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AN INTRODUCTION FOR MONITORS


            

HOW TO BOOK A MONITORING VISIT
Contact the study Clinical Research Assistant (CRA) by email or telephone to book a visit. This is to ensure there is sufficient room to accommodate the visit & safety reasons.
Visit should be conducted between the hours of am and pm.  The room will not be available outside of these times.
Please allow at least X weeks between onsite visits to minimise visits to the hospital.
Please try to book as early as possible (please add the minimum amount of weeks needed) as the monitoring rooms get booked very quickly.
Monitors are asked to arrange any meetings with the Principal Investigator (via their secretary) and Pharmacy directly, prior to the visit.  
MONITORING ROOM FACILITIES
We have X monitoring rooms. Rooms can accommodate X monitors at a time. Please specify how many people are coming at time of booking. Monitoring room is key coded access.
There is a heater and fan in each room.  Please could Monitors remember to switch off and unplug from the sockets after use. (Please adapt wording to the rooms’ heater/fan arrangements)
A photocopier is not available in the rooms.  If documents need to be copied, they can be requested in a follow-up letter and sent via secure email. (Please adapt wording to the rooms’ photocopy availability)
All monitors are expected to bring their own dongle for monitoring purposes, as use of hospital PCs is not permitted.
CAR PARKING
UHL has available parking, however, spaces are limited and may involve long queue times so please allow at least 20 minutes. 
A TYPICAL MONITORING VISIT
Study monitor arrives on site at the agreed time.  If necessary, please remember to call your contact on your arrival who will provide you with room directions and access code (if necessary).
↓
Make your way to the monitoring room where the trolley containing site files, CRFs and patient notes requested prior to the visit will be left.
↓
At the pre-arranged time contact the PI/Pharmacy/CRA/RN to discuss any issues/queries via telephone/video call or face to face.
↓
Throughout the day, the monitor will perform source data verification and ISF check, and conduct any pre-arranged telephone/video calls.  If any other checks are required (e.g. lab kits, storage of files etc.) this can be discussed with the CRA prior to visit.  If the monitor leaves the room at any point, the room should be left safely and securely.
↓
At the end of the day, the monitoring room should be left clean and securely locked.
↓
A follow-up letter should be provided to the PI and your CRA.
Please do not attend site if you are feeling unwell
PRIOR TO YOUR VISIT
Prior to the visit, monitors are asked to:
· Confirm arrival time.
· Provide a list of patient medical notes required (Please be advised some notes may be unavailable if they are required for a clinic appointment or hospitalisation as this takes priority). At least X weeks’ notice is required to obtain the medical notes as they are used by various departments and can be offsite.
· Request any other documentation/files.
· Liaise with PI/Pharmacy/CRA/CRN directly regarding telephone/video calls which should be conducted during the visit or at an agreed time.
DURING YOUR VISIT
Please call your contact on arrival so we know who is in the building for fire regulation purposes.
During the visit, monitors are reminded:
· To complete the monitoring visit during the working hours of am-pm.
· Maintain hand hygiene at all times.
· To wipe down the desk space before and after the visit.
· Face to face meetings with study team members should be kept to a minimum and only if necessary with time agreed in advance of the visit
· Telephone/video call may be conducted if appropriate as agreed with the trials team but we would encourage a follow-up letter. 
· To re-file anything removed from the patient notes exactly how they were found.
· Retain a copy of any original documents removed from the Investigator Site File (ISF).
· To leave the room clean and securely locked.
· To remove all rubbish at the end of the visit.
· To evacuate the facilities in case of a fire alarm (staff will let you know if a drill is expected on the day)
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