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Background. SB4, a biosimilar to the reference ETN, received 
EU marketing authorisation in January 2016, based on the to-
tality of evidence from pre-clinical and clinical Phase I and III 
studies that demonstrated similar efficacy, bioequivalence, and 
comparable safety and immunogenicity to ETN. The BENE-
FIT study provides real world evidence 
on transition and outcomes of treatment 
switch in routine clinical practice.
Materials and Methods. Eligible pa-
tients had RA or axSpA and had initiated 
SB4 as part of routine clinical practice 
following treatment with a stable dose 
of originator ETN in a 6-month window. 
Data were captured from clinic records, 
retrospectively for 6 months prior and 
prospectively and/or retrospectively for 
6 months after switch (M6). Outcomes 
include disease score (DAS-28 for RA, 
BASDAI for axSpA) over time, clinical 
characteristics, management and Seri-
ous Adverse Events (SAEs).
Results. Of the 557 subjects included in 
the BENEFIT study, 111 subjects were 
enrolled at 8 Italian study sites: 79 with 
RA and 32 axSpA. No clinically mean-
ingful change in disease activity was ob-
served between transition and M6. Over 
80% of patients remained on the same 
dosing regimen (50 mg QW) from transi-
tion to M6. Only one SAE of uveitis was 
reported, considered by the physician as 
unrelated to SB4.
Conclusions. These data provide in-
sight into clinical outcomes in a con-
temporary cohort of Italian patients 
with established RA and axSpA, who 
were switched from originator to the bi-
osimilar SB4 in a study of clinical prac-
tice. Results indicate maintenance of 
disease status at 6 months post-switch, 
without the need for dose adjustment, in 
both RA and axSpA patients. No safety 
concerns were identified. These results 
provide pertinent information about 
6-month outcomes in these populations, 
helping to inform evidence-based treat-
ment decisions. 
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Table I - Baseline characteristics of Italian subjects at transation, and 6-month outcomes.


