MEDICINES
A AUTHORITY

Procedure IN022
Title: Preparing for a GCP Inspection

Purpose: To ensure that there is adequate preparation for a GCP inspection that is
carried out in a controlled manner.

Work Process Flow:

[ Start ]
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1.Inspectors review initial documentation

available at the Medicines Authority.
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2.Afile is opened for clinical trial inspection
to be conducted.
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3.Communication with quality assessor as
required e.g. in the case of a ‘for cause’ inspection.

v

4.Lead inspector contacts Investigator/Sponsor to

inform that an inspection will be carried out and to
agree on the date/s of the inspection.
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5.Lead inspector will input the inspection date,
once confirmed, into the GCP Inspection Track File.

6.Pre-inspection letter is issued with request for
documents/records and sent to the Investigator / Sponsor
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7.Documentation sent by inspectee is
reviewed and inspection plan is drafted.
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8.The lead inspector will send an
electronic copy of the GCP report at the
end of inspection to the Post-Licensing

v
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