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Concurrence of Exemption from the requirement for the submission of an IDE Template

Instructions for Completing the Exemption Request

In accordance with University policies, the cover letter and attached materials should be submitted to the VCU FDA Program as well as to the FDA.
Documents to accompany Request for Exemption:
· Complete and attached a revised Investigator Agreement. 
· This cover letter requesting the exemption from the requirement for the submission and FDA acceptance of a sponsor-investigator IDE.
· A copy of the Clinical Protocol
· Submissions to CDRH can now be done through the CDRH Portal.

Submit one electronic copy to the VCU FDA Program at indide@vcu.edu
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Date

Choose Appropriate Address 
	For a Device:
U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center (DCC) – W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
	



To Whom it May Concern:	

I have determined that the attached, proposed clinical evaluation of the FDA-approved device, specify device, for an “off-label” indication meets the regulatory criteria (21 CFR 812.2(c)) for an exemption from the requirement for the submission, and FDA acceptance, of a sponsor-investigator IDE application.  Specifically (choose all that apply to your device below):
1) A legally marketed device when used in accordance with its labeling.

2) A diagnostic device it complies with labeling requirements in 21 CFR 809.10(c) and if testing:
a. Is noninvasive
b. Doesn’t require an invasive sampling procedure that presents significant risk
c. Doesn’t by design or intention introduce energy into a person
d. AND isn’t used as a diagnostic procedure without confirmation by another medically established diagnostic product or procedure.

3) Consumer preference testing, testing of a modification, or testing of a combination of devices if the device(s) are legally marketed device(s) (that is, the devices have an approved premarket application, cleared market notification 510(k), or are exempt from 510(k) AND if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk.

4) A device intended solely for veterinary use.



5) A device shipped solely for research with laboratory animals and contains the labeled in accordance with 21 CFR 812.5(c).

6) A custom device as defined in 21 CFR 812.3(b), unless the device is being used to determine the safety or effectiveness for commercial distribution.

Do not copy the template language written in the paragraph below in your cover letter; you will need to rewrite in your own words.  The paragraph provided is to guide you in writing your exemption request. 
It is advisable for the Investigator (i.e., principal investigator) to incorporate, under this criterion, a brief discussion as to why s/he feels that the proposed off-label use of the device meets exemption from an IDE providing evidence from the protocol, personal experience, and literature references. If the “off-label” use involves a different patient population than currently specified in the FDA-approved device labeling, use of this device in this “off-label” patient population should be supported by literature references or personal clinical experience, if available or applicable.  
7) The investigation is subject to prior approval by the Virginia Commonwealth University Institutional Review Board, which operates in compliance with the FDA regulations at 21 CFR Parts 50 and 56.

8) The investigation will not promote or commercialize specify device. Neither the participants in this clinical investigation, nor their insurance providers, will be charged for the specify device. (Verify that this is a true statement)

I am requesting your concurrence with this determination of exemption from IDE regulations.

Respectfully, 


	
__________________________
Principal Investigator’s name
Academic Department
Email
Phone number
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