Acknowledgement of Investigator Responsibility

for

Investigational Devices
Investigator Name:___________________________________________


Study Title:__________________________________________________


IRB Record #:________________________________________________

Device Name:________________________________________________

Device Provided By:___________________________________________

________________________________________________________________________

My signature below indicates I have read IRB Policy 18.2 and will comply with the following requirements for Investigational Devices:

The investigational device will only be used by the Principal Investigator or  under his/her direct supervision and will not be provided to any unauthorized person.
The investigational device will only be used as described in the approved IRB protocol.

Informed consent will be prospectively obtained from the subject or their legally authorized representative, unless otherwise approved by the IRB.

Investigational devices will be securely stored.

Proper records related to the device will be maintained, including record of receipt, use and/or disposition of each device.
_____________________________________________________________________

PI Signature








Date

