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Active immunotherapy in patients with progressive disease (PD)
after first-line therapy: Racotumomab experience. 

NEUGCGM3  EXPRESSION  IN  NSCLC

BACKGROUND
Racotumomab is a 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 trials have demonstrated low toxicity, high 
immunogenicity and survival benefit in advanced lung cancer 
(NSCLC) when Racotumomab was administered in patients with 
objective response (partial or complete response or stable disease) 
to first line therapy.

MATERIALS AND METHODS
An open, non- randomized study was performed to evaluate  if 
Racotumomab could be beneficial in patients with progressive 
disease. Patients with recurrent and advanced stages of NSCLC, in 
progression after completion of first-line onco-specific treatment as 
per the NCCN Oncology Therapeutic Guidelines (surgery, 
chemotherapy and/or radiotherapy) were included in the study. Most 

CONCLUSIONS
In this study Racotumomab shows similar results to those previously 
reported in NSCLC clinical trials. Treatment with Racotumomab was safe 
and showed a promising survival improvement in advanced NSCLC 
patients in progression after first line onco-specific treatment. 

RESULTS

SAFETY: MORE COMMON ADVERSE EVENTS RELATED WITH RACOTUMOMAB ADMINISTRATION. ALL OF THEM WHERE I-II GRADE 
(CTC-NCI VERSION (3.00)

N = Number of patients  E = Number of events  ITT = Intent to treat 
PPP =  Racotumomab group patients  who received more than 5 doses Control group patients with survival longer than 3 months.

OVERALL SURVIVAL

 CLINICAL AND DEMOGRAPHIC CHARACTERISTICS

of them had received  4 to 6 cycles of cisplatin/vinblastin. 
Racotumomab was administered intradermally; the first 5 doses 
every 14 days (induction period), followed by 1 dose every 28 days 
(maintenance period) until patient refusal or worsening of ECOG 
status. The patients did not receive second line therapy. At inclusion 
patients had progressive disease (PD) according to Recist. 89 patients 
were in stage IIIB, 71 were in stage IV (88.8%) and 20 patients (11.1%) 
had recurrent disease. 180 patients treated with Racotumomab and a 
control group of 85 consecutive patients treated at the same 
institution by the same investigators were included in an intent to 
treat (ITT) and per protocol (PPP =  patients in the racotumomab 
group who received more than 5 doses, or patients with survival 
longer than 3 months in control group) survival analysis (Kaplan 
Meier estimate).


