GCP#MZFBIIEL-tIEBA T EMKAERDIEF

AN 1

EEXRFERFRE XFEHRR
EEREFARE

..
FARDNAFERE SR VR \
Nov 28, 2014 i jt£*¥

KITASATO UNIVERSITY



(ICH-GCP)
5.18.3 Extent and Nature of Monitoring

B The sponsor should determine the appropriate extent and
nature of monitoring.

B The determination of the extent and nature of monitoring
should be based on considerations such as the objective,
purpose, design, complexity, blinding, size, and endpoints of
the trial.

B In general there is a need for on-site monitoring, before,
during, and after the trial; ...trial,

B however in exceptional circumstances the sponsor may
determine that central monitoring ... can assure appropriate
conduct of the trial in accordance with GCP.
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B Guidance for Industry: Oversight of Clinical
Investigations - A Risk-Based Approach to Monitoring.
(US FDA, August 2013)

B Reflection paper on risk based quality management in
clinical trials.
(EMA, November 2013)
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