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I. INTRODUCTION 

The United States healthcare system is the most expensive system in 
the world but for decades has failed to provide low-income Americans with 
adequate care.1 As of 2020, 37.2 million Americans live in poverty2, and 28 
million (8.6 percent) did not have health insurance at any point during the 
year.3 Forecasts predict that spending for retail prescription drugs is on track 
to become the fastest-growing healthcare expense in the United States, all 
while one in four people taking prescription drugs already report having 
difficulty affording their medication.4 

The high cost of prescription drugs is not a new phenomenon. The 
United States has been battling with how to provide medication to low-income 
communities at a lower price for decades. In 1992, Congress created the 340B 
Drug Pricing Program (“340B Program”).5 The program protects safety-net 
hospitals6 from escalating drug prices by allowing them to purchase outpatient 

 
1

 PBS, https://www.pbs.org/healthcarecrisis/history.htm [https://perma.cc/9AUD-

JN5M] (last visited Mar. 27, 2022); Margo Snipe, American Health Care is ‘Broken’ and 
‘Expensive,’ Floridians Say, TAMPA BAY TIMES (Dec. 23, 2021), 

https://www.tampabay.com/news/health/2021/12/23/american-health-care-is-broken-and-

expensive-floridians-

say/#:~:text=The%20United%20States%20spends%20nearly,according%20to%20the%2

0Commonwealth%20Fund [https://perma.cc/2EGN-BJPU]. 
2
 Emily A. Shrider et al., Income and Poverty in the United States: 2020, U.S. CENSUS 

BUREAU (Sept. 14, 2021), https://www.census.gov/library/publications/2021/demo/p60-

273.html#:~:text=In%202020%2C%20there%20were%2037.2,non%2DHispanic%20Wh

ites%20and%20Hispanics [https://perma.cc/LVA8-HZT3]. 
3
 Katherine Keisler-Starkey & Lisa N. Bunch, Health Insurance Coverage in the 

United States: 2020, U.S. CENSUS BUREAU (Sept. 14, 2021), 

https://www.census.gov/library/publications/2021/demo/p60-274.html  

[https://perma.cc/2NHP-6QB6].  
4
 Darrell G. Kirch, Spiraling Drug Costs and Threats to the 340B Program Hurt 

Patients, ASS’N OF AMERICAN MED. COLLEGES (Oct. 12, 2018), 

https://www.aamc.org/news-insights/spiraling-drug-costs-and-threats-340b-program-

hurt-patients [https://perma.cc/Z2N2-6TZF] (explaining that prescription drugs will grow 

6.3% each year through 2026—which is a hike that will far exceed the rate of inflation and 

the growth of family income).  
5

 340B Drug Pricing Program Overview, 340B HEALTH, 

https://www.340bhealth.org/members/340b-program/overview/ [https://perma.cc/99DG-

2CDT] (last visited Mar. 27, 2022).  
6
 Paula Moura, What Is a Safety-Net Hospital and Why Is It So Hard to Define?, PBS 

(May 18, 2021), https://www.pbs.org/wgbh/frontline/article/what-is-a-safety-net-hospital-

covid-19/ [https://perma.cc/W9U7-57PN] (explaining that there is not just one definition 

of what is considered a safety net hospital—they can be rural, urban, public, or nonprofit. 

“Almost all have a state mission or mandate of serving a low-income population, regardless 

of insurance coverage, ability to pay, or immigration status.”). 
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drugs at a discount from drug manufacturers. In turn, low-income patients 
receive a discount on their prescription drugs, and safety-net hospitals use 
340B savings to increase healthcare access and support vital services that 
otherwise would not have been financially possible.7 

Currently, the 340B Program is at a crossroads. Since its inception, 
the 340B Program has grown by leaps and bounds, becoming a major source 
of revenue support for a multitude of programs provided by safety-net 
hospitals.8 However, safety-net hospitals face an outdated structure that cannot 
keep up with how current health care is provided. The 340B Program’s lack 
of oversight by the U.S. Department of Health and Human Resources (“HHS”) 
and safety-net hospitals’ inability to enforce pricing contracts has allowed 
participating pharmaceutical companies to overcharge participating 340B 
hospitals and other covered entities.9 As of December 2021, forty-one drug 
companies have acknowledged that they overcharged 340B hospitals, health 
centers, and clinics.10  

Statutorily, HHS is the only entity allowed to enforce pricing 
agreements against pharmaceutical manufacturers.11 Thus, to keep claims out 
of court, at its inception, HHS was instructed to create an internal dispute 
resolution process to review claims of misconduct from both covered entities 
and pharmaceutical manufacturers.12 In 2010, Congress instructed HHS to 
restructure the initial process to create an alternative dispute resolution process 
through APA’s notice-and-comment procedure.13 HHS announced the 340B 
Program’s ADR Final Rule in January 2020.14  

This Article argues that the ADR Final Rule is moot, inhibiting the 
overlying purpose of the 340B Program of providing low-income Americans 
with discounted prescription drugs. HHS adopted the ADR Final Rule in 

 
7
 Kirch, supra note 4 (providing an example of vital services). Hospitals use their 

savings to provide free vaccinations, neighborhood clinics in underserved areas, smoking 

cessation programs, substance abuse clinics, medical care for children in foster care, 

mobile units to communities, etc.  
8
 Biden Administration Throws Down Its First Gauntlet on 340B, MINTZ (May 18, 

2021), https://www.mintz.com/insights-center/viewpoints/2146/2021-05-18-biden-

administration-throws-down-its-first-gauntlet-340b [https://perma.cc/RY8L-EUST]. 
9
 340B Transparency Efforts Uncovering More Drug Company Overcharges, 340B 

