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A cell line stability study was performed on RCBs to assess manufacturing suitability of cell
lines, and one cell line (RCB) was selected for MCB from the results. MCB of the production cell
line was manufactured, tested and stored.

GMP Production Process was established from the results of Upstream, Downstream and
Analytical Process Development Study (based on the previous Lab Scale Process).

A Scale-up manufacture (200L) was completed successfully under the established GMP process
and the pilot product was obtained and quality assessment was done. The product will be used for
a GLP Cynomolgus Monkey Toxicology Study in next year.

A Non-GLP Toxicology Study by using Cynomolgus Monkey was performed, and efficacy studies
by using ATL cell lines or patient-derived cells were carried out previously. The data in terms of
toxicity and efficacy were obtained.

This year, from the aspect of indication expansion, efficacy studies were performed on several
hematological malignancy models (except ATL). JST"-TFR09 showed remarkable efficacy on a
chemotherapeutics-resistant leukemia model as well as a patient derived xenograft (PDX) model.
These data demonstrated that JST-TFR09 is effective not only for ATL but also for hematological
malignancies.

Cooperating with University of Miyazaki and Kyushu University, we carried out pharmaceutical
affairs consultation on R&D Strategy with Pharmaceuticals and Medical Devices Agency (PMDA),
and the protocol regarding GLP-toxicology study was confirmed.

The results have been reported in Third HTLV Conference and American Association for Cancer
Research (AACR) annual meeting 2017.
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