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340B Hospital Eligibility Criteria    Page 1 
Eligibility for Participation in the 340B Drug Pricing Program 

 
 
 

Purpose:  The purpose of this tool is to provide specific eligibility criteria, as well as a description of hospitals 
eligible for participation in the 340B Drug Pricing Program. 

 

Disproportionate Share Hospitals:  

Disproportionate share hospitals serve a significantly disproportionate number of low-income patients and 
receive payments from the Centers for Medicare and Medicaid Services (CMS) to cover the costs of providing 
care to uninsured patients.  

To be eligible to participate in the 340B Drug Pricing Program, disproportionate share hospitals must meet the 
requirements of 42 USC 256b(a)(4)(L). 

Disproportionate share hospitals are defined in Section 1886(d)(1)(B) of the Social Security Act. For more 
information, see the Disproportionate Share Hospitals Fact Sheet. 

Children’s Hospitals 

Children’s hospitals must show that they are not part of a larger institution by demonstrating financial and 
administrative independence. Children’s hospitals have a CMS designated 3300 series Medicare provider 
number. The defining legislation for children’s hospitals is Section 1886(d)(1)(B)(iii) of the Social Security Act.  

To be eligible to participate in the 340B Drug Pricing Program, children’s hospitals must either 

Have a disproportionate share adjustment percentage greater than 11.75 percent for the most recently filed 
cost report; or 

Be eligible under a separate indigent care calculation that meets specific criteria, including location in an urban 
area, 100 or more beds, and net inpatient care revenues (excluding Medicare) for indigent care of more than 
30 percent of net during the cost reporting period in which the discharges occur. This indigent care revenue 
must come from state and local government sources and Medicaid. 

Children’s hospitals are subject to the statutory 340B GPO Prohibition. 

 

Entity Type 

Nonprofit/ 
Government 

Contract 
Requirement 

DSH% Subject to GPO 
Prohibition 

Subject to 
Orphan Drug 

Exclusion 

Disproportionate Share Hospital (DSH) Yes >11.75% Yes No 

Children’s Hospital (PED) Yes >11.75% Yes No 

Free-Standing Cancer Hospital (CAN) Yes >11.75% Yes Yes 

Critical Access Hospital (CAH) Yes N/A No Yes 

Rural Referral Center (RRC) Yes ≥8% No Yes 

Sole Community Hospital (SCH) Yes ≥8% No Yes 
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Eligibility for Participation in the 340B Drug Pricing Program 

 
 
 

Free-Standing Cancer Hospitals 

Free-standing cancer hospitals are independent, nonprofit hospitals that treat patients with cancer. The 
defining legislation for free-standing cancer hospitals is Section 1820(c)(2) of the Social Security Act. 

To be eligible to participate in the 340B Drug Pricing Program, free-standing cancer hospitals must either 

Have a disproportionate share adjustment percentage greater than 11.75 percent for the most recently filed 
cost report; or 

Be eligible under a separate indigent care calculation that meets specific criteria, including location in an urban 
area, 100 or more beds, and net inpatient care revenues (excluding Medicare) for indigent care of more than 
30 percent of net during the cost reporting period in which the discharges occur. This indigent care revenue 
must come from state and local government sources and Medicaid. 

Critical Access Hospitals 

Critical access hospitals are designated by the CMS. The defining legislation is Section 1820(c)(2) of the 
Social Security Act. For more information, see the Critical Access Hospitals Fact Sheet. 

To be eligible to participate in the 340B Drug Pricing Program, critical access hospitals must meet the 
requirements of 42 USC 256b(a)(4)(L)(i). 

Rural Referral Centers 

Rural referral centers are high-volume acute-care rural hospitals that treat a large number of complicated 
cases. Hospitals are designated as rural referral centers by the CMS. Rural referral centers are defined in 
Section 1886(d)(5)(C )(i) of the Social Security Act; requirements for rural referral centers can be found at 42 
CFR 412.96. For more information about rural referral centers, see the Rural Referral Center Fact Sheet. 

Hospitals classified as rural referral centers may be eligible to participate in the 340B Drug Pricing Program if 
they have a disproportionate share adjustment percentage equal to or greater than 8 percent for the most 
recently filed Medicare cost report and meet the requirements of 42 USC 256b(a)(4)(L)(i). 

Sole Community Hospitals 

Sole community hospitals are designated by the CMS. The defining legislation for sole community hospitals is 
Section 1886(d)(5)(D )(iii) of the Social Security Act. For more information on sole community hospitals, see 
the Sole Community Hospitals Fact Sheet. 

To be eligible to participate in the 340B Drug Pricing Program, sole community hospitals must also have a 
disproportionate share adjustment percentage equal to or greater than 8 percent for the most recently filed 
Medicare cost report and meet the requirements of 42 USC 256b(a)(4)(L)(i). 

 
 
 
 
 
This tool is written to align with Health Resources and Services Administration (HRSA) policy, and is provided only as an example for the purpose of encouraging 340B program integrity. This information has not 
been endorsed by HRSA and is not dispositive in determining compliance with or participatory status in the 340B Drug Pricing Program. 340B stakeholders are ultimately responsible for 340B program compliance 
and compliance with all other applicable laws and regulations. Apexus encourages all stakeholders to include legal counsel as part of their program integrity efforts. 
  
