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	Principal Investigator:
	
	Date:
	

	Study Title:
	



Form P
Include in IRB Application for Any Medical Device Being Tested in Research or 
Any Humanitarian Use Device(s) (HUD)
If you are conducting research to determine the safety or efficacy of a device, complete this form and include it with your IRB application submission. 
Section A:  MUST COMPLETE; LIST EACH DEVICE INVOLVED IN STUDY
	  NAME OF DEVICE (include generic and trade    name if applicable)
	MANUFACTURER(S)
	ROUTE OF 
ADMINISTRATION*

	
	
	

	
	
	

	*Indicate if study involves a combination product as defined by FDA (i.e. drug delivery method involves use of an unapproved device or FDA approved device which could significantly increase risk to subjects).

	1. Check the box next to the category that best fits the device(s) you propose to use in your research 
(see definitions below).  


	
	  Significant risk device (SR) Complete Section B, C, and if applicable D. 

	
	
	
	

	
	  Nonsignificant risk device (NSR) Note: Unless documentation of an FDA NSR determination is provided, the IRB 

	
	must review for concurrence with your NSR designation [21 CFR 812.66]). Complete Section C and if applicable D.

	
	
	
	

	
	  Humanitarian use device (HUD) Attach documentation from the sponsor or FDA with the Humanitarian Use Device 

	
	Exemption (HDE) Number and complete Section C and if applicable D.

	
	
	
	

	
	  Treatment investigational new device  Complete Section B, C, and if applicable D.

	
	
	
	


2. Describe the possible risks associated with each of the devices to be used in this study in relation to potential benefit(s) (use additional sheets if necessary):  
	


Significant Risk device study is defined [21 CFR 812.3(m)] as a study of a device that presents a potential for serious risk to the health, safety, or welfare of a subject and (1) is intended as an implant; or (2) is used in supporting or sustaining human life; or (3) is of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health; or (4) otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.  Note: A significant risk device study requires an Investigational Device Exemption (IDE ) be approved by FDA.
A Nonsignificant Risk device investigation is one that does not meet the definition for a significant risk study.  
Note: A nonsignificant risk device study does not require an Investigational Device Exemption (IDE) be approved by FDA.
Humanitarian Use Device (HUD) [21 CFR 814]

A HUD is a device that is intended to benefit patients in the treatment and diagnosis of diseases or conditions that affect or is manifested in fewer than 4,000 individuals in the United States per year.  The statute and the implementing regulation (see 21 CFR 814.124(a)) require IRB review and approval before a HUD is used. For use of a HUD in clinical, emergency, compassionate, and investigation situations refer to the “Humanitarian Use Device SOP” available at and the “IRB Summary Medical Devices: Humanitarian Use Devices“ document. For more information on HUDs and Humanitarian Use Device Exemptions (HDE) Regulations see the FDA HDE Regulation Question and Answers guidance.

Treatment Investigational New Device Exemption  [21 CFR 812.36]
A device that is not approved for marketing may be under clinical investigation for a serious or immediately life-threatening disease or condition in patients for whom no comparable or satisfactory alternative device or other therapy is available. During the clinical trial or prior to final action on the marketing application, it may be appropriate to use the device in the treatment of patients not in the trial under the provisions of a treatment investigational device exemption (IDE).
Section B: Investigational Device Exemption (IDE) Requirements 

Under FDA regulations, research that involves a significant risk device must be conducted under an FDA approved IDE, unless the study meets one of the exemptions from the IDE requirement [21 CFR 812.2(c)].
IF YOUR STUDY INVOLVES A SIGNIFICANT RISK DEVICE, COMPLETE THE FOLLOWING TO DOCUMENT THAT THE STUDY IS BEING CONDUCTED UNDER A VALID IDE OR IS EXEMPT FROM IDE REQUIREMENTS

1. Significant risk device study is being conducted under a valid IDE.
	
	
	No, skip to question 2

	
	
	
	
	

	
	
	Yes, complete the remainder of question1 then proceed to Section C

	
	
	
	
	

	
	IDE Number:
	
	
	

	
	
	

	Attach ONE of the following as validation of IDE Number [check the item attached]

	

	
	
	Written communication from sponsor

	
	
	

	
	
	Written communication from FDA (required for investigator held IDEs)

	
	
	

	
	
	Sponsor protocol imprinted with IDE #

	
	IDE SUBMITTED/HELD BY:
	


[If IDE is held by the investigator, also complete Section D below]
2. Investigator has obtained/will obtain documentation from the sponsor or FDA** to confirm study is Exempt from IDE requirements [21 CFR 812.2]. 
	
	
	No, skip to question 3

	
	
	
	
	

	
	
	Yes, complete the remainder of question 2 then proceed to Section C

	
	
	
	
	

	
	
	Documentation Attached

	
	
	

	
	
	Documentation Pending (Expected due date:
	
	)


3. Investigator, absent a ruling from FDA, believes the study meets one of the following categories for Exemption from IDE Requirements [21 CFR 812.2(c)] (check all applicable categories)
	
	
	

	
	Exemption Category 1:  Approved Device Investigation – In order to be exempt from IDE requirements based on this category, ALL of the following questions must be “true”.   If ANY of the following statements are “false”, you are responsible for consulting FDA** to determine whether or not an IDE is required.  

