AlI/ML Level of IRB Review DECISION TREE

Study involves development, evaluation, )
or testing of an AI/ML Medical Device* N°C; Use Only. No Evaluation,
o ) evelopment, or testing.
(e.g., determining efficacy of the model IDE not required
on humans OR their data)

Yes: IDE

onsiderations
apply

Is the AlI/ML Device/Software

No. (May need IDE or NSR determination) _ intenqed for Use_ i_n th.e
dIaQHOSIS, cure, mltlgatlon,
treatment , or prevention of a

disease or condition?
|
No Yes
Is the AI/ML Device/Software
No FDA cleared or approved?
(e.g., is it commercially
Yes available in the US?)
No
Consider ALL procedures. Do
| they ALL fit under one or more Ves
o Expedited or IRB Exempt B
criteria?
Y(les
Expedited Category #4 for Al/ML
Do ALL aspects fit under one or more Device/Software used as cleared by FDA
- IRB Exempt criteria?
Y N .
Sz [} el PEeke Uit e (investigational AI/ML is not eligible for IRB ™ Expedited Category #1 for AlI/ML
Exemption) Device/Software under investigation
(i.e., development, evaluation, or testing)
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