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1. INTRODUCTION

Monitoring is necessary to assure adequate protection of the rights of human subjects and the safety of all subjects involved in clinical investigations and the quality and integrity of the resulting data submitted. 

The objectives the monitoring procedures are:

· To ensure that the study is being carried out in accordance with the approved protocol.

· To identify any problems and suggest / seek solutions.

Overall the monitor should be seen as a supportive extension of the study team. They have a professional duty to be impartial. The monitor should be perceived as part of the team and there to identify any problems affecting the conduct and quality of data collected. 

2. SCOPE & RESPONSIBILITY:

This Monitoring Plan also serves as SOP and is applicable to the investigators, study management group, the monitors and study team at each site.
3. DEFINITIONS & ABBREVIATIONS:

a) MONITORING 
The act of overseeing the progress of a clinical study, and of ensuring that it is conducted, recorded, and reported in accordance with the protocol, SOPs, Good Clinical Practice (GCP), and the applicable regulatory requirement(s).

b) INVESTIGATOR SITE FILE (ISF) 
The repository for the essential documents for the conduct of a clinical trial. These documents individually and collectively permit evaluation of the conduct of the study and the quality of the data produced. These documents demonstrate the compliance of the sponsor-investigator and of the monitor with standards of GCP and with all applicable regulatory requirements.

c) SOP (Standard Operating Procedure) 
This is a document that describes the agreed procedures of a routine process. 
4. RESPONSIBILITY FOR STUDY MONITORING
Description of study monitoring arrangement…… e.g. The Sponsor will be responsible for conducting trial monitoring. The Sponsor will appoint an appropriately qualified person(s) to monitor the trial. The monitor(s) will be trained on the study protocol and will be familiar with all study procedures. *Document the training that monitors receive.
SITE MONITORING SCHEDULE
Ordinarily, pre-study, initiation, routine and close-out monitoring are planned and conducted in the life span of a study. The site initiation visit will be conducted as soon as: 

· All the necessary approvals have been obtained 

· Staff recruited  

· Investigational product has been delivered to site (is about to be delivered to site)

· CRF and source documents are ready 

· Laboratory is ready to start storing study samples

The first routine monitoring visit will occur as soon as the first participant is recruited or within 2 weeks of the first participant being recruited. The table below provides an estimate of what will be needed in terms of time on site for the monitor. This needs to be continually assessed by the study management team and the monitors. The monitoring frequency may need to increase if recruitment is faster than predicted, at times of data entry deadlines (such as interim analysis or if the DSMB request a safety report) then two or more people can attend the visit. 
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	Location
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	Study Start
	Frequency of Monitoring

	
	
	
	
	


If implementing remote monitoring, modify the language in this section to describe the process for requesting source and study records and how those should be received. 

5. MONITORING PROCEDURES

Monitoring will focus on the following key processes of the study so as to ensure protection of rights and well-being of study participants and integrity of data:
1. Informed consent process.
2. Study eligibility criteria met for all participants

3. Timely completion of Study CRFs.
4. Accurate abstraction of data from clinical and laboratory forms.
5. Sample collection and handling in accordance to Protocol and SOP(s) 
6. Review of data management procedure i.e. data entry, handling of data discrepancies and data back up.

7. Reporting of adverse events and protocols violations according to SOP(s)

8. Drug accountability 
9. Follow up assessments and procedures 
10. Measures to ensure complete participant follow up. 
For each site visit the monitor will work according to an agreed schedule of tasks, including the following that will be given as specifics in the monitoring form and guidelines: 

· Schedule a date with the study investigator/coordinator for the monitoring procedure and provide them with a list or shell of the study sections that will be monitored in this particular visit.

· Review last monitoring procedure report.

· Review the Site study File: ensuring that it is updated appropriately.

· Verify written informed consents were given for every subject entered into the study and obtained according to the consent SOP.

· Review current status of the study’s participant enrolment vs. anticipated enrolment, losses to follow up, outstanding data issues, reported serious adverse events, outstanding laboratory issues.

· Review the study forms and database ensuring that the participants were eligible and note any safety issues and protocol violations or deviations.

· Review laboratory issues:  Handling, storage and shipment of samples.
· Source data verification - abstraction of data from clinical and laboratory forms.

During the initial visits the monitors will review 100% of the fields of all the study forms.  Subsequently the monitors will review 100% data contributing to the primary endpoint and 100% of fields for a randomly selected sample of study forms. All forms monitored during a visit will be detailed in the monitoring visit report.
A database check for accuracy of data entry will be performed at regular intervals. The data points to be checked will be end point data and safety data. *This is an example of a risk-based monitoring approach which can be adjusted to meet the needs of your study and available resources. 
After each monitoring visit the monitor will debrief the study team. The monitor will then write up a monitoring report citing all findings and status of such findings (resolved or not) and forward a signed copy to the sponsor and/or sponsor appointed project manager. The monitoring report should be shared with the Principal Investigator.
At close out visit(s) the monitor will ensure all queries are resolved; the study product is accounted for and returned or destroyed according to sponsor SOP; and study documents are properly archived. The comprehensive list of activities during this visit(s) will be detailed in a study close out SOP.
6. APPENDICES  *As a starting point, Consider creating the resources below to assist with study monitoring responsibilities. 
A. Site initiation visit checklist

B. Routine Monitoring Report template

C. Study File Checklist
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