-ADL ref-ADL
(N=176)

Response Visit M n (%) M n (%)
EULAR remission Week 4 169 19 (11.2) 172 13 (7.6)

Week 12 167 42 (25.1) 168 43 (25.6)

Week 24 160 61 (38.1) 167 80 (47.9)
EULAR good Week 4 168 32 (19.0) 171 34 (19.9)
response

Week 12 166 65 (39.2) 167 70 (41.9)

Week 24 158 94 (59.5) 166 108 (65.1)
EULAR moderate Week 4 168 82 (48.8) 171 94 (55.0)
response

Week 12 166 79 (47.6) 167 79 (47.3)

Week 24 158 54 (34.2) 166 55 (33.1)

EULAR, European League Against Rheumatism; M - total number of patients with evaluable
data in each group at a visit; n - total number of patients achieving response/remission; ref-
ADL- reference adalimumab; SDZ- Sandoz biosimilar adalimumab; SP1 FAS — study period 1

full analysis set
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Supplementary Table S4: Proportion of patients achieving remission according to
Boolean definition up to Week 24 (SP1 FAS)

SDZ-ADL ref-ADL
(N=177) (N=176)
Visit M n (%) M n (%)
Week 4 169 5(3.0) 172 1 (0.6)
Week 12 167 13 (7.8) 168 12 (7.1)
Week 24 160 24 (15.0) 167 29 (17.4)

M - total number of patients with evaluable data in each group at a visit; n - total
number of patients achieving response/remission (Remission according to Boolean
definition is defined as TJC <=1, SJC<=1, CRP<=1 mg/dl and patient global
assessment (PtGA)<=1); ref-ADL- reference adalimumab; SDZ- Sandoz biosimilar

adalimumab; SP1 FAS — study period 1 full analysis set
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Supplementary Table S5: Summary of number of patients achieving ACR20/50/70
response up to Week 24 (SP1 FAS)

SDZ-ADL ref-ADL
(N=177) (N=176)
Response Visit M n (%) M n (%)
Week 4 174 85 (48.9) 173 91 (52.6)
ACR20 Week 12 169 119 (70.4) 170 129 (75.9)
response Week 24 164 136 (82.9) 168 156 (92.9)
ACRG Week 4 174 29 (16.7) 173 32 (18.5)
response Week 12 169 62 (36.7) 170 77 (45.3)
Week 24 164 97 (59.1) 168 113 (67.3)
Week 4 174 8 (4.6) 173 10 (5.8)
ACRTO Week 12 169 170 38 (22.4
response ee 29 (17.2) (22.4)
Week 24 164 55 (33.5) 168 63 (37.5)

ACR - American College of Rheumatology; M - total number of patients with evaluable

data in each group at a visit; n - total number of patients achieving response; ref-ADL-

reference adalimumab; SDZ- Sandoz biosimilar adalimumab; SP1 FAS — study period

1 full analysis set




