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Multiple myeloma (MM) is an incurable plasma cell disease and the median age at diagnosis is
around 65 years or older. The number of elderly patients with MM has increased in recent years and
is predicted to increase continuously in the future. Melphalan, prednisolone and bortezomib (MPB)
treatment has been the standard treatment in patients with previously untreated MM who are
ineligible to receive transplantation. Although original MPB regimen was established by the
randomized phase III trial to compare MPB with MP (known as VISTA trial), the original MPB
schedule was associated with a number of notable adverse events, including peripheral neuropathy
and gastrointestinal symptoms, especially in Japanese patients. Therefore, further refinement of a
more optimal MPB regimen should be expected through carefully designed and conducted clinical
trials.

1) JCOG1105; The objective of this randomized phase II trial is to compare modified
PETHEMA-MPB with JCOG-MPB for selecting more optimal regimen in elderly or
transplant-ineligible patients with untreated MM. Patient-recruiting was completed at April, 2016
as expected. Primary endpoint of this study is complete response rate and secondary endpoints are
proportion of treatment completion, overall response rate, stringent complete response rate, overall
survival, progression-free survival, time to next treatment, adverse events, serious adverse events,
efficacy according to chromosomal translocation-associated protooncogene expression. Planned

interim analysis evaluating overall response rate was performed at June, 2016, and Data and Safety
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Monitoring Committee of JCOG decided study continuation. Primary analysis is planned in the first
half of 2017 and final analysis will be performed at April, 2019.

2) JCOG1105A1; The objective of this ancillary study of JCOG1105 is to explore the predictive
biomarkers of response and adverse events in MPB treatment. Study protocol is now being reviewed
by Protocol Review Committee of JCOG. In this study, rate of banking of blood-samples in
JCOG-BBJ Biobank was the highest (81 samples/91 patients; 89%) among all JCOG studies.
Anticipated Results and Future Direction: This research project for elderly patients with MM is
anticipated providing several new and meaningful evidences including an optimal treatment, new
biomakers for elderly MM patients. Furthermore, we are now planning the post JCOG1105 study;
randomized phase III study to establish new standard treatment including molecular targeted
agents for elderly MM patients and correlative studies for the precision medicine for this patient

population.
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