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INTERIM MONITORING VISIT
1. PURPOSE

To define the procedures utilized to conduct an interim monitoring visit 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 conduct of an interim monitoring visit.
4. PROCEDURES

4.1. The ECS Coordinator schedules an interim monitoring visit to review the ongoing progress of the study.
4.2. The ECS Coordinator identifies the method to conduct an interim monitoring visit such as onsite, offsite, or a combination of both methods.
4.3. The ECS Coordinator provides an interim monitoring visit agenda.
4.4. The ECS Coordinator conducts the interim monitoring visit to confirm that the research team is meeting the following:
4.4.1. Protection of the rights and well-being of human participants.
4.4.2. Maintenance of original source documentation.
4.4.3. Compliance with the protocol and applicable regulatory requirements. 
4.4.4. Accurate and timely recording and reporting of AEs and SAEs.
4.4.5. Properly recording and reporting protocol deviations.
4.4.6. Maintenance of a regulatory file with up-to-date essential documents.
4.4.7. Appropriate investigational product storage (if applicable).
4.4.8.  Accurate investigational product accountability records (if applicable).
4.5. The ECS Coordinator summarizes the visit activities and sends an interim monitoring visit report.
5. REFERENCES/DOCUMENTATION
Interim Monitoring Visit Report Template
	REVISION HISTORY

	Original 
	11/13/2015

	Revised
	4/7/2020

	Revised
	12/7/2020

	Reviewed/Revised
	3/4/2026


Page 2 of 2

[image: image1.png]