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[ EU GCP Inspection Guidelines

O Guidance for the preparation of GCP inspections
O Procedure for coordinating GCP inspections requested by the EMEA

O Recommendation on inspection procedures for the verification of

GCP compliance

O Guidance for the conduct of GCP inspections
— Annex I GCP Inspections_Clinical investigators

- Annex IV GCP Inspections_Sponsors and CROs
O Guidance for the communication on GCP inspections and findings

O Guidance for the preparation of GCP inspection reports

[ ] FDA CPGM BIMO Program

O FDA Compliance Program Guidance Manual, Program 7348.811,
Chapter 48 — Bioresearch Monitoring, Clinical investigators and

sponsor—investigators

O FDA Compliance Program Guidance Manual, Program 7348.811,

Chapter 48 - Bioresearch Monitoring, Institutional review boards

O FDA Compliance Program Guidance Manual, Program 7348.811,

Chapter 48 - Bioresearch Monitoring, Sponsors, Contract

Research Organizations and Monitors
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10. W& #Z B Z(Internal Quality Assurance)

A QAR S 457 Be QAAFAANRE A# Yol A
14 AR FARES 9% 2ol 7 TE vhdstn HAR ¥
22 WMo meh WE EARES AA St Aol npEa s

VI. F1Ed

1) Annex V to Guidance for the conduct of Good Clinical Practice
inspections-Phase I Units, 2008

2) ICH, E6. Good clinical practice. London, UK: International Conference

on Harmonisation. 1996.
3) Phase 1 Accreditation Guidance, MHRA 2013
4) Phase 1 Accreditation Scheme Requirements version 2, MHRA 2013

5) ANEEX V To procedure for conducting GCP inspections requested by
the EMEA: Phase 1 units, EMEA 2008

6) Guideline on strategies to indentify and mitigate risks for first-in-human

clinical trials with investigational medicinal products
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