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Background anD Aims: A phase II study with low doses of rHuIL-2 was performed with the aim to amplify natural immune response against neuroblastoma after autologous BMT. 

Methodology: From 1/92 to 12/98, 82 consecutive pts grafted because affected by high risk neuroblastoma were enrolled. 56 pts received rHuIL-2 respectively according to a ev (1) (25 pts) and a sc (2) (31 pts) schedule, 26 pts refused or did not received IL-2 for staff decision (3). Schedule 1 consisted of two cycles of 24-h iv infusion for 5 d (2-4-6-8-8 MU/sqm) followed by 11 monthly and 6 bimonthly cycles administered sc for 5 d (2-4-4-4 MU/sqm). Schedule 2 consisted of rHuIL-2 administered sc for 5 d (4 MU/sqm), twice a month for 6 months. Before IL-2 treatment, pts were 8 in CR, 10 in VGPR and 7 in PR (schedule 1); 10 in CR, 7 in VGPR and 14 in PR (schedule 2); 15 in CR, 2 in VGPR and 9 in PR (no treatment). 

Results: Pts received 317 (schedule 1) and 366 (schedule 2) cycles of IL-2. Iperpirexia and trombocytopenia were the only rHuIL-2 dependent toxicity. Immunological analysis evidenced an increment of NK activity and activated T limphocyte cells number in both protocol. The 5 years DFS (IC 95%) was 28% (12-46), 41.7% (24-58) and 23.6% (15-43) respectively for the pts enrolled in schedule 1, 2 and for patients not treated. 

Conclusion: Immunotherapy with low doses of rHuIL-2 is feasible and seems to be effective to induce immunocompetent cells proliferation. Moreover, schedule 2 of treatment seems to be more effective to improve DFS in high risk neuroblastoma after autologous BMT.
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