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I. WHEN TO USE THIS FORM

This form should be used to obtain concurrence from the Institutional Review Board (IRB) Chairperson of the use of an investigational device under the Food and Drug Administration’s (FDA) compassionate use provision. The 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 patients must have a serious disease or condition for which there is no alternative treatment available.  

II. IRB SUBMISSION REQUIREMENTS

This completed and signed form should be submitted to the IRB Office via eIRB+ before the compassionate use of the device occurs. The form and supporting documents will be reviewed for completeness and sent to an IRB Chair for review. The final Compassionate Use Letter will reflect the IRB Chair’s concurrence with the sponsor and treating physician that it is appropriate to use the device under the FDA’s compassionate use provisions. This should not be construed as IRB approval per 21 CFR 56.  

A. Patient Information
1. Patient Initials:       

2. Description of the patient’s condition and the circumstances necessitating treatment:         

3. 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:      

B. Investigational Device Information

1. Name of Device:       

2. IDE#:       

3. Location of treatment (i.e., NMH, RIC) (Note- clearance from the institution will need to be obtained from the treating physician and/or sponsor before treatment occurs):        

C. The following documents should be attached to the signed form:
· Informed consent document
· Independent assessment from uninvolved physician (signed letter or e-mail)
· Authorization for the compassionate use of the device from the IDE sponsor 
· Clinical Protocol or treatment plan: The plan should include an appropriate schedule for monitoring the patient, taking into consideration the investigational nature of the device and the specific needs of the patient. If the treatment of the patient will deviate from the clinical protocol, please provide an explanation of any such deviations.
· Device brochure
· FDA documentation


INVESTIGATOR’S ASSURANCE

· I am aware that prior FDA approval is needed before compassionate use occurs, and that in order to obtain Agency approval, the sponsor should submit an IDE supplement requesting approval for a protocol deviation under section §812.35(a) in order to treat the patient. 
· I will not treat the patient identified in the supplement until FDA approves use of the device under the proposed circumstances. 
· I will report any problems that occur as a result of device use to the FDA and the IRB as soon as possible.  
Name of the Treating Physician:       

Signature of the Treating Physician:  ________________________________________________   

Date: _____________________________________________

Department:       

e-mail:       

Phone/Pager:       


Submit the form in eIRB+ and alert us once this form has been submitted at  irb@northwestern.edu. Reach out with questions on how or when to use this form.
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