© 2015 Apexus.  Permission is granted to use, copy, and distribute this work solely for 340B covered entities and Medicaid agencies. 
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Product Revlimid Revlimid Revlimid Revlimid Revlimid Revlimid Thalomid Thalomid Thalomid Thalomid Pomalyst Pomalyst Pomalyst Pomalyst
Strength 2.5MG 5MG 10MG 15MG 20MG 25MG 50MG 100MG 150MG 200MG 1MG 2MG 3MG 4MG

FDA Approval Type NDA NDA NDA NDA NDA NDA NDA NDA NDA NDA NDA NDA NDA NDA
Orphan Drug Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes

Baseline Quarter 3Q2012 1Q2006 1Q2006 3Q2006 3Q2013 3Q2006 3Q2003 2Q2003 2Q2007 2Q2003 2Q2013 2Q2013 2Q2013 2Q2013
Baseline AMP $36,672.09 $21,500.00 $21,500.00 $28,000.00 $41,294.32 $29,500.00 $481.30 $921.60 $4,155.48 $1,764.00 $49,740.00 $49,740.00 $49,740.00 $49,740.00
Baseline CPI-U 229.478 201.8 201.8 202.9 233.504 202.9 183.7 184.2 205.352 184.2 232.773 232.773 232.773 232.773

Current CPI-U (June 2018) 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989 251.989
Allowable Price Increase Factor 1.098 1.249 1.249 1.242 1.079 1.242 1.372 1.368 1.227 1.368 1.083 1.083 1.083 1.083

Max Allowable AMP $40,269.50 $26,847.19 $26,847.19 $34,774.23 $44,563.32 $36,637.14 $660.22 $1,260.77 $5,099.22 $2,413.18 $53,846.16 $53,846.16 $53,846.16 $53,846.16

Current Estimated AMP $69,547.81 $69,547.81 $69,547.81 $69,547.81 $69,547.81 $69,547.81 $4,785.25 $7,767.42 $8,305.28 $8,843.50 $79,165.53 $79,165.53 $79,165.53 $79,165.53
Estimated Inflation Penalty $29,278.31 $42,700.62 $42,700.62 $34,773.58 $24,984.49 $32,910.67 $4,125.03 $6,506.65 $3,206.06 $6,430.32 $25,319.37 $25,319.37 $25,319.37 $25,319.37

Estimated Best Price Discount off WAC 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5%
Estimated Best Price $66,070.42 $66,070.42 $66,070.42 $66,070.42 $66,070.42 $66,070.42 $4,545.99 $7,379.05 $7,890.02 $8,401.33 $75,207.25 $75,207.25 $75,207.25 $75,207.25

URA Calculation:
GREATER OF: AMP x 23.1% $16,065.54 $16,065.54 $16,065.54 $16,065.54 $16,065.54 $16,065.54 $1,105.39 $1,794.27 $1,918.52 $2,042.85 $18,287.24 $18,287.24 $18,287.24 $18,287.24

OR: AMP - BP $3,477.39 $3,477.39 $3,477.39 $3,477.39 $3,477.39 $3,477.39 $239.26 $388.37 $415.26 $442.18 $3,958.28 $3,958.28 $3,958.28 $3,958.28

Base Rebate $16,065.54 $16,065.54 $16,065.54 $16,065.54 $16,065.54 $16,065.54 $1,105.39 $1,794.27 $1,918.52 $2,042.85 $18,287.24 $18,287.24 $18,287.24 $18,287.24
Total Medicaid Rebate $45,343.86 $58,766.16 $58,766.16 $50,839.12 $41,050.03 $48,976.22 $4,785.25 $7,767.42 $5,124.58 $8,473.16 $43,606.60 $43,606.60 $43,606.60 $43,606.60

PHS Price (AMP - URA) $24,203.95 $10,781.65 $10,781.65 $18,708.69 $28,497.78 $20,571.59 $1.00 $1.00 $3,180.70 $370.34 $35,558.93 $35,558.93 $35,558.93 $35,558.93
% off Current WAC 65% 84% 84% 73% 59% 70% 100% 100% 62% 96% 55% 55% 55% 55%

Difference between WAC and PHS $45,343.86 $58,766.16 $58,766.16 $50,839.12 $41,050.03 $48,976.22 $4,784.25 $7,766.42 $5,124.58 $8,473.16 $43,606.60 $43,606.60 $43,606.60 $43,606.60

Estimated Sales Units 16,888 16,888 16,888 16,888 16,888 16,888 747 747 747 747 4,706 4,706 4,706 4,706
Estimated % of Sales that would be PHS 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5% 5%

Gross Sales w/ Access to PHS Pricing $1,174,498,652.54 $1,174,498,652.54 $1,174,498,652.54 $1,174,498,652.54 $1,174,498,652.54 $1,174,498,652.54 $3,574,416.43 $5,801,994.40 $6,203,757.24 $6,605,788.98 $372,543,670.59 $372,543,670.59 $372,543,670.59 $372,543,670.59

Gross Sales w/o Access to PHS Pricing $1,136,211,105.56 $1,124,877,552.09 $1,124,877,552.09 $1,131,571,004.26 $1,139,836,737.89 $1,133,144,008.39 $3,395,732.96 $5,511,932.03 $6,012,363.08 $6,289,330.95 $362,283,293.03 $362,283,293.03 $362,283,293.03 $362,283,293.03

Loss in Revenue $38,287,546.97 $49,621,100.44 $49,621,100.44 $42,927,648.28 $34,661,914.64 $41,354,644.14 $178,683.47 $290,062.37 $191,394.16 $316,458.04 $10,260,377.55 $10,260,377.55 $10,260,377.55 $10,260,377.55

Total Incremental Cost to 340B in 2018 (EST): $298,492,063.18
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