INFORMED (Dec. 8, 2021), https://340binformed.org/2021/12/340b-transparency-efforts-

uncovering-more-drug-company-overcharges/ [https://perma.cc/5D56-X3ZV].  
10

 Id.  
11

 Astra USA, Inc. v. Santa Clara Cnty., 563 U.S. 110, 120 (2011).  
12

 Ken Perez, The History and Noble Purpose of the 340B Drug Pricing Program, 

OMNICELL (Oct. 8, 2020), https://www.omnicell.com/blog/the-history-and-noble-purpose-

of-the-340b-drug-pricing-program [https://perma.cc/FVE3-MCS8]. 
13

 Id. 
14

 Id. 
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violation of the APA’s notice-and-comment requirements, allowing multiple 
pharmaceutical manufacturers to enjoin HHS from using the rule against them. 
Because one pharmaceutical manufacturer has been successful in court, other 
manufacturers now have a route (and winning argument) to quickly enjoin 
HHS from ever employing its ADR Final Rule against them. Thus, drug 
manufacturers will not be reprimanded for overcharging covered entities, and 
covered entities will not be reimbursed for wrongful drug pricing charges. 
Subsequently, hospitals will lose the revenue they depend upon to provide 
low-income and vulnerable patients with access to health care and discounted 
prescription drugs. In the end, low-income Americans will once again be at 
odds with the most expensive healthcare system in the world.  

Section II shares introductory materials and presents the purpose of 
the 340B Program; it further introduces the contemporary climate of the 340B 
Program and how conflicting interests between pharmaceutical manufacturers 
and covered entities may be inhibiting the 340B Program’s intended purpose.  
Section III introduces the current ADR Final Rule promulgated by HHS and 
how it is functioning (or not functioning) to resolve claims by either 
pharmaceutical manufacturers or covered entities; it also discusses legal 
challenges to the ADR Final Rule that have inhibited the rule’s use. Section 
IV discusses a suggestion on what HHS must do to ensure that the 340B 
Program has a functioning ADR process as required by the Patient Protection 
and Affordable Care Act of 2010 (“ACA”). Section V discusses other legal 
challenges to the 340B Program and how those legal challenges may inhibit 
HHS from ensuring that the 340B Program has a functioning ADR Process. 
Section VI concludes this Article.  

 
II. 340B DRUG PRICING PROGRAM 

This Section provides critical background information about the 
promulgation and purpose behind the 340B Drug Pricing Program. This 
section then details the legal challenges between drug manufacturers and 
qualifying healthcare facilities brought forth by competing incentives between 
the two. Lastly, this section introduces how the Patient Protection and 
Affordable Care Act of 2010 (“ACA”) directed the U.S. Department of Health 
and Human Services (“HRSA”) to adopt an informal dispute resolution 
process.  

 
 340B’s Promulgation and Purpose 

 
The 340B Program, administered by the HHS through its agency, 

HRSA, was enacted in 1992 to make drugs more affordable and widely 
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available to low-income Americans. 15  The 340B Program requires 
pharmaceutical manufacturers to enter into an agreement, called a 
pharmaceutical pricing agreement (“PPA”), with the HHS Secretary in 
exchange for having their drugs covered by Medicaid and Medicare Part B.16 
Under the PPA, the pharmaceutical manufacturer agrees to provide front-end 
discounts on covered outpatient drugs purchased by specified providers called 
“covered entities.”17 Covered entities are healthcare organizations that serve 
the country’s most vulnerable patients, mostly uninsured, rural, and low-
income patients.18 Common entities include, but are not limited to, community 
healthcare centers, children’s hospitals, critical access hospitals, public and 
nonprofit disproportionate share hospitals that serve low-income and indigent 
populations, and rural hospitals serving patients in remote locations.19 

The 340B Program allows covered healthcare organizations to stretch 
scarce federal resources as far as possible to reducethe price of outpatient 
pharmaceuticals for patients, reach more eligible patients, and provide more 
comprehensive services to the communities they serve.20 Overall, the 340B 
Program allows covered healthcare organizations to purchase outpatient drugs 
at a 20–25 percent discount and to use savings to support critical services and 
access to care for their patients.21 Scholars debate whether covered healthcare 
organizations use their savings to enhance the care of their low-income 
patients22; however, others suggest that any cuts to the 340B Program could 
inadvertently restrict low-income patients’ access to drugs and treatment, 

 
15

 Id. 
16

 Id. 
17

 Id.  
18

 Meeting Varied Community Needs with 340B Savings: Case Examples From the 
Field, 340B HEALTH (Oct. 2021), 

https://www.340bhealth.org/files/Meeting_Varied_Community_Needs_with_340B_Savi

ngs.pdf [https://perma.cc/8PS8-H6TM]. 
19

 Id. 
20

 340B Drug Pricing Program, HEALTH RES. & SERV. ADMIN., 

https://www.hrsa.gov/opa/index.html [https://perma.cc/5TAG-BBV6] (last visited Mar. 

27, 2022).  
21

 Karen Mulligan, The 340B Drug Pricing Program: Background, Ongoing 
Challenges and Recent Developments, USC SCHAEFFER LEONARD D. SHAEFFER CTR. FOR 
HEALTH POL’Y & ECON. (Oct. 14, 2021),  https://healthpolicy.usc.edu/research/the-340b-

drug-pricing-program-background-ongoing-challenges-and-recent-developments/ 

[https://perma.cc/Z4LS-26ZW]. 
22

 Id.  


