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OBJECTIVE:

To describe the procedures to follow if a Principal Investigator requests Compassionate Use Approval

BACKGROUND INFORMATION:

NOTE:  Compassionate Use is an FDA regulatory term ONLY for devices.  Compassionate Use is not a regulatory term under regulations covering investigational drugs.  On the drug side the terminology of Treatment Use is used informally for both Treatment Use and Compassionate Use.  See Treatment Use AG 3-12 for additional information.
The compassionate use provision allows access for patients who do not meet the requirements for inclusion in the clinical investigation but for whom the treating physician believes the device may provide a benefit in treating and/or diagnosing their disease or condition. This provision is typically approved for individual patients but may be approved to treat a small group.
The researcher at UVa should not submit an application to the IRB prior to a patient being identified and the sponsor having submitted a new IDE submission to the FDA for that particular patient. 
Even though an IDE# is required, neither the FDA nor OHRP considers Compassionate Use of a Device as Research.  

FDA Information
PROCEDURE:

Investigator Process
IRB-HSR Process Information

1. Go into protocol builder and manually enter a new study with status type of IRB Concurrence and assign an IRB number.  The title in the database should start with "Compassionate Use Device".
2. Verify approval from Clinical Engineering ( New Medical Device Form) 
3. Verify that all items listed below have been submitted

· Cover letter stating request for compassionate use of a device.  The letter should include a statement that you have received concurrence from UVa Clinical Engineering  to use the device.  This is not required if the device is already being used at UVa in an ongoing clinical trial. 
· Copy of IDE supplement to FDA for compassionate use
· Copy of consent form from sponsor to be used to consent subject

· Copy of protocol currently being used in ongoing clinical trial

· IDE#  (this must be a different IDE# from the IDE# for the ongoing clinical trial. 
4. The following documents are NOT required:  protocol and consent in IRB template, protocol cover sheet,
5. Training is not required.
6. Enter all information into IRB Online- see protocol # 15508 for example. 
7. Write letter using template in appendix A to send to PI

8. Obtain signature on letter from Chair, Vice- Chair or member designee 

9. Send the following items to the PI: IRB Concurrence Letter
10. File the following documents in the IRB File in the following order

· IRB Concurrence Letter
· All other documents submitted by the PI
DOCUMENTATION:

All documents are put into a file and filed with all other active protocols. 
REFERENCES:

FDA Guidance Documents:  

Device Advice:  http://www.fda.gov/cdrh/devadvice/ide/early.shtml#emergencyuse

Guidance on IDE Policies and Procedures

http://www.fda.gov/cdrh/ode/idepolcy.html :  S
IRB-HSR AG 3-13
Appendix A  IRB Concurrence Letter Template 

Print on IRB letterhead

<Date>

<Name and address of PI>

Dr. <insert name>

This is in response to your letter of <insert date> requesting approval for compassionate use of <insert name of device> in a patient with <insert diagnosis>.  I have reviewed your letter and all attachments and give my concurrence for the compassionate use of this investigational device in the patient you described.  Please note that unanticipated problems/adverse events should be reported per IRB-HSR Standard Procedures.  You will receive continuation status reports at applicable times. 
Sincerely,

<insert name and title of person signing- IRB Chair, Vice Chair or Member Designee>
