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HEALTH REFORM 
  
340B Program Changes 
  
Historically, the 340B drug pricing program has allowed certain hospitals and federal 
grantees and federally-qualified health center look-alikes to purchase outpatient 
drugs at heavily discounted prices. The Patient Protection and Affordable Care Act 
and Health Care and Education Reconciliation Act of 2010 (collectively, the Reform 
Legislation), expanded the types of hospitals and entities eligible to participate in the 
program. Newly-eligible providers should evaluate their current outpatient operations 
to determine if participation in the 340B program would be advantageous for them 
and to ascertain whether they need to take any action to be eligible to participate. 
  
Under the Reform Legislation, PPS-excluded children's and cancer hospitals may 
participate in the 340B program for outpatient drugs, if they would have had a DSH 
hospital payment adjustment percentage of greater than 11.75 percent (if they were 
otherwise a PPS hospital). Similarly, rural referral centers and sole community 
hospitals are eligible for 340B program participation if they would have had a DSH 
payment adjusted percentage greater than eight percent. Also, critical access 
hospitals may participate in the 340B program, but they are not required to meet a 
minimum DSH payment adjustment percentage. Orphan drugs, as defined under § 
526 of the Federal Food, Drug and Cosmetic Act, are not eligible for 340B discount 
pricing for the newly-eligible types of organizations. Additional information on 340B 
criteria may be accessed through the Health Resources and Services Administration 
(HRSA) website. 
  
Newly-eligible providers can participate in 340B discounts effective as of January 1, 
2010 but enrollment will not occur until the Health Resources and Services 
Administration’s (HRSA) Office of Pharmacy Affairs has produced guidance and 
enrollment material for the new provider types. While it is unclear whether retroactive 
340B discounts will be available for covered outpatient drugs purchased between 
January 1 and a provider’s actual enrollment date, the Office of Pharmacy Affairs has 
permitted retroactive discounts for newly-eligible provider types in the past. As a 
result, newly-eligible providers should establish eligibility as quickly as possible to 
take advantage of the potential for retroactive discounts. 
  
The most significant change for children's hospitals and cancer hospitals may involve 
changes to their outpatient drug purchasing methodology as they may not purchase 
their 340B covered outpatient drugs through a group purchasing organization (GPO). 
The GPO purchasing limitation, however, is not applicable to rural referral centers, 
sole community hospitals or critical access hospitals. Also providers should retain 
documentation to demonstrate that covered outpatient drugs for which they intend to 
seek retroactive 340B discounts were not submitted for Medicaid rebates. 
  
With the expansion of the 340B program, Congress has included new compliance 
requirements and penalties for 340B violations. The Reform Legislation imposes new 
penalties on covered entities for knowingly and intentionally reselling 340B drugs to 
individuals who are not patients of the provider and requires that the providers 

Editor 
Policy Analyst 

Kathleen P. Rubinstein, MPA 
krubinstein@bakerlaw.com 

713.276.1650 
 
 

National Co-Leaders 
Thomas W. Kahle 
tkahle@bakerlaw.com 

513.929.3414 

 
Christopher J. Swift 

cswift@bakerlaw.com 
216.861.7461 

 
 

Chicago 
Ronald S. Okada 
rokada@bakerlaw.com 

312.416.6210 
 

Cleveland 
Steven A. Eisenberg 
seisenberg@bakerlaw.com 

216.861.7903 

 
John S. Mulhollan 

jmulhollan@bakerlaw.com 
216.861.7484 

 
Emily E. Williams 

eewilliams@bakerlaw.com 
216.861.7373 

 
Thomas S. Campanella 
tcampanella@bakerlaw.com 

216.861.6551 
 

Susan Whittaker Hughes 
shughes@bakerlaw.com 

216.861.7841 
 

Columbus 
Richard W. Siehl 
rsiehl@bakerlaw.com 

614.462.2639 

 
Mark Hatcher 

mhatcher@bakerlaw.com 
614.462.4765 

 

Winnie Sim 
wsim@bakerlaw.com 

614.462.4726 

 
Costa Mesa 

George Mooradian 
gmooradian@bakerlaw.com 

714.966.8800 

 
 
 



  Health Law Update–May 13, 2010 -2- 

regularly update their 340B eligibility information on HRSA’s website. In addition, 
HHS is required to verify the accuracy of information submitted by providers and 
develop a standardized system to identify 340B eligible providers to facilitate 340B 
transactions. 
  
For more information, please contact Robert M. Wolin, rwolin@bakerlaw.com or 
713.646.1327. 
 

 
 
Baker & Hostetler LLP publications are intended to inform our clients and other friends of the Firm about current 
legal developments of general interest. They should not be construed as legal advice, and readers should not act 
upon the information contained in these publications without professional counsel. The hiring of a lawyer is an 
important decision that should not be based solely upon advertisements. Before you decide, ask us to send you 
written information about our qualifications and experience. © 2010 Baker & Hostetler LLP 

Denver 
David Waller 

dwaller@bakerlaw.com 
303.764.4093 

 
Houston 

Robert M. Wolin 
rwolin@bakerlaw.com 

713.646.1327 

 
Susan Feigin Harris 
sharris@bakerlaw.com 

713.646.1307 

 
Donna S. Clark 

dclark@bakerlaw.com 
713.646.1302 

 
B. Scott McBride 

smcbride@bakerlaw.com 
713.646.1390 

 
Gregory N. Etzel 
getzel@bakerlaw.com 

713.646.1316 

 
Krista M. Barnes 

kbarnes@bakerlaw.com 
713.646.1352 

 
Sameer V. Mohan 
smohan@bakerlaw.com 

713.646.1309 

 
Summer D. Swallow 
sswallow@bakerlaw.com 

713.646.1306 

 
Ameena Ashfaq 

aashfaq@bakerlaw.com 
713.646.1329 

 
Tiffany D. Reyes 

tdreyes@bakerlaw.com 
713.646.1357 

 
Kati L. Freeman 

kfreeman@bakerlaw.com 
713.646.1364 

 
Los Angeles 
Neil Carrey 

ncarrey@bakerlaw.com 
310.442.8835 

 
James D. Figura 
jfigura@bakerlaw.com 

310.979.8462 

 
New York 

John J. Carney 
jcarney@bakerlaw.com 

212.589.4255 

 
Orlando 

G. Thomas Ball 
tball@bakerlaw.com 

407.649.4004 

 
Richard W. Siehl 
rsiehl@bakerlaw.com 

407.649.4076 

 
Washington, DC 
Terry Connerton 

tconnerton@bakerlaw.com 
202.861.1613 

 
 


