
POTENTIAL IMPACT OF A MORE EXPANSIVE  
PATIENT DEFINITION POST-GENESIS 

On November 3, 2023, the US District Court for the District of South Carolina issued a decision 
in a lawsuit involving the federally qualified health clinic (FQHC) Genesis Health Care, a “covered 
entity” eligible to purchase significantly discounted drugs under the 340B Drug Pricing Program. 
The court agreed with Genesis that the 340B statute does not require 340B prescriptions to 
originate in 340B-eligible locations.  

This decision could encourage covered entities, including federal grantee clinics like Genesis as 
well as 340B hospitals, to take a broader view of which patients and prescriptions are 340B-eligible, 
as depicted in the graphic below. 

Analysis of Medicare Part D Prescription Drug Event (PDE) data indicates that the most aggressive 
approach to identifying 340B eligible patients, like that used by Genesis, could result in a nearly 
three-fold increase in 340B volume, relative to a conservative approach requiring prescriptions 
to originate in 340B eligible locations.
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Analysis also shows that the impact of an expanded patient definition is more significant for 
drugs dispensed through contract pharmacies as compared to in-house pharmacies. Therefore, 
manufacturers that are limiting 340B sales through contract pharmacies will likely be largely 
insulated from the risk of 340B expansion following the Genesis decision. 

Impact of Expanded Patient Definition on Part D Reimbursement for 340B 
Prescriptions, by Pharmacy Channel
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