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This list is meant to give researchers general preparatory guidance of what is expected by MRCZ during site inspections. 
NB: This might not be the sequence of the inspection activities and the inspectors may conduct a targeted inspection of a particular aspect of a study and/or go beyond what is listed below The list below is not exhaustive.

Pre-Inspection
· Pre-Inspection meeting at MRCZ Offices (PI, co-PI, study coordinator)
· Opening meeting 30 minutes on day of inspection at study site (PI, co-PI, study coordinator and study team)
· Study Coordinator to provide 1-2 page summary of study progress for opening meeting

Site Facilities
· Study staff List
· Staff Qualifications and practicing certificates
· Research Ethics and GCP Training and valid certificates
· Protocol Training
· Reception Area- size, accessibility and privacy
· Drug cabinets
· Emergency Trolleys
· PEP for study staff

Procedure Rooms
· Participant records, CRFs, informed consent forms, assent forms
· Participant interviews
· Participant Insurance
· Confidentiality of participant information

Binders
· Study protocol
· Documentation of study sponsor
· Protocol Registration
· Signature log
· Binders Storage
· PI Signature sheet
· International IRB approval
· MRCZ, MCAZ (IRB and regulatory authority approval and correspondence)
· Monitoring visits/reports (local and international)
· SOPs (regularly updated and version controlled)
· SAE Folder
· Folders archive plans and space

Laboratory
· Procedures, waste disposal, labelled bins, refrigerator temperature charts, equipment servicing contracts, sample storage

QA/QC system in place

Data Backup systems in place

Debrief Meeting at the end of the inspection or on a convenient day for study team (PI, co-PI, study coordinator and study team)


Regulatory Binder inspection checklist

Study protocol
o Approved study protocol with an MRCZ approval stamp (dated and versioned)
Documentation of study sponsor

Protocol Registration

Study Staff Files
o Investigators file
o Staff List
o Signature log
o Staff qualifications/CVs
o Staff registrations
o Evidence of Protocol Training
o Valid GCP Certificates
o Valid Ethics Certificates

PI Signature sheet/Delegation Log

International IRB approval

MRCZ, MCAZ (IRB and regulatory authority approval and correspondence)
o Valid MRCZ Approval letter
o Valid MCAZ Approval Letter
o Stamped ICFs with versions and date
o MRCZ Correspondences
o MCAZ Correspondences
Participant Files
o Signed ICFs
o Filled in CRFs
o Filled in Questionnaires
o Evidence of participant reimbursement

Monitoring visits/reports (local and international)

SOPs (regularly updated and version controlled)
o Laboratory SOPs
o Other SOPs

SAE / Deviations and violations Folder
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