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Safety: The most common adverse events were expected mild 
reactions at the injection site (pain and itching). No di�erences were 
observed between both groups.

Background: Gangliosides, especially NeuGc-GM3, are an attractive target for cancer immunotherapy. 
They do not express in normal human cells but are overexpressed in several solid tumors including 
NSCLC and are involved in tumor development and growth.  Racotumomab is therapeutic vaccine that 
induces an immune response against NeuGc-containing gangliosides, sulfatides and other antigens 
expressed in several human tumors but not in normal tissues. Previous phase I and II trials in 
melanoma, breast and lung cancer have shown the low toxicity and high immunogenicity of 
Racotumomab.

Methods: Multicenter, randomized, placebo controlled, double blind clinical trial in patients with advanced (IIIB and IV) NSCLC who had an ECOG status ≤ 2 and had achieved partial or complete 
response or disease stabilization after completion of onco-speci�c treatment. 176 patients were randomized 1:1 to Placebo or Racotumomab. Initially 1 dose was administered every 14 days 
(induction period, 5 doses in total), followed by 1 dose every 28 days (maintenance period) until patient refusal or worsening of ECOG status.

Baseline characteristics of the patients: Overall Survival:

Results:

Immunization with Racotumomab is safe. There is an OS bene�t for Racotumomab, both in  the ITT and PPP analyses. Survival bene�t appears to 
be increased when the patient’s clinical condition allows completion of the induction period of vaccination.

Conclusions:


