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aSSlicable ceiliQg SUice.´1   Yet,²amid the ongoing COVID-19 pandemic²drug manufacturers 
Eli Lilly  & Company, AstraZeneca PLC, Sanofi SA, Novartis Pharmaceuticals, Merck & Co., 
and United Therapeutics Corp. have threatened the loss of or have  already  refused to provide  
drug discounts for drugs shipped to contract pharmacies that administer 340B drugs on behalf of  
VRPe Rf RXU QaWiRQ¶V PRVW iPSacWfXl VafeW\-net providers.  We aSSlaXd  HHS¶V  UeceQW  
promulgation of regulations establishing the required  Alternative  Dispute  Resolution (ADR)  
process, but  urge HHS to provide  immediate relief to the  health centers and hospitals that have  
already  lost  significant  cost  savings,  by  making  iPPediaWe  deWeUPiQaWiRQV  WhaW PaQXfacWXUeUV¶  
actions  violate  the terms  of  their  participation  in  the  Medicare  Part B  and  Medicaid  Programs.  

HHS has the authority  to address these ongoing violations of § 340B of the  Public Health 
Service Act, 42 U.S.C. § 256b.  Specifically, HHS has the authority  to issue civil monetary  
penalties, and to issue guidance articulating the statutory  responsibilities of drug manufacturers.  
The illegal actions of drug manufacturers during this time of urgent need compel HHS to utilize  
its authority  to maintain and support the purpose and execution of the 340B Drug Pricing  
Program.  

We understand that HHS has now issued  a final  rule to  create a binding  administrative 
dispute  resolution  process  under  which  340B  health  centers  could  seek  to  remedy  some  of this  
unlawful conduct.2   Still,  because  the  ADR  process  will  not  become  effective  until  January  14,  
2021,  we  urge  the  department  to  seriously  consider  the  vital  role  played  by  contract  pharmacies  and  
to  prohibit  drug  manufacturers  from dictating  whether  and  how  a  covered entity  can  access  340B  
pricing for  their  contract p harmacies.      

Each day that drug manufacturers violate their statutory obligations, vulnerable patients 
and their healthcare  centers are deprived of the essential healthcare resources that Congress 
intended to provide.  Drug  manufacturers are, without justification, flouting discounted pricing  
requirements for low-income patients  and/or unreasonably  conditioning 340B pricing on data  
demands, depriving  such patients  of affordable medications to the detriment of the  health  centers  
and  hospitals  that  serve these vulnerable communities.   During a national public health crisis, these  
actions are  especially  egregious and cannot be ignored.   

A.  The States and 340B  Covered  Entities Share a Common  Purpose  

The partnership between the States and 340B  covered entities is not only a  matter of 
public policy but enshrined in federal law.  To ensure that public hospitals, community health 
centers, and others serving indigent patients, including state-run hospitals, have necessary  
resources, Congress directed the Secretary to enter into agreements with drug manufacturers to 
limit the amount required to be paid for drugs purchased by such covered entities.  The Medicaid 
statute requires that drug  manufacturers  participate in the 340B pricing program as a  condition of 

                                                 
1  42 U.S.C.  §  256b(1).  
2  See  340B Drug Pricing  Program; Administrative Dispute Resolution Regulation, RIN 0906-
AB26 (Dec. 12, 2020), https://public-inspection.federalregister.gov/2020-27440.pdf  (to be  
published in the Federal Register on Dec. 14, 2020.  
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having their drugs covered under Medicaid and Medicare Part B.3   The  statute  requires  drug  
manufacturers  to enter into Pharmaceutical Pricing Agreements (PPAs) with HHS regarding  
outpatient medications covered by the Medicaid program.4   The PPAV ³shall require  that the 
manufacturer offer each covered entity  covered outpatient drugs for purchase at or below the 
applicable ceiling price if such drug is made available to any other purchaser at any price.´5    

