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Abstract 
Statement of the problem: clinical and real-word data on the effects of switching are currently limited to transition studies of approved biosimilars. Few data have been published about the outcome of switching from reference to biosimilar rituximab in rheumatoid arthritis (RA) and this monocentric study aimed to evaluate the effectiveness and safety of this switching. Material and methods: we evaluated RA patients who consented to switch to biosimilar RTX with a 52-weeks follow-up. Clinical and laboratory findings, DAS28, CDAI and SDAI, as well as any adverse events (AEs) have been recorded, before the first dose and 6 and 12 months after the switch. Results: a total of 62 RA patients consented to switch after a median (IQR) of 12 (6-14) cycles of reference RTX. At last follow-up visit of reference RTX a mean of 2,2±1,0, 3,7±4,3 and 4,2±4,4 of DAS28, CDAI and SDAI, respectively, were observed. After switching to biosimilar RTX no statistically significant changes in DAS28, CDAI and SDAI were observed. At 12months after switching to biosimilar RTX, 50 (81%), 54 (87%) and 56 (90%) patients were still on remission/low-disease activity according to DAS28, CDAI and SDAI, respectively (p>0,05). In biosimilar RTX we registered 3 cases of leukopenia, 9 infections and 5 hospitalizations. All cases were resolved after RTX suspension and specific antibiotic treatment. These AEs occurred after a global exposure to 11 (4-11) cycles of RTX in biosimilar RTX. Similar conditions have been already observed during treatment with reference RTX (3 leukopenia; 15 infections; 3 hospitalizations) after 8 (5-12) cycles. Conclusion: our study demonstrates the maintenance of effectiveness of biosimilar after switching from reference RTX. On safety concerns are more relevant the cumulative and repeated administrations of RTX rather than the use of the biosimilar. 
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