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   Northern California Health Care System

	INVESTIGATIONAL DEVICE 


	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	     


	Responsible Clinician: (First Name, Middle Initial, Last Name, Degree(s))      

	Study Sponsor: (Usually the Manufacturer of the device)       

	Device Manufacturer:  (If other than the Sponsor)      

	Device Source:       


A. DEVICE DESCRIPTION

	1. Device Type:      

	2. All Designations for device:      

	3. Therapeutic classification and expected therapeutic effects:      

	4. What are the benefits of this device compared to alternative devices and procedures?      

	5. Special Precautions:      


B. RISK LEVEL (This is based on the proposed USE of the device in this research project.)
	1. Risk level specified by the device manufacturer:
 FORMCHECKBOX 
 Significant Risk
   FORMCHECKBOX 
  Non-Significant Risk


	2. What scientific evidence or prior data does the Sponsor use to document the level of risk of the device?      

	3. Has the Sponsor received an Investigational Device Exemption (IDE) for the device?    

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No
· If Yes, provide a copy of IDE application and FDA letter indicating receipt of application, or a letter from the sponsor, or a commercial protocol with the IDE
a.) IDE Application Number:      

	4. Risk level specified by the FDA: 
 FORMCHECKBOX 
 Significant Risk    FORMCHECKBOX 
 Non-Significant Risk

	5. Has the device been cleared by the U.S. Food and Drug Administration (FDA) for marketing under the 510(K) process?



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· If Yes, has the device been changed or modified in any way? (That is, has the design or intended use been changed?



 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

· If Yes, has the manufacturer obtained a new market clearance from the FDA for this change?

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

· Did the FDA require the submission of additional clinical data under an IDE for this change?



 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

	6. Severe adverse outcomes possible with the device:      

	7. What are the risks of this device compared to alternative devices and procedures?      


C. STORAGE, SECURITY, DISPENSING, AND DESTRUCTION
	1. Manufacturer Storage Requirements:      

	2. How will the device(s) be stored at the VA medical facility?      

	3. Where will the device(s) be stored at the VA medical facility?      

	4. Security Requirements:      

	5. How will the device(s) be secured at the VA medical facility?      

	6. Who will have access to the device(s)?      

	7. Who will be accountable for the devices used in this research project?      

	8. Method of Dispensing:      

	9. How will the dispensing of the device(s) be tracked?      

	10. How and will the device(s) be destroyed or returned to sponsor?      

	11. In case of a device recall, what is the investigator’s proposed plan for ensuring that appropriate emergency information is available?       

	12. What is the investigator’s proposed plan for documenting device use in the participant’s medical record?      

	13. How will records pertaining to the device(s) be maintained at the VA medical facility?      

	14. Who will be responsible for the records pertaining to the device(s) maintained at the VA medical facility?      


PRINCIPAL INVESTIGATOR’S ASSURANCE

	I herby assure the following:

I and all the sub-investigators and research personnel agree to comply will all applicable requirements for Investigational Devices, including, but not limited to, the following:

· Use the investigational device only after notification of IRB and R&D Committee approval 

· Obtain informed consent, unless the IRB approved waiver of informed consent.

· Provide secure storage for all investigational devices according to their storage requirements.

· Ensure that all investigational devices are secured properly.

· Provide accountability of all investigational devices used in this research project.

· Maintain records and track all investigational devices.

· Ensure proper dispensing and utilization of the investigational devices as defined in the research project proposal.

___________________________________                                      ______________________

      Signature of Principal Investigator


                      Date




	IRB USE ONLY

	INVESTIGATIONAL DEVICE 

	1. What is the risk level of the device (based on the proposed use of the device) determined by the fully convened IRB?

     FORMCHECKBOX 
  Significant Risk.   FORMCHECKBOX 
  Non-Significant Risk.

2. Does the IRB concur with the risk level specified by the sponsor? 

     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

3. Is an investigational device exemption (IDE) from the FDA required for this device? 

     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Note: An IDE must be received from the FDA when the IRB decides the investigational device is significant risk and the sponsor specifies the level of risk as non-significant.

4. Do the potential research benefits of this device justify the risk to participants as compared to alternative devices      and procedures? 

     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

_____________________________________________                                          __________________

Barth Wilsey, M.D., IRB Chairperson                                                                          Date




Department of Veterans Affairs








� As stated in the regulations [812.3(m)], A “Significant Risk Device” means an investigational device that: Is intended as an implant and presents a potential for serious risk to health, safety, or welfare of a subject. Is purported or represented to be for use in supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject. If for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject. Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.





� A “Non-Significant Risk Device” is one that does not meet any of the criteria above.





� Premarket notification, required under Section 510(K) of the Food, Drug, and Cosmetic Act, facilitates the marketing of devices that are “new” to a company but substantially equivalent in terms of safety and effectiveness to devices that were on the market before the Medical Device Amendment Act of 1976.
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