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The principle investigator has made the study protocol, a procedure manual and informed consent
and carried out their slight modification together with Dr. Hiroyuki Shimada, the main clinical
physician, Dr. Naoji Amano, the clinical core leader, Hiroshi Matsuyama, the statistician, and
other core leaders. The documents were approved by the Ethical Review Board in Osaka City
University (OCU) and sent to the colleague hospitals (referred to as the clinical site) to join the
present study. After MOU was contracted between OCU and the clinical site in Japan, a clinical
PI starts to prepare the study group composed of clinical research coordinators (CRC) and clinical
psychologists and to receive their training performed by Dr. Rtsuro Mori (Tohoku University) and
Atsushi Iwata (Tokyo University). As the PET hospital uses one among PiB, flutemetamol and
florbetapir, each hospital needs being trained of labelling ligands through the experiment with
hot test following sending a phantom imaging data to CS square, the EDC system for the present
study in the clinical center at the University of Tokyo through closed VPN circuit to be approved
by Dr. Michio Senda (TRI center), Dr. Kengo Itoh (NCGG) and Dr. Kenji Ishii (TMIG). MR
examination of the clinical site was approved by Dr. Hiroshi Matsuda (NCNP) only after approval
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of the imaging data obtained with a human subject sent to CS square. As planned, SRL laboratory
succeeded in incorporation of biomarker data from blood examination into CS square. Also Dr.
Takeshi Ikeuchi (Niigata University) established the genomic examination for APOE typing, the
strong risk factor of Alzheimer’s disease. We think that all procedures associated with the study
are approved based on our experience on five entrees in OCU as a main clinical site. Thus, all

clinical sites in Japan could plan to have quickly more entrees.
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