
Overview: Patient Access to Drugs in Shortage Act of 2012 
 

• Price Stability — the legislation changes the Medicare reimbursement rate for generic 
injectable products with 3 or fewer active manufacturers from Average Sales Price (ASP) + 
6% to Wholesale Acquisition Cost (WAC) in order to achieve market price stability.  

 Average Sales Price (ASP) - the weighted average of all non-federal sales to 
wholesalers net of chargebacks, discounts, rebates, and other benefits tied to 
the purchase of the drug product, whether it is paid to the wholesaler or the 
retailer. The basis for reimbursement for products covered under Medicare 
Part B changed under the Medicare Modernization Act of 2003 from AWP to 
ASP.i 

 Wholesale Acquisition Cost (WAC) - developed by manufacturers using 
algorithms to account for expected demand for the product, future competition 
for the product and project marketing costs. The WAC is the baseline price at 
which wholesale distributors purchase products.ii 

 
 

 
• Medicaid/340B Rebate Exemption — the legislation exempts generic injectable products 

with 3 or fewer active manufacturers from Medicaid rebates and 340B discounts in order to 
achieve market price stability.   

 Generic manufacturer net sales are below ASP because they are required to 
provide Medicaid rebates and 340B discounts that exert additional downward 
pressure on already unstable pricing. 
 

 
• Brand Tax Exclusion — the legislation excludes the PPACA annual fee for any brand 

company that enters the market to produce a drug that is in short supply. 
 

 
• Study — the legislation would require the Secretary to contract with an independent entity to 

study the effects of the legislation and provide a report back to Congress no later than 3 years 
after the enactment of the bill.   
 
 
 
 
 
 
 
 
 

                                                           
i  http://www.hrsa.gov/opa/glossary.htm, Health Resource and Services Administration, U.S. Department of Health and Human 
Services 
ii http://www.hrsa.gov/opa/glossary.htm, Health Resource and Services Administration, U.S. Department of Health and Human 
Services 


