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actually subject to FDA oversight. This includes diagnostic testing for purposes of 
possible inclusion in a clinical trial 
 

Devices that are FDA approved under the Humanitarian Use Device exemption are 
not considered to be experimental or investigational. 
 
Drugs used in Phase 4 trials may be covered if they are part of the formulary. 

 
D. Policy 

I. Any health care item or service CareSource determines in its sole discretion to be 
experimental or investigational is not covered. 

 
II. Any health care item or service not deemed experimental or investigational based on 

the criteria in Section C. may still be deemed experimental or investigational if it is 
not supported by credible research that soundly demonstrates that such item or 
service will have a measurable and beneficial health outcome. In determining 
whether such health care item or service is experimental or investigational, 
CareSource, in its sole discretion, will consider the information and evidence from 
one or more of the sources in Section III below and assess whether:   

A.   T
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