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Summary of Changes —-ICH E6(R2) Step4

Number of Name of the amended Number and name of the amendment
amended items section

1 Introduction
3 1. Glossary 1.63 Certified Copy, 1.64 Monitoring Plan, 1.65 Validation of Computerized Systems
2 2. The principles of ICH 2.10 - irrespective of the type of media used
GCP 2.13 - essential to ensure human subject protection and reliability of trial results
3 4. Investigator 4.2 Adequate Resources

4.2.5 — Supervising (Pl Oversight)
4.2.6 - ensure individual/party is qualified to perform those trial-related duties
4.9 Record and Reports

Pl Oversight

ALCOAC 4.9.0 — Source data should be ALCOA (attributable, legible, contemporaneous, original, accurate, and complete)
16 5. Sponsor 5.0 Quality Management
5.01, 02, 03, 04, 05, 06, 07 - Risk-based approach
QMS 5.2 Contract Research Organization (CRO)

5.2.2 oversight of any trial-related duties

CRO Oversight 5.5 Trial Management, Data Handling, and Record Keeping

5.5.3 (a) — Validation of system on a risk assessment

5.5.3 (b) — SOP should cover system setup, installation, and use

5.5.3 (h) — Integrity of the data

5.18 Monitoring

5.18.3 — Risk-based approach to monitoring

5.18.6 (e) — Monitoring Report of on-site and /or centralized monitoring
5.18.7 — Monitoring Plan

RCA and CAPA 5.20 Noncompliance
5.20.1 — Root cause analysis and implement appropriate CAPA

Issue manage

1 8. Essential documents 8.1 Introduction — Storage system (eTMF), continuous access to CRF data, certified copy

Certified Copy
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