Control of Investigational Devices in Clinical Research 
Content Applies To
Mayo Clinic research community
Scope

This procedure applies to Mayo Clinic Investigators and research team members who conduct research with both significant and non-significant risk investigational devices
Top of Form

Purpose

The purpose of this procedure is to provide direction to investigators for the control of investigational devices used in clinical research 
Procedure

1. The Principal Investigator manages investigational device accountability at the site or may delegate duties for investigational device accountability to qualified site personnel who are under the supervision of the investigator or the research institution (e.g., co-investigator, study coordinator, study assistant, or research assistant).

2. The Principal Investigator, or designee, ensures that an investigational device is used only in accordance with the study protocol approved by the Institutional Review Board (IRB).
3. The Principal Investigator, or designee, maintains control of the investigational device used in the study as follows:

a. Maintains appropriate records, including receipt of shipment, inventory at the site, dispensation or use by each participant, and final disposition and/or the return of the investigational device (or other disposal if applicable).
b. Documents pertinent information assigned to the investigational device (e.g., date, quantity, batch or serial number, expiration date if applicable, and unique code number).

c. Stores the investigational device according to the manufacturer's recommendations with respect to temperature, humidity, lighting, and other environmental considerations.

d. Ensures that the device is stored in a secure area with limited access in accordance with applicable regulatory requirements.

e. Distributes the investigational device to subjects enrolled in the IRB-approved protocol.
4. Whether documents showing control of the investigational device are maintained electronically or in hard copy (either method is appropriate), the Principal Investigator or designated research study team member retains all document versions and maintains records for the appropriate length of time as per applicable regulations
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