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ADDENDUM 3.11.4.1 Investigator Site Monitoring
The sponsor should develop a (a)---. The frequency of monitoring
systematic, prioritized, risk-based activities should also be determined
approach to monitoring clinical based on identified risks. Monitoring
trials. ---. The sponsor may choose on- activities and their frequency should be
site monitoring, a combination of on- modified as appropriate using
site and centralized monitoring, or, knowledge gained.

where justified, centralized monitoring.
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5.18.3 Extent and Nature of Monitoring

-++. In general there is a 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 guidance can assure

3.11.4.1 Investigator Site Monitoring

(b) This monitoring activity may be
performed on-site and/or remotely
depending on the nature of the activity and
its objectives.

(¢) Monitoring may include remote and
secure, direct read-only access to source
records, other data acquisition tools and

appropriate  conduct of the trial in essential record retention systems.
accordance with GCP.
ADDENDUM

On-site monitoring is performed at the sites
at which the clinical trial is being conducted.
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