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COMPASSIONATE USE OF A MEDICAL DEVICE REQUEST TITLE [Include full title]


INSTRUCTIONS:
WHEN TO USE THIS APPLICATION:
The compassionate use provisions of the medical device regulations allow access to an unapproved medical device (a) that is currently undergoing clinical investigation for patients who do NOT meet the inclusion criteria for the study/project for a device; OR (b) for a device that is not being studied in a clinical trial and does not have an IDE . The device may be used in a single patient or in a small group of patients. The patient(s) must have a serious disease or condition for which there is not satisfactory alternative treatment.
Prior FDA approval is needed before compassionate use occurs. The sponsor must submit an IDE supplement requesting approval for a protocol deviation in order to treat the patient(s). The physician should not treat the patient(s) until FDA approves use of the device under the proposed circumstances.
Compassionate Use of an unapproved medical device requires concurrence of an IRB Chair, informed consent of patient(s), and clearance from the institution in which the use will occur.
When you write a Compassionate Use request, keep an electronic copy. You will need to modify this copy when making changes.
As you are writing the Compassionate Use request, remove all instructions in italics so that they are not contained in the final version of your this request.

PRIMARY CLINICIANS(S):
Name(s)
Department(s)
Telephone Number(s)
Email Address(s)
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	Protocol Information 
	Provide a synopsis of the Compassionate Use request addressing the following items:

	Brief device description:
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	Patient Population:
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1.1 Explain in what respects the patient(s) have a serious or life-threatening condition necessitating treatments with this device. 
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1.2 Explain why alternative therapies are unsatisfactory and why it is probable that the risk/benefit ratio of using the unapproved device is better than available alternatives.
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1.3 Identify any significant ways in which the use of the device to treat the patient(s) will differ from the manner in which it is used in the approved protocol.
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1.4 Identify the uninvolved physician who will provide an assessment in writing that the use of the device in this patient(s) involves the treatment of a serious disease or condition, that there is no satisfactory alternative treatment, and that the risk/benefit ration of administering the device is better than available alternatives.
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1.5 Device Information

	Device Name
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	Manufacturer/Supplier of Device
	[bookmark: Text29]     

	Where will the device(s) be stored?
	[bookmark: Text30]     

	Is the device supplied at no cost?
	 |_| Yes                               |_| No

	Who holds the IDE?
	 |_| N/A
[bookmark: Check9] |_| CTEP
 |_| Device Manufacturer Company
 |_| Principal Investigator (PI)
 |_| Outside PI

	In the opinion of the sponsor, select the level of risk associated with this device
	
|_| Significant Risk      |_| Non-Significant Risk




1.6 Provide the name of each device, the person(s) who will be authorized to administer each device, and explain how each individual is qualified by training and experience to administer each device. Add additional rows in the table, if necessary.

	Name of Device
	Name of Authorized Personnel
	Qualifications Explained

	[bookmark: Text31]     
	[bookmark: Text34]     
	[bookmark: Text37]     

	[bookmark: Text32]     
	[bookmark: Text35]     
	[bookmark: Text38]     

	[bookmark: Text33]     
	[bookmark: Text36]     
	[bookmark: Text39]     



[bookmark: _Toc202865122]FDA Audit

4.1	Has the Primary Physician been audited by the FDA within the last 3 years?

|_| Yes                               |_| No

4.2	If yes, provide the study title, IRB #, date of audit, outcome(s) of the audit, and indicate whether the Primary Physician received a FDA Form 483.
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1.7 The letter from the sponsor authorizing use of the device in the present case(s).
1.8 A statement of approval from the institutional site where the device will be administered.
1.9 The protocol for the clinical research study in which the device is currently being evaluated, if there is an existing IDE.
1.10 A copy of the device brochure, Instructions for Use, or other similar documentation that provides information regarding the potential risks and benefits of the device.
1.11 An assessment from an uninvolved physician that use of the device in this (these) patient(s) involves treatment of a serious or life-threatening disease or condition, that there is no satisfactory alternative treatment, and the risk/benefit ration of administering the device is better than available alternatives.
1.12 The application that was submitted to the FDA seeking approval for compassionate use of the device in the present case(s).
1.13 The letter from the FDA approving the compassionate use.
1.14 [bookmark: _GoBack]An informed consent document prepared according to the UTHSC IRB consent form template.
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