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REAL-TIME PMA SUPPLEMENT: CHECKLIST 



“Real-Time PMA Supplement: Checklist” Job Aid  
prepared by Amy Sellers with input from SoftwareCPR® Partner, John Murray 

1Checklist based on the December 2019 FDA Guidance document Real-Time Premarket Approval Application (PMA) Supplements.  

 
A device modification is appropriate for real-time PMA Supplement review if it is a minor, expected change.1  
 
A change is likely a minor change if it is (all four must be true):  

 
 
 
 
 
 
 
 
A change is likely NOT a minor change if:  
 

. 

1. Expected for that 
Device Type

Normal change for this 
particular device type, 

clinical use, and this 
configuration

2. Validated

Validated according to: 1) 
Scientific principles 

previously relied on by 
FDA, & 2) Accepted test 

methods or procedures for 
that device type

3. Adequately 
Supported by Pre-
Clinical or Animal 

Testing

No new clinical data 

4. Reviewed within a 
single scientific 

discipline

No multi-disciplinary 
scientific review

The change will modify the intended use of the device

The change will modify the patient population for the device

The change will modify a risk item in the device

Hint: The FDA would 
not be “surprised” by 
this type of change to 

the device. 

Hint: The PMA holder 
can use their existing 
V&V and testing tools 
to ensure continued 

safety. 

Hint: New clinical data 
is not needed because 
there is no change in 

intended use or 
indications for use. 

Hint: Since the 
change is not very 

complex (it should be 
easy to explain and 

understand), no 
multidisciplinary 
review is needed. 


