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» Quality management

» Clinical trial monitoring
> Electronic records

» Essential documents
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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

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
be documented in sufficient detail to allow verification of compliance with the
monitoring plan. Reporting of centralized monitoring activities should be regular
d may be independent from site visits.

onsor should develop a monitoring plan that is tailored to the specific human
protection and data integrity risks of the trial. The plan should describe the
ing strategy. the monitoring responsibilities of all the parties involved, the
onitoring methods to be used, and the rationale for their use. The plan should
hacize the maonitarino af eritical data and nraceccecs Partienlar attentian
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e Introduction : Addendum{EpkD &

- Glossary Additions : FEI3IEE #£

»certified copy, monitoring plan,
computerized systems
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« GCP Principles : & T O {&IZE]
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»apply when using electronic media with a focus on
ensuring human subject protection and reliability of

trial results
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* Investigator Responsibilities : B EFHEF 20
* Sponsor Responsibilities : BEE&HE., VAV A—ZF

770—F%

N9 F VT AIRDA D MNEZR) Y

J. RREZA) OTELFTE GEMERR—)

» Oversight of other parties
» Introduced Quality Management — risk based approach

» Monitoring- including risk based, centralized and on-site
monitoring approaches

e Essential Documents : PBXE(LBRBOTHA Iz &k
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> Introduced flexibility to reduce or supplement essential
document list when justified
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« Sponsor responsibilities : BERKBEDEFICIA VT AIARD
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Quality Management
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»Implement a system to manage quality throughout the
design, conduct, recording, evaluation and archiving of
clinical trials : JGERDETE, Eit. EMDRFEZTHD—ED
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»>Focus on essential trial activities : BB TAEEL R
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»Methods used to assure and control quality of trial
should be proportionate to risks : E R LUV HEEHE
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»Avoid unnecessary complexity, procedures and data
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