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ICH Guideline & FDA/GCP

[Computer system/Electronic records]
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GCP Electronic Records
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v'GCP (21 CFR § 312, etc)

v ERES (21 CFR § 11)

v’ Guidance for Industry: Computerized
Systems Used in Clinical Trials

v’ Guidance for Industry: Computerized
system used in Clinical Investigations

@ H)szzas

v'GCP (Ordinances and Notifications)
v ERES (PFSB Notification 0401022)
- Electronic Signatures
; Law Concerning to Electronic Signatures
and Certification Services

R

v GCP

v ERES (Annex 11, “Computerized
Systems”)

v’ Reflection paper on expectations for
electronic source documents used in
clinical trials
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Clinical Data Management £i2

.
Develop CRF
»
E- Develop data management plan
g Develop database structure
° Develop data entry screen / data validation program
E, Pre-and post-entry CRF review / Double data entry
% Data quality control (unmatched check, data validation)
% Data Clarification Form (DCF) resolution
g Medical coding
n | DB quality check
E Data lock & Audit trail etc.
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