
 

 

SECURITY MARKING: Public 

Procedure IN023 

Title: Conduct of a GCP Inspection 

Purpose: To describe the requirements in the conduct of a Good Clinical Practice (GCP) 
inspection to ensure that all GCP inspections are conducted in the appropriate manner 
and to the required standards of consistency. 

Work Process Flow: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
A 

Start 

10. At the end of the inspection, review the inspection notes and determine 

which observations are to be reported as non-deficiencies.  

3. Follow the items detailed in the inspection aide-memoir and plan during 

the inspection and adjust the plan as necessary. 

1. Arrive at the trial site at the appointed date and time and request to meet 

with relevant personnel 

2. Hold an opening meeting with the relevant personnel 

4. Collect sufficient information to be able to summarize any deficiencies 

at the end of the inspection and to write the inspection report. 

5. Document any issues of access to records or documents in the inspection 

observations. 

6. Review samples of consent forms of subjects in the study and document 

this activity in the ‘Patient Informed Consent Checklist’  

7. Ensure the availability of source documents (patient records, charts, lab 

reports etc.) and note any unavailability of these documents. 

8. Inspect the trial site file(s) in accordance with ICH GCP guidelines. 

 

9. Where appropriate, take copies of documents or records containing 

inconsistencies or illustrating non-compliance issues. 

 

11. When the detailed inspection is complete, convene a meeting with key 

personnel involved in the clinical trial to summarise the inspection findings. 
 

12. Classify deficiencies as critical, major and minor. 

 

13. Explain to the company that a report will be sent within 28 days of the 

inspection date or within 15 days if there are critical findings. 
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End  

14. Prepare an inspection report as per procedure IN024 and send it to the 

company not later than 15 days after a satisfactory response from the company 

and closure of the inspection. 
 

A 

18.The final report is to be uploaded on the EU database and a copy kept on 

the p-drive. 

 

15. If an illegal activity is discovered during the inspection, take note but 

undertake no further action on site except on instructions. Prepare at the 

earliest a statement of evidence and forward to the IED. 
 

16. If a serious breach of the requirements of GCP is discovered during an 

inspection, investigate the matter in detail and issue a report immediately after 

the inspection of such findings. 
 

17. In case of illegal activities, present the Inspection Report to the IRG for 

discussion and consideration on the possible actions to be taken, which may 

include stopping the clinical trial and other sanctions. 

 


