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GCP INSPECTION REPORT
I. General information
1. Study title: 

2. Study code: 

3. Institution: 

4. Principle investigator: 
5. Sponsor: 

6. Audit and inspection place:
7. Audit and inspection time: 

8. Audit and inspection team:

9. Representative of investigation team: 

10. Representative of the Sponsor: 

II. Activities in the audit and inspection visit
III. Detail content
1. The Leader of the audit and inspection delegation introduces purpose, content, agenda of the visit

2. Representative of investigation team presents study progress report

3. Discussion
4. The delegation audit and inspect actual work
4.1. Check recruiting subject, collecting ICF procedure
4.2. Check screening, periodic testing procedure
4.3 Check monitoring, recording, handling, reporting adverse events 
4.4. Check preservation, using investigational product procedure 
4.5. Check preservation, update study dossier 
IV. Conclusion
The audit and inspection report is agreed with the participation of the investigation team, representative of site, the Sponsor and is the basis for review, evaluation for the next visit.

Secretary of the GCP inspection team
Full name: 







Signature: ________________

Leader of the GCP inspection team
Full name: 







Signature: ________________

	Recipients:

· Institution (to implement);

· Principle investigator (to implement);

· Sponsor (to implement);

· Ethics Review Board (to coordinate);

· Director of the ASTT (to report);

· Archival dossier, TNLS.
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