1.

The device is lawfully marketed in the United States.

True

False

2.  

The results of the investigation are NOT intended to be reported to FDA as a well-controlled study in support of a new indication for use or intended to be used to support any other significant change in the labeling for the device.

True

False

3.  

The investigation does NOT involve an indication for the device such as, new population, condition, area of the body or significant design change.

True

False



	
	Other Exemption Categories    - If protocol involves any of the following situations, FDA has very specific criteria which must be met in order for the study to be exempt from IDE requirements.  You are responsible for consulting FDA guidance and/or checking with FDA** to determine whether or not an IDE is required.  CHECK ANY OF THE FOLLOWING THAT APPLY TO YOUR PROTOCOL.

	
	
	
	Testing of an in vitro diagnostic device

	
	
	

	
	
	
	Consumer preference testing of a device

	
	
	

	
	
	
	Testing of a minor modification of an approved device

	
	
	

	
	
	
	Testing of a combination of two or more marketed devices in accord with approved labeling 

	
	
	
	and with no added risks to subjects.

	
	
	

	
	
	
	Testing a custom device

	
	
	

	
	
	
	Use of a device to test a physiologic principle or as a tool to answer a research question

	
	
	
	

	
	
	
	Combination (drug/device) products

	
	
	

	
	**CONTACTING FDA - FDA recommends that the sponsor-investigator contact Center for Devices and Radiological Health (CDRH) if unsure about exemption from IDE requirements. CDRH Manufacturer’s Assistance 800-638-2041, 301-796-7100, industry.devices@fda.hhs.gov.  The procedures CDRH follows for responding to inquiries regarding the need for an IDE submission is available at http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm126598.htm

	

	Section C: Device Management and Accountability [21 CFR 812.140] (MUST COMPLETE)
Please note, the IRB has standard operating procedures (SOPs) requiring periodic quality improvement reviews (QIR) for investigational device accountability.  If your protocol is selected for a device accountability QIR, you should expect to be evaluated on site-specific policies and procedure for storage, control, dispensing, accountability, and monitoring (including details on who does what, when, etc…).  To develop your own SOPs, you may use the Investigational Device Accountability SOP Template as a guide; available for downloading from the Office of Research Integrity Quality Improvement Program (QIP) web site (see QI Resources).  For an example of the areas evaluated during a device accountability QIR, see the Investigational Device Accountability Log under Sample Study Logs on the QIP web site. 
1. 

Describe how dispensing of the investigational device(s) will be controlled including policies and procedures for storage, control, dispensing, and accountability:
2. 

Indicate  where the devices will be stored and how access to the device(s) will be limited to prevent unauthorized access (i.e. limit only individuals listed as study personnel on the IRB approved protocol):
Section D: Sponsor-Investigator Responsibilities
 (PRINCIPAL INVESTIGATOR (PI) MUST COMPLETE ONLY IF STUDY IS INVESTIGATOR-INITIATED (i.e. investigator holds an IDE, HDE, Treatment IDE or initiates a NSR Device study)

1.

Is the PI aware of his/her regulatory responsibilities in acting as both the investigator and sponsor for an FDA regulated investigation? NOTE: Abbreviated regulatory responsibilities apply for sponsor-investigators of nonsignificant risk device studies? 
Yes

N/A

(i.e. transferred responsibilities)

For an overview of the FDA requirements download ORI’s “Summary of FDA Requirements For Investigators Who Are Also Considered Sponsors of New Devices” available at http://www.research.uky.edu/ori/IRB-Survival-Handbook.html#Devices
2.

Has the PI transferred any sponsor obligations/responsibilities to a commercial sponsor, contract research organization (CRO) or other entity?

No
Yes
(If yes, indicate responsibilities
N/A

transferred below):
3.

Explain how monitoring the conduct of the clinical investigation, and reviewing and evaluating safety information will be performed, and by whom (use additional sheets if necessary)
[21 CFR 812.46; FDA Monitoring Guidance]:



Additional Guidance Materials

FDA Regulations – 21 CFR 812 (device) 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
FDA Frequently Asked Questions about Medical Devices (2006) http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM127067.pdf
Significant Risk and Nonsignificant Risk Medical Device Studies (2006) http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126418.pdf
FDA Decisions for Investigational Device Exemption (IDE) Clinical Investigations (draft 2011)

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm277669.htm
In Vitro Diagnostic (IVD) Device Studies – Frequently Asked Questions (2010) http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM071230.pdf
ICH Good Clinical Practice (GCP) Consolidated Guidance, 4.6 Investigational products
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
For information and instructions on mandatory sponsor-investigator training for PIs, download ORI's document “University of Kentucky Sponsor-Investigator Mandatory Training” using the following link:   http://www.research.uky.edu/ori/ORIForms/82-Sponsor-Investigator-Training-Description.pdf
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