Research Involving Investigational Devices

The Department of Veterans Affairs clinical investigations of medical devices are subject to Federal regulations and unless exempted under certain specified conditions, are required to comply with Investigational Device Exemption (IDE) regulations as outlined in 21CFR812. VA investigators are expected to fulfill all of the responsibilities delineated in the FDA regulations. Investigational devices in use in this system must be stored, secured, and dispensed in accordance with specific device requirements and as outlined in the research project. Principal Investigators are responsible for the appropriate storage, security, dispensing, and use of investigational devices. Investigational devices may only be used at the North Florida/South Georgia Veterans Health System after the research project and associated documentation have been approved by the Institutional Review Board (IRB) and the Research & Development Committee (R&D).

Investigational Devices
Delivery: Devices should be delivered only to the principal investigator after full approval for the research has been secured. If this is not feasible (e.g., due to required installation, testing, training, etc.) the investigator should work with the Clinical Research Office to secure permission to bring the device on station.Please note, in many cases it may be necessary to secure a number of approvals, such as Biomedical Engineering, prior to bringing the device on station. All receipts and invoices of delivery must be kept with the Investigator. 
Management: The protocol and/or application should describe how the device will be managed on station. This includes a discussion of who will have access to the device and  ensurance that investigational stock will not be used in place of approved devices for non-research patients. 
Storage: Devices should be stored in a separate, locked area, away from approved devices and clearly marked ‘CAUTION: Investigational Device – For Research Use Only’. 
Use: Investigational Devices may only be used by an approved investigator in conjunction with a fully approved protocol (IRB and R&D) and for patients who have given their consent to participate. 
Disposal: The investigator or manufacturer should provide guidance for disposition of unused, damaged or faulty devices and for the disposition of all stock and/or equipment at the termination of the research. Under no circumstances may devices be maintained after conclusion of the research unless they have received full FDA approval and the investigator has secured appropriate local approvals to maintain the device for clinical use. 
Principal Investigator Responsibilities:

(1) Submitting the scientific protocol and all required documentation, including the informed consent form and the Investigational Device Information Sheet to the IRB and R&D Committee review prior to beginning the study. An IDE must be obtained from the sponsor for significant risk devices prior to project review.
(2) Submitting continuing review documentation and all adverse events to the IRB and R&D in a timely manner.

(3) Using the investigational device only after notification of IRB and R&D approval and informed consent is obtained.

(4) Adhering to the Investigational Device Exemption regulations at 21CFR812. Research projects involving non-significant risk devices must adhere to the abbreviated requirements at 21CFR812.2 (d).

(5) Providing secure storage for all investigational devices according to their storage requirements and as outlined in the research protocol.
(6) Ensuring proper dispensing and utilization of the investigational devices as defined in the research project proposal.

(7) Dispensing and using the investigational device by appropriate personnel as outlined in the research protocol and as permitted by appropriate training in the proper use of the device.
(8) Obtaining and documenting informed consent for each individual prior to using the investigational device.

(9) Maintaining the appropriate research records and tracking of the investigational device per 21 CFR812.140.

(10) Reporting any protocol modifications to the IRB immediately. 

