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BIT labeled 3-iodobenzylguanidine (''I-MIBG) has been nominated as a non—approved/off-label
anti—cancer drug with high medical demand. This research aims to conduct clinical research of
targeted radiotherapy with ®'T-MIBG for malignant neuroendocrine tumors such as pheochromocytoma
in an advanced medical care program B and to connect to an industrial clinical trial for the
approval of the authority. The study has been well progressed this fiscal year as follows:
BIT-MIBG therapy in advanced medical care: Kanazawa University, the site of the principal
investigator, obtained the approval to conduct it in the previous fiscal year and 13 cases were
enrolled and treated so far. Kagoshima University finalized the documentation on April 1, 2016
and Hokkaido University and Gunma University on June 1, 2016. These three sites had 2 cases
2 cases and 1 case, respectively. It is expected that the enrollment would be closed by getting
the enough number of cases early in the next fiscal year.

Monitoring, etc: Start—up conference was held at Kanazawa University and Kagoshima University
in the last fiscal year and at Gunma University and Hokkaido University in this year. On site

monitoring was performed at each institution. Monitoring for serious adverse reaction has been
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well recorded.

To the approval: Discussion with the radiopharmaceutical company which is aiming to obtain
approval of this radiopharmaceutical has been continuously made. We are informed that it is
currently preparing clinical trial.

Improvement of work environment for “!I-MIBG therapy: Because radioactivity used in this therapy
is considerably high, radiation safety of physicians and nurses is quite important. At Kanazawa
University Hospital, two—way intercom system was installed which enables medical staff to
communicate and observe patients, ensuring low radiation exposure of them. At other sites, lead
silds for syringe pumps and well-type radioactivity detectors were equipped in their treatment
wards. These environmental preparations have been finished on schedule

Advanced medical care protocol for neuroblastoma children: Due to several major differences of
BIT-MIBG therapy in neuroblastoma from that of pheocromocytoma/paraganglioma, we determined to
have neuroblastoma therapy on a protocol different from the later. Because of high administration
dose in neuroblastoma which can be legally handled only in Kanazawa University, the protocol
to carry it out at this single site was set, reviewed by the board of Kanazawa University hospital
and approved by the hospital president. We discussed its validity with PMDA. Then, the review
board for advanced medical care program qualified it with some conditions to be considered. We

submitted the answer sheet for it and are currently waiting for the next session.
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