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Thalidomide shows efficacy as adjuvant
therapy for hepatocellular carcinoma patients

April 2 2011

Thalidomide has shown potential to be used as the first adjuvant therapy
for hepatocellular carcinoma (HCC), according to data presented at the
International Liver Congress 2011.'

A new study found thalidomide gave HCC patients who'd undergone
grossly curative resection surgical removal of the cancerous part of the
liver double the two-year disease free survival rate (65%) compared to
placebo (33%).

However, the study did find that the two-year overall survival rate was
comparable between patients treated with thalidomide and patients given
placebo — 84.2% and 85.7% respectively.

Daniele Prati, EASL's Scientific Committee Member and Press
Committee Chairman, commented: "Current options for adjuvant
therapy in HCC are very limited and clinical trial results have been
disappointing. Thalidomide has already been proven to work well in a
number of other areas and this study shows it could potentially benefit
HCC patients who are particularly difficult to treat. Overall, it is
important to continue research in evaluating adjuvant therapy in HCC."

Surgery is the main form of treatment for HCC, but is only possible for
a small proportion of those afflicted. Even after curative resection,
recurrence is common and is the main cause of death. Adjuvant therapy
that 1s, chemotherapy after surgery — is thus attempted to try to improve
outcomes.”
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The study is promising because there is currently no adjuvant therapy for
HCC patients following curative resection.

Indeed, the most up-to-date Cochrane Review of adjuvant therapies for
HCC (conducted prior to this thalidomide study) found insufficient
evidence to show that previously investigated adjuvant therapies
increased survival for HCC, and only limited evidence to suggest that
adjuvant therapy was useful in disease-free survival.”

In the double-blind, placebo controlled, randomized, comparative phase-
IT study, 42 patients were given 200mg per day oral dose of thalidomide
(Arm A, 21 patients) or 200mg per day oral dose of placebo (Arm B, 21
patients). Patients started treatment within 6 weeks of complete tumor
resection and carried on treatment for 12 months, or until they
encountered disease recurrence, intolerably toxicity, or withdrew
consent. Overall, thalidomide showed a good tolerability profile.

Thalidomide is currently approved by the European Medicines Agency
(EMA) and Food and Drug Administration (FDA) in the US for the
treatment of multiple myeloma (a cancer of the bone marrow).>*
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