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ICH-GCP 5.18.3 Extent and Nature of Monitoring The sponsor should ensure that
the trials are adequately monitored. The sponsor should determine the appropriate

extent and nature of monitoring. 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. In general thereisa
need for on-site monitoring, before, during, and after the trial; however in
exceptional circumstances the sponsor may determine that central monitoring in

conjunction with procedures such as investigators’ training and meetings, and
extensive written ggidance can assure appropriate conduct of the trial in
accordance with GCP. Statistically controlled sampling may be an acceptable
method for selecting the data to be verified.
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