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(d) The review and follow-up of the monitoring report with the sponsor should be
documented by the sponsor’s designated representative.

ADDENDUM

(e)% Reports of on-site and/or centralized monitoring should be provided to the sponsor
(including appropriate management and staff responsible for trial and site oversight)
in a timely manner for review and follow up. Results of monitoring activities should
documented in sufficient detail to allow verification of compliance with the
onitoring plan. Reporting of centralized monitoring activities should be regular
d may be independent from site visits.

ADDENDUM
5.18.7 MoRitoring Plan
Thelsponsor should develop a monitoring plan that is tailored to the specific human

lso lPmnhasize the monitorine of eritical data and nrocesses Partienlar attention
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Systems with procedures that assure the quality of
every aspect of the trial should be implemented.
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» Section 5.0: Quality Management
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» 5.18.7: Monitoring Plan
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> 4.2.5: (Adequate Resources)
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8.1: Essential Documents for Conduct of Clinical Trial
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