
Objective:  Map Audit Tasks sufficient to evaluate highest level of risks. 
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Legend of Audit Zone Categories 

Zone Ownership

1. Regulatory Approvals Auditor 1
2. Eligibility/ Ineligibility Criteria       Auditors 1 & 2
3. Qualifications and Training Auditor  2
4. Regulatory Approvals Auditor  2
5. Financial Disclosures Auditor  2
6. Case Histories                           Auditors 1 &  2
7. Investigational Product Use Auditor 1
8. Supervision and Control Auditor 2
9. Delegation of Authority               Auditors 1 & 2
10. Facility Inspection                      Auditors 1 &  2
11. Protocol Adherence                   Auditors 1 & 2 
12. Safety Reporting                        Auditors 1 & 2
13. Securing Compliance                 Auditors 1 & 2         
14. Informed Consent Process        Auditors 1 & 2
15. Other Essential Records            Auditors 1 & 2
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Example 

GCP Audit Zone Category Regulatory Risk Map


