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1. It is a requirement of the MHRA that with clinical trials, a Monitor visits the study site to ensure that a trial is conducted in accordance with the protocol/ amendments, ICH GCP, Sponsor SOPs and the applicable regulatory requirements, to ensure that the rights and well-being of human subjects are protected. 
ICH GCP (1996) states that the Sponsor should determine the appropriate extent and nature of monitoring. The determination of the extent and nature of monitoring should be based on considerations such as the objective, purpose, design, complexity, blinding, size and endpoints of the trial. In general there is a need for on-site monitoring, before, during and after the trial: however in exceptional circumstances the sponsor may determine that central monitoring in conjunction with procedures such as Investigator’s meetings and training and extensive written guidance can assure appropriate conduct of the trial in accordance with ICH GCP. 
An important part of a monitoring visit is comparing the entries in the case report forms with the original source documents (e.g. laboratory results, patient hospital notes, ECG printouts). This procedure is known as Source Data Verification (SDV). 
At present it is extremely rare to be monitored by a non-commercial research body. Therefore it is the responsibility of Medical staff in particular the Investigator for the study and appropriate staff team members to ensure high standards of data collection and Source Data Verification are maintained at all times. 
This procedure describes the preparation for, and the procedure to follow, during and following monitoring visits. 

1. Scope

This SOP applies to trials being led by _________ and sponsored by ____________. This SOP details the role of the investigators in governing trial monitoring.
2. Responsibility

Principal Investigators are responsible for ensuring that the trial is monitored correctly.

3. Procedure


Who?

Normally monitoring visits will be arranged in advance by the Monitor with the PI/team members as soon as possible after the first patient has been enrolled. If a patient is not entered within a reasonable time from study initiation, a visit should be planned to ascertain the reasons. 

When?

Depending on the clinical trial, visits will probably take place approximately every six to eight weeks during the study. Depending on the length of the study and its progress, this interval may be prolonged or shortened.

How?

All relevant documents should generally be gathered together before each monitoring visit.

Preparation

Where possible, all case report forms and the Study Master File should be up to date, including any outstanding corrections form the last visit.

Source documents should be available in readiness for the monitoring visit. If a large number of subjects have been entered into a particular clinical trial the PI other team member should agree with the Monitor, prior to each visit, on which subjects they wish to perform SDV.

A room or quiet desk should be booked for the use of the monitor during the visit.  Details of the date of the next monitoring visit should be placed in the trial diary, to ensure meeting rooms are booked in advance.

During the visit

On the day of the monitoring visit the Lead Investigator or other nominated team member must be available to show the Monitor to their allocated meeting room and ascertain that the Monitor has all the required Case Report Forms and source documents. The Principal Investigator should also be available on the day of the visit. It is preferable that the Principal Investigator is available for at least a proportion of each monitoring visit.

The Monitor will normally require time to go through the Case Report Form and associated source documents alone, with a meeting with the appropriate staff members afterwards to discuss any problems or outstanding business. Staff members should agree with the Monitor when to make themselves available for such a discussion.

The Monitor may also wish to visit other departments such as the pharmacy department to check storage of the study medication and drug accountability. If so, appropriate arrangements should be made in advance with the clinical trial pharmacist. It is the responsibility of the Monitor to request this in advance of the monitoring visit. 

If the visit is because of a severe or serious adverse event, or some other specific problem, the Monitor should inform you of any special requirements beforehand.

Following the visit:

Source documents should be returned to the respective departments.

Case Report Form queries should be addressed promptly – they are easier to do when queries raised are fresh in your mind. Don’t leave it until the day before the next visit. 

Following each visit it is the Monitors responsibility to provide a written report to the Investigator.  The Principal Investigator or other nominated team member must ensure any highlighted issues following the visit are dealt with promptly. 

If the monitor identifies issues related to non-GCP compliance it is their responsibility to contact the Principal Investigator as soon as possible, by phone or email. It is the responsibility of the Principal Investigator to ensure that any issues relating to non-GCP compliance are dealt with promptly.

The written report must be filed in the appropriate section of the TSF. 

ABBREVIATIONS

      PI – Principal Investigator

      International Conference for Harmonisation – ICH

      Good Clinical Practice - GCP

      Trial Site File: - TSF

      Source Document Verification -SDV 

4. References
None.
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