

Clinician/Principal Investigator (pi):      
       Service:      
Study ID:         Date:      

Phone: 
Other contact (if applicable): 
Phone: 
1. Name of the Device (generic and trade names if applicable):        
2. Name of Manufacturer of Device:      
3. Date of HUD Designation:      
4. HUD number (supplied by manufacturer):      
5. How many patients received the device at PVAMC since the last review?      
6. Have any unanticipated serious adverse events occurred in patients who received this device since the last IRB review? 

 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No  If No, go to item 7.

a. If Yes to 6, was/were the event(s) previously reported to the IRB?   FORMCHECKBOX 
Yes     FORMCHECKBOX 
No  

b. If No to 6.a, please describe:      
1. Have there been any new contraindications, warnings, or precautions for the use of the device issued by the manufacturer since the last review?  FORMCHECKBOX 
Yes     FORMCHECKBOX 
No 
a. If Yes, please attach a copy.

2. Have there been any changes in the HDE documentation since the last review?  FORMCHECKBOX 
Yes     FORMCHECKBOX 
No 
3. If Yes, please attach a copy and submit it to the IRB with a Project Revision/Amendment Form outlining the changes in lay terms.

4. What is the manufacturer’s risk designation for the device? Non-significant  FORMCHECKBOX 
               Significant  FORMCHECKBOX 

My signature below affirms that the use of this HUD as described in this application will not contribute data to any ongoing research project or clinical investigation.
Please promptly report any serious adverse events that occur in participants receiving this device to the IRB. 
Clinician










Date

Retain a copy of this document in your study records               
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