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PRESERVE THE 340B DRUG DISCOUNT PROGRAM 
 
 
The 340B discount program authorizes price discounts on the purchase of pharmaceuticals by 
designated safety-net providers.  More than 65 Missouri hospitals participate in the program.  
They use the savings to enhance their capacity to deliver care to vulnerable populations.  The 
340B program also is used in community health centers, hemophilia centers and other settings.  
In 2010, Congress expanded the 340B program to include free-standing cancer hospitals, rural 
referral centers, sole community hospitals and critical access hospitals that meet the program’s 
criteria.   
 
In 1990, Congress created a Medicaid drug rebate program.  It required drug manufacturers to 
enter into rebate agreements with the U.S. Department of Health & Human Services to supply 
their products to state Medicaid programs at the manufacturer’s “best price” ― the lowest price 
offered to other purchasers.  
 
Section 340B of the Public Health Service Act was enacted in 1992 in response to 
pharmaceutical price increases.  It requires pharmaceutical manufacturers participating in 
Medicaid to sell outpatient drugs at discounted prices to specified types of safety-net providers.  
The “cost” of the program is borne by the pharmaceutical manufacturers, not the federal treasury.  
In 2005 and 2010, analyses conducted by the Congressional Budget Office found that proposed 
expansions of the 340B program would generate federal savings by lowering costs paid by 
Medicare and Medicaid.  
 
Some have expressed concerns about the program, citing a September 2011 Government 
Accountability Office analysis that suggested that the Health Resources and Services  
Administration needed to improve regulatory oversight of the program.  There have been efforts 
in Congress to try to scale back the program as well.  
 
In response to the concerns raised, HRSA has instituted several 340B program integrity 
measures, including audits of drug manufacturers and participating entities, and an annual 
recertification of 340B providers.   
 
HRSA has developed various proposals to revise its regulatory standards.  In 2014, HRSA 
attempted to issue a broad set of new regulations, but was blocked by a legal challenge from 
pharmaceutical manufacturers.  In 2015, the agency issued for public comment an extensive 
subregulatory “guidance” as to how it would interpret and enforce program standards.  As 
proposed, the guidance provides needed clarity on some issues, but would curtail the 
340B program’s scope by redefining eligible patients and providers.  Some hospitals predict that 
it would have a particularly adverse effect on the delivery of infusion services to vulnerable 
populations.  A final version of the guidance is expected to be released in late 2016.  Also, in 
August 2016, HRSA issued a proposed rule to create a dispute resolution process for the 
340B program.  The comment period for the proposed rule ends October 11.   
 
Missouri hospitals participating in the 340B program urge the Missouri congressional 
delegation to oppose legislative efforts to limit the scope of the program. 


