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MONITORING PLAN DEVELOPMENT
1. PURPOSE

To define the procedures utilized in the development of a monitoring plan for clinical investigations that involve faculty sponsored IND or IDE applications, in which the sponsor of the IND/IDE is utilizing the services of the ECS-HSR Division to assist them in fulfilling their responsibility to monitor the progress of the clinical investigation. 

2. SCOPE

This procedure applies to clinical investigations that involve an IND or IDE in which the faculty sponsor is utilizing the monitoring services of the ECS-HSR Division.
3. RESPONSIBILITIES
The ECS Coordinator is responsible for assisting sponsors in the development of a monitoring plan. The ECS-HSR Director and ECS-HSR Medical Monitor are available as resources. 
4. PROCEDURES

4.1. The ECS Coordinator is to develop a draft monitoring plan, including topics such as:
4.1.1. Brief study description.
4.1.2. Summary of objectives/endpoints, target recruitment, and trial duration. 
4.1.3. Types and frequency of monitoring visits.
4.1.4. Percentage of records reviewed.
4.1.5. Reference to/description of data points reviewed.
4.1.6. Procedures for investigational product accountability.
4.1.7. Methods to communicate monitoring results.
4.2. The ECS-HSR Director authorizes the ECS Coordinator to email the draft monitoring plan to the sponsor.
4.3. The ECS Coordinator emails the draft monitoring plan for the sponsor to use in the development of a protocol specific monitoring plan. 
4.4. The ECS Coordinator maintains communication with the sponsor during the development of a protocol specific monitoring plan.
4.5. Once all parties agree on a monitoring plan, the ECS Coordinator facilitates the signature process.
4.6. The ECS Coordinator files the signed monitoring plan in the monitoring study folder and instructs the sponsor to file the signed monitoring plan with the regulatory documents.
4.7. If the monitoring plan needs to be modified during the study, the ECS Coordinator collaborates with the sponsor to develop a revised monitoring plan utilizing the steps above. 
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