Procedure (IN021)

Title: Criteria for a GCP Inspection

MEDICINES
AUTHORITY

Purpose: To define the criteria for assessing according to risk and prioritising the

different types of Good Clinical Practice (GCP) inspections.

Workflow Process Flow:

1.Grading of clinical trial studies for

prioritisation using risk assessment criteria

Risk Rating

Lowest Risk

Highest Risk

2. CT studies assigned to inspectors

3. Acheck s carried out to verify
approval for the clinical trial study by the
Post-Licensing Directorate

'

4.Record is retained on GCP Inspections

database

5. Proceed to preparation for an
inspection procedure

v

Not
prioritised
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