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[1 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 C7Zi
O Guidance for the communication on GCP inspections and findings

O Guidance for the preparation of GCP inspection reports

[1 FDA CPGM BIMO Program

© FDA Compliance Program Guidance Manual, Program 7348.811,
Chapter 48 - Bioresearch Monitoring, Clinical investigators and

sponsor-investigators

© FDA Compliance Program Guidance Manual, Program 7348.811,

Chapter 48 - Bioresearch Monitoring, Institutional review boards

© FDA Compliance Program Guidance Manual, Program 7348.811,
Chapter 48 - Bioresearch Monitoring, Sponsors, Contract

Research Organizations and Monitors
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