BIOSIMILAR EPOETIN ALFA INCREASES HAEMOGLOBIN LEVELS AND BRINGS COGNITIVE AND SOCIO-RELATIONAL BENEFITS TO ELDERLY TRANSFUSION DEPENDENT MULTIPLE MYELOMA PATIENTS: RESULTS FROM A PILOT STUDY.
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.
[bookmark: _GoBack]Statement of the Problem: Anaemia is a complication reported in up to 70% multiple myeloma patients (MM), with remarkable clinical, cognitive and socio-relational consequences.[1] Anaemia relates to the course of MM, normalizing in patients during remission, and reappearing in relapsing/non-responding patients [2][3][4][5]
In a pilot study with 31 patients with MM and transfusion-dependent anaemia, we evaluated the effects of Binocrit (biosimilar epoetin alfa) on transfusions, haemoglobin levels, mental status (MMSE), and patients’ social-relational functioning and quality of life (QoL). Within a 12-weeks interval, patients received 40.000 U Binocrit once a week. Binocrit significantly decreased the incidence of transfusion regardless of patients’ transfusion history, and significantly increased haemoglobin levels (before-and-after-treatment median haemoglobin values = 8.20 g/dl vs. 9.40 g/dl, respectively; Wilcoxon’s Z-Test, p<.001). A comparatively greater increment in haemoglobin levels among patients who responded to first vs. additional lines of chemotherapy was also observed. Importantly, we additionally found moderate-to-strong positive associations between increments in haemoglobin levels and increments both in psychological well-being and quality of life (QoL) (FACT-An scores), and patients’ cognitive status (MMSE scores). After statistically controlling for possible concurrent benefits of anti-myeloma therapy, increments in haemoglobin levels clearly predicted both increments in socio-relational FACT-An scores (Spearman’s Rho =.60, p<.001), and in cognitive functioning scores (Spearman’s Rho =.49, p<.006). Binocrit thus appears as an effective, well-tolerated agent for the management of myeloma anaemia, whose documented benefits include amelioration of anaemia, reduction in transfusion, and improvements in patients’ social-relational functioning and cognitive well-being.
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