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We continued to conduct the investigator-initiated clinical trial started in 2015, “A clinical trial for
idiopathic osteonecrosis of femoral head using trafermin (genetical recombination) gelatin hydrogel
to evaluate the effectiveness and the safety.” This trial was conducted in Gifu University Hospital,
Tokyo University Hospital, Kyoto University Hospital, and Osaka University Hospital.

By November 2016, 65 subjects were registered in the trial; and 44, after April 2016. Of the 65
subjects, 64 (the planned number of subjects) received the investigational drug. For the secondary
analysis in this trial, we are planning to examine the collapse rate of the femoral head by comparing
with the natural course of idiopathic osteonecrosis of the femoral head in the observational study. In
this study, we created the protocol, established the implementation system, and constructed the
electronic data capture (EDC) system. This study was started in Gifu University Hospital in
December 2016, after ethics committee approval. Thereafter, it was successively conducted in
Hokkaido University Hospital, Yamagata University Hospital, Kyoto University Hospital, Osaka
University Hospital, Okayama University Hospital, and Kagoshima University Hospital.
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