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High dose therapy (HDT) is a standard treatment for young patients with myeloma. Residual disease is always present after HDT and an effective maintenance treatment is required to prevent relapse. This phase 3 trial investigated the efficacy of lenalidomide (LEN) for maintenance after transplantation. Patients, under 65, with non-progressive disease after a first line HDT were randomized to receive consolidation with LEN (25 mg/d, 21 days/month, for 2 months) followed by maintenance with either placebo (Arm A) or LEN (10 to 15 mg/d) until relapse (Arm B). From July 2006 to August 2008, 614 patients were randomized. Patient’s characteristics of each group were similar. On July 2010, the trial was unblinded and the final analysis was performed with a median follow up of 34 months from randomization and 44 months from diagnosis. Consolidation with LEN improved the very good partial response rate (VGPR) (p<0.0001). Maintenance with LEN improved the progression-free survival (PFS): median 24 months from randomization in arm A, versus 42 months from randomization in arm B (HR=0.5, p<10-8). This benefit was observed across all stratified subgroups of patients. In multivariate analysis, PFS was related to maintenance with LEN (p<0.0001), and to response (CR/VGPR) after consolidation (p<0.01). Although maintenance treatment with LEN was well tolerated, several patients developed malignancies including AML, MDS, ALL, HD and solid tumors. All IFM centers were asked  to report every secondary malignancies for patients within this trial. Updated data will be presented at the meeting.

