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1. Purpose/scope
Sponsors conduct monitoring visits to a trial site to oversee the trial conduct and ensure it follows the protocol, Good Clinical Practice (GCP) and relevant regulatory requirements. This procedure therefore describes how site staff involved with attending or arranging monitoring visits should prepare for or behave during such visits adequately to help with efficient trial progress. The roles of staff will depend on the trial and site set-up.
2. Abbreviations

GCP

Good Clinical Practice

IP

Investigational Product
ISF

Investigator Site File
PI

Principal Investigator
3. Definitions
None
4. Associated forms
QA04.1 Monitoring visit log
5. Procedure
· A site coordinator (or designee) is generally responsible for liaising with monitors or others (e.g. others from the sponsor) about visits and informs the Principal Investigator (PI) and other relevant trial team members of the agreed dates/times. If a laboratory visit is requested by the monitor, the laboratory is approached to verify the best date/time
· Records of all communications with monitors should be kept
· The coordinator (or designee) should facilitate relevant data entry and quality checks prior to the visit
· By the day of the visit:

· All appropriate data and documentation should be available to the monitor
· A suitable room has been booked (if necessary)
· Staff required to be present are available
· During or after the visit, corrections to data will be made as per the agreed procedure
· The coordinator (or designee) will request the monitor (or other visitor) sign/date a monitoring visit log (Form QA04.1 or Sponsor-specific alternative)
· After the visit the coordinator (or designee) will follow up any outstanding queries, reporting back to the monitor within the specified timeline
6. References
None
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