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Managing the quality of clinical researc
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This division manages quality of clinical research based on investigators’ instructions to ensure ethics and
reliability. We support the development of monitoring plans and perform on-site/off-site monitoring. We also

work on promoting risk-based quality management activities (risk-based approach). Furthermore, we
contribute to improving the quality of clinical research by providing training for researchers who perform
monitoring on their own.
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Monitoring Section
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Quality Assurance Division
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Ensuring the reliability of research and contributing

to the organization's quality improvement activities
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Quality Assurance Division
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Division Manager : Koji Nakamura
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QMS Support Section

MEDEFEMZM LEEZLOICRERIERFZITOHFITY AR (EMEEAER. BRBRMESE) D' GCP.ERKM R
A ARAEE RERBFIEESFZETLUITON TV AN EN ZRILLTFME-RIEL X T,
FloEBOmEBEM EEF LT HEICAITERICRDEA BEORABLEICOBIFEICZBELE T,

This division conducts quality assurance work to improve the reliability of research. We independently evaluate and verify
whether trials (investigator-initiated trials, clinical research, etc.) are conducted in compliance with GCP, Clinical Research
Act, study/research protocols, standard operating procedures, etc.

Additionally, as part of our organization’ s quality improvement activities, we engage in such activities to prevent problems
before they arise.
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