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Is the HUD use necessary to 

prevent death or serious 

harm to a patient? 

IRB review of application for use of the HUD in the facility.  

No 

No 

No 

Yes 

Yes 

Yes 

Yes 

Is there sufficient time to 

obtain IRB approval prior to 

the HUD use? 

No 

Follow procedures for 
emergency use of the HUD. 

No 

Yes 

Is the HUD to be used for 

HDE-approved indication(s) 

only? 

Use safety or effectiveness 

data to be collected? 

Is the HUD being used as 

part of a clinical 

investigation? 

The HUD use is not a 

clinical investigation. 

The HUD use is a clinical investigation. 21 CFR Part 50 and 

21 CFR Part 56 apply; no IDE is required for study of 

approved indication(s).  

The HUD use is a clinical investigation. 21 CFR Part 50 and 21 CFR Part 56 apply; 

IDE regulations at 21 CFR 812 apply. 

The IRB review process is up to the IRB; IRBs should be cognizant that FDA has made a 

determination of safety and probable benefit for use of the HUD only within its 

approved indication(s). 

https://www.ecfr.gov/cgi-bin/text-idx?SID=ec99a60404011f6cc7d0ed42491d53ed&mc=true&node=pt21.1.50&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=ec99a60404011f6cc7d0ed42491d53ed&mc=true&node=pt21.1.56&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=ec99a60404011f6cc7d0ed42491d53ed&mc=true&node=pt21.1.50&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=ec99a60404011f6cc7d0ed42491d53ed&mc=true&node=pt21.1.56&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=ec99a60404011f6cc7d0ed42491d53ed&mc=true&node=pt21.8.812&rgn=div5

