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Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center 

10903 New Hampshire Avenue

WO66-G609

Silver Spring, Maryland 20993

Re.: Compassionate Use Request - Individual Patient
Dear Division Director:

We are requesting compassionate use for the treatment of patient [insert initials] for [Insert life-threatening or serious condition in need of intervention].  As the treating physician, I have determined:

1. The patient has a [life-threatening or serious disease or condition];
2. There is no comparable or satisfactory alternative therapy to [diagnose, monitor, or treat] the [disease or condition]; and
3. Potential patient benefit justifies the potential risks of the investigational device.

Insert a description of the patient's condition and the circumstances necessitating intervention with the investigational device.  Include a discussion of why alternative therapies are unsatisfactory and why the probable risk of using the investigational device is no greater than the probable risk from the disease or condition.
The following documents are included for review:

1. Treatment plan
2. A draft of the informed consent document for treatment;

3. An independent assessment from an uninvolved physician

4. Authorization from the device manufacturer on the use of the device; and
5. Description of the investigational device.
After the intervention with the investigational device is complete, I will provide follow-up within 45 days and submit IRB Chairperson concurrence.  

Please accept my thanks, in advance, for the FDA’s review and consideration of this request.  

Sincerely,

__________________________


__________________________

Sponsor/physician name



Sponsor/physician signature
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