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“Current Status and Prospect of Immunotherapeutics Market in Japan”

Immuno-cell therapy is a sort of cell therapy in which cells of the immune system
are used and it takes ex-vivo culture and manipulation of the cells as the major process
of the therapy. It has been performed as a therapeutic research since early 1990s. In
1999, a private clinic specialized in the therapy was established and started to provide
the therapy to cancer patients in general. Since then, the number of such clinics as
well as that of the patients treated by the therapy has been increasing rapidly. It is in
the phase of transition from research to more generalized medical practice.

Immuno-cell therapy is evolving and has variety such as activated autologous
lymphocyte therapy (adoptive immunothetapy), dendritic cell vaccination therapy and
their variations. At present, the dominant immuno-cell therapy in Japan is CD3-LAK
therapy in which autologous lymphocytes are activated and proliferated by stimulation
using IL-2 and CD3 antibody. The therapy can be a non-toxic option of treatment for
advanced cancer, the treatment of which has been limited to chemotherapy. Summary
of retrospective clinical outcomes and evidences of efficacy of the treatment obtained in
Japan will be presented. Assessment of efficacy of the therapy at present is mainly
based on tumor size reduction. Problems concerning such assessment will be
discussed.

The practice of the therapy requires technology of cell processing and its safety
assurance.  Such technology is not expertise of ordinary physicians. The cell
processing is regulated in two ways in Japan. When cell processing is carried out by
medical institutions, it is defined as a part of medical procedure and assurance of its
safety etc. is left for self-regulation. This situation is hazardous to sound development
of the therapy. When it is performed by industries, it is defined as production of
pharmaceuticals and is subject to excessively strict regulation, which makes the therapy
unrealistic. A desirable regulation scheme in our views will also be discussed.
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