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(3% FB) Practical Research for Innovative Cancer Control
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(& FE) The study of optical and safe treatment based on PK/PD/PGx analysis
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R 284 4H 1H ~ 294 3H31H
(AARFE) RMP & L TOMFIERRIEAIDEEE
- EIELZREHOBLIIC K S PMDA L 0E#E
FLS ASEIR D T AR B A GRER O F ] - S
(3% FE) Selecting objective drug for risk management plan
Collaboration with PMDA from the perspective of pharmaceutical affairs and

pharmaceutical safety management

Planning post marketing clinical trial in breast cancer patients
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(I FE) National Cancer Center Hospital, Chief Physician, Kan Yonemori
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(% F&) Selecting objective drug for risk management plan
Collaboration with PMDA from the perspective of pharmaceutical affairs and
pharmaceutical safety management

Planning post marketing clinical trial in gastrointestinal cancer patients.
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PK/PD, molecular imaging, immuno—monitoring, Translational Research
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National Cancer Center Research, Chief, Akinobu Hamada
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Planning post marketing clinical trial in breast cancer patients
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National Cancer Center Hospital, Chief, Kenji Tamura
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Planning post marketing clinical trial in lung cancer patients
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National Cancer Center Hospital, Chief, Yuichiro Ohe
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National Cancer Center Research, Chief, Tatsuhiro Shibata
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Supporting study protocol and statistic analysis
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National Cancer Center, Director, Taro Shibata
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(D Development of consortium

Investigators (Yasuhiro Fujiwara and Kan Yonemori, National Cancer Center) and co-investigators
had exchanged opinions with PMDA concerning the risk management for new anticancer agents and
they decided additional drugs to observe the risk management in this program.
Kan Yonemori and Kanji Tamura (National Cancer Center) and co-investigators have completed the
registration of the observation study of "Individualized personalized medicine based on tamoxifen
CYP2D6 genotype and conventional fixed dosage for hormone receptor positive-metastasis /
recurrent breast cancer patients".
@ PK/PD/PGx study of immune checkpoint drug in lung cancer patients
Yuichiro Oe (National Cancer Center) and co-investigators approved the study plan of nivolumab
from NCC IRB and started registration of cases. In addition, we have planned the Osimmetnib study.
@ PK/PD /PGx test for new anti-cancer drugs before approval
Akinobu Hamada, Kan Yonemori, Yasushi Goto (National Cancer Center) have selected the risk
management drug in order to avoid side effects according to the consultation with PMDA team. We
have determined the analytical method of measuring blood concentration of evaluating drugs using
LC-MS/MS.
@ Preparation of translational research
Akinobu Hamada, Kan Yonemori (National Cancer Center) and co-investigators have established the

method of measuring the blood concentration of drugs and antibody drug, and have prepared the
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immuno-monitoring system for immuno-check point. The stability and reproducibility of analytical
method were evaluated and the SOP related to handling of clinical samples was prepared. Tatsuhiro
Shibata (National Cancer Center) have designed NCC-Immuno-PGx panel incorporating factors

related to immune response as a pharmacogenetic analysis.
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