Device Summary
See IRB-HSR Website for Additional Information:  http://www.virginia.edu/vpr/irb/hsr/devices.html
	
	Clinical Care: Compassionate Use
	Clinical Care:

Emergency Use
	Clinical Care:

Humanitarian Use
	Clinical Care:

Emergency or Off Label Use of an HUD
	Clinical Care:

Treatment Use
	Clinical Care:

Continued Access
	Research

	Background
	Use for patient or small group who do not meet protocol inclusion criteria. Treating physician feels device will help patient(s).

Allowed before or during a clinical trial 
	Subject does not meet inclusion criteria, clinical trial is not open at the institution,  life threatening situation and no time to get IRB approval

Allowed before or after start of clinical trial
	Device that would be used in less than 4000 patients /year in the US.  ( Orphan Device) 
	If use meets criteria for emergency use see Emergency Use column.  
Off label use:  

Follow same criteria as Humanitarian Use. 
	Provides access to investigational devices early in development process. 

Allowed during a clinical trial 
	Allows patients access to device after clinical trials are completed- awaiting FDA approval. 
	Use of an investigational device for research purposes

	Other Issues 
	Must first identify patient, then sponsor submits IDE application to FDA, then submit application to IRB. 
	May only use as emergency use one time at UVa- then must have a compassionate use protocol.

Within 5 days of use submit notification to IRB using template on website. 

Sponsor cannot submit data as part of an FDA application. 
	Called:
Humanitarian Use Device  (HUD)

 OR Humanitarian Device Exemption (HDE) 

Sponsor must have HDE designation from FDA. 
	For Off Label Use FDA recommends patient sign a consent form and that the PI has a plan to protect the patient.  
PI should submit summary report to IRB following the use . Must report AE's to IRB.  
	For patients with serious or life threatening condition- may receive outside of a clinical trial.

Sponsor must obtain a Treatment use IDE from FDA. 
	May use non- UVa IRB.  
	IRB must determine if device is exempt from IDE regulations.  If not exempt, must determine if device is significant risk. 

	Considered Research? 
	No- however FDA requires an IDE# and IRB Concurrence
	No- but use must be reviewed by full board AFTER USE. 
	No, however IRB review required.


	No, however IRB review required.


	Yes
	Yes
	Yes

	Use Protocol Builder?
	No
	No
	No
	No
	Yes
	ONLY if using UVA IRB
	Yes

	Protocol
	Yes-submit sponsors protocol only
	No
	No, but need to

submit Investigators Brochure
	No, but for off- label use, need some type of plan of methods to protect patient. 
	Yes- submit sponsors protocol only
	Yes-submit sponsors protocol only
	Yes- may submit UVa Protocol or Sponsors protocol and IRB Application

	Consent
	Yes-submit and use sponsors consent
	Yes-use sponsors consent if patient able to consent. 
	No- may provide patient with product information
	Yes, may use sponsors template. 
	YES- use UVa template to develop consent
	Yes-may use UVa template or one approved by outside IRB.
	Yes-use UVa template to develop consent unless waiver approved

	Training
	No
	No
	No
	No
	Yes
	Yes
	Yes

	Review Type
	IRB Chair only
	Full Board- AFTER use 
	Initial – Full Board

Continuations- Expedited
	Initial – Full Board

Continuations- Expedited
	Full Board 
	Full Board
	Full Board 

	Response
	Letter of Concurrence from IRB Chair
	Letter of Concurrence from IRB
	IRB Assurance Form
	IRB Assurance Form
	IRB Assurance Form 
	IRB Assurance Form
	IRB Assurance Form

	New Medical Device Form Required? 
	Yes:  If device will be used in health system and not previously used in health system 
	Yes:  If device will be used in health system and not previously used in health system
	Yes:  If device will be used in health system and not previously used in health system
	Yes:  If device will be used in health system and not previously used in health system
	Yes:  If device will be used in health system and not previously used in health system
	Yes:  If device will be used in health system and not previously used in health system
	Yes:  If device will be used in health system and not previously used in health system
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From FDA website:  http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm051345.htm#treatmentuse
12/09/2011


