Appendix A

NF/SGVHS Guidelines for Investigators using Investigational Devices

Control of Investigational Devices – Investigator Responsibilities

Investigator Name:       



IRB Number:       
Study Title:       
Investigators conducting studies in which an investigational device will be used must ensure adequate control of the device.  Please initial each of the investigator responsibilities related to investigational device control. 

     
The investigator must ensure that the investigational device is used only in accordance with the IRB-approved protocol, the signed agreement, the investigational plan and applicable FDA and VA regulations. 
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The investigator must administer the investigational device only to participants under the investigator’s direct personal supervision or under the supervision of an authorized individual, such as a subinvestigator, directly responsible to the investigator. 
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The investigator must not supply the investigational device to any person not authorized under the IDE to receive it.
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The investigator must maintain the following records related to receipt, use, or disposition of a device when conducting an investigational device study involving human subjects.  This record must include the following: (See sample investigational device log) 
· The type and quantity of the device, the date(s) of its receipt, and the batch number or code mark.

· The names of all persons who received, used, or disposed of each device.

· Why and how many units of the device have been returned to the sponsor, repaired, or otherwise disposed of.

     
If the investigation is terminated, suspended, discontinued, or completed, the investigator must return any unused supplies of the investigational device to the study sponsor, or otherwise provide for disposition of the unused supplies as directed by the sponsor.
Describe the plan or procedure that will be followed to prevent the investigational device from being used by a person other than the investigator and to prevent the investigational device from being used by someone other than a research participant.  Address investigational device storage, security, access, and oversight in the plan or procedure.
     
Principal Investigator Signature
Date
Initial Approval:
May 7, 2007
Revised:
January 28, 2010

