IRB DEVICE SUPPLEMENT TO APPLICATION TO UNDERTAKE RESEARCH INVOLVING HUMAN SUBJECTS

VA New Jersey Health Care System
 Human Research Involving Devices

DEVICE DESCRIPTION

1. Name of device:

2. Description of device:

3. Manufacturer of device:

4. Source of device:

5. Therapeutic classification/expected therapeutic effects of device:

6. List all designations of device:

7. Regulatory classification of the device being under study (submit investigators brochure/device information)
a.  Is this device to be evaluated an investigational new device?   
___YES  ___ NO
i.  If YES, what is the IDE number?  

b. Is this device being used under FDA pre-market notification (510K) status?  
___YES  ___ NO
Is this device being used for an FDA approved indication?  
___YES  ___ NO
c. Is an FDA comparator device being used?  
___YES  ___ NO
i. If yes, what is the comparator device?
8. Sponsor’s Device Risk Assessment: 
a. Provide the risk assessment from the sponsor (including the device risk level SR [Significant Risk Device], NSR [Non-Significant Risk Device]  Note: the principal investigator is to provide their own device risk assessment if there is no sponsor.
b. If the risk assessment is NSR, provide justification for that determination.
CONTROL OF THE DEVICE (Receipt, storage, security, dispensing/use and return) (AAHRPP I.5.B)
If your research involves the use of an investigational medical device, describe your plans for receipt, storage, security, dispensing, and use of the investigational device. In particular, describe how the device will be controlled so that only authorized personnel will be able to use or dispense the device and so that the device will be used only in subjects who have consented to be in the research.

1. What are the manufacturer/supplier requirements for storage?

2. Where will the device be stored?

3. How will the device be stored?

4. How will the device be secured?

5. Who will have access to the device?

6. Who will be responsible/accountable for the device?

7. How will the accountability (receipt, dispensing/use, disposition/return) of the device be documented/tracked?

8.  Who will be responsible for maintaining the records for the control (receipt, storage, security, dispensing/use, return/disposition) of this device?
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