CHECKLIST -- Humanitarian Use Device
(For Principal Investigator or IRB Primary Reviewer)
1. Will the planned use of this device be solely for clinical care?

___ Yes ___ No

2. Will the planned use of this device be to assess the safety or 

effectiveness of this device?






___ Yes ___ No


[If “Yes”, the use must be regarded as research.]

3. Will the planned use of this device be within the device’s 

approved labeling?







___ Yes ___ No


[If “No”, an IDE is required.]

4. What is the principal risk posed by the device?

5. What is the principal benefit associated with use of the device?

6. Does the probable benefit outweigh the risk of injury or illness from 

the device, taking into account the probable risks and benefits of 

currently available alternative devices or forms of treatment?

___ Yes ___ No
7. Does the proposed use exceed the scope of the device’s FDA 
approved indication?







___ Yes ___ No

8. Does the consent document make clear that the effectiveness of the 

device for this planned use has not been proven or demonstrated?

___ Yes ___ No

{For the IRB Primary Reviewer only:}

9. Does the application meet the requirements presented in the DUHS 

Humanitarian Use Device policy?





___ Yes ___ No
Name of Principal Investigator:  _____________________________________________

Name of IRB Primary Reviewer:  ____________________________________________

Date:  _________________________________________________________________
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