AV CRQgUeVV e[SlaiQed, 340B ³SURYideV SURWecWiRQ fURP dUXg SUice iQcUeaVeV WR VSecified 
federally-funded clinics and public hospitals that provide direct clinical care to large numbers of 
XQiQVXUed APeUicaQV.´6   The SXUSRVe Rf Whe VWaWXWe iV ³WR eQable´ 340B  eQWiWieV ³WR RbWaiQ lRZeU 
SUiceV RQ Whe dUXgV WhaW Whe\ SURYide WR WheiU SaWieQWV,´ WhXV ³UeachiQg PRUe eligible SaWieQWV aQd 
SURYidiQg PRUe  cRPSUeheQViYe VeUYiceV.´7   To that end, covered entities treating vulnerable 
SaWieQW SRSXlaWiRQV caQ ³VWUetch scarce  federal resources as far as possible, reaching more eligible  
patients.¶¶8   Without these  lower prices, community health centers may be  forced to restrict 
healthcare services provided to at-risk patients in a time of great need.   

Thus, the States and the 340B covered entities work in partnership to provide individuals 
access to affordable healthcare, including prescription drugs.  Both the States and the 340B  
entities benefit when covered entities receive the price discounts to which they  are  entitled.  In 
addition to discounted drugs, 340B enables  covered entities to stretch resources to support 
underserved patients and provide comprehensive services beyond the reach of state Medicaid 
programs.  In this way, 340B entities provide additional services to low-income communities.  

The more medical care 340B  covered entities can provide with their limited resources 
and state reimbursement, the further state-Medicaid bXdgeWV Zill gR iQ VeUYiQg Whe SWaWeV¶  
uninsured and underinsured residents.  340B  prices  are a vital lifeline  for safety-net providers 
across the country.  These savings ensure that medication and primary  care  are  affordable for  
low-income patients, making care  accessible to persons below 100% of the  poverty level for no 
more than a nominal fee, and ensure that patients between 101-200% of the  poverty level are  
charged on a sliding fee scale.  These critical benefits allow covered entities to expand access to 
medication and other services, such as supporting in-house pharmacies, including extending  
pharmacy hours and pharmacy staff, providing a utomated systems that electronically dispense  
prescribed medication to patients in remote areas, mail-order prescription delivery programs, and 

                                                 
3  42 U.S.C. § 256b(a)(1); 42 U.S.C.  §  1396r-8(a)(2018).    
4  42 U.S.C.  §§  256b(a)(1);1396r-8(a)(5).  
5  42 U.S.C.  §  256b(1)(emphasis  added).   The ceiliQg SUice iV defiQed aV beiQg ³eTXal WR Whe 
average manufacturer price for the drug under title XIX of the Social Security Act in the 
SUecediQg  caleQdaU TXaUWeU,´ Zhich iV WheQ UedXced b\ a  UebaWe SeUceQWage  calcXlaWed b\  
Medicaid.  42 U.S.C.  §  256b(a)(1)-(2).  
6  H.R. Rep. No. 102-384(II), at 12 (1992).   
7  H.R. Rep. supra, note 4 at 7, 12.   
8  Id.  
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funding behavioral health, OBGYN, and dental services that are  co-located to help create a  
continuum of care for patients.    

Moreover, 340B helps  support non-billable services by  covered entities that lead to 
improved public health outcomes.  For example, many 340B covered entities provide robust care  
coordination for HIV and Hepatitis C patients, as well as STI prevention, and play  a key role in 
e[SaQdiQg acceVV WR SUeYeQWiYe VeUYiceV fRU PeQ aQd ZRPeQ¶V UeSURdXcWiYe healWh.  APRQg  
many other benefits, the 340B  pricing  helps  health centers, already stretched  thin, to develop 
infrastructure necessary to care  for underserved populations.  This means the ability to 
modernize their  IT infrastructure, improve  electronic health records, expand their service  
capacity by building additional exam rooms, and train employees to use data that improve  
clinical and operational measures.  

B.  Congress Required HHS to Regulate and Oversee Compliance with the 
340B Program   

As you know, the 340B  Drug Pricing Program, enacted by Congress as part of the Public 
Health Service  Act, and  signed into law by President George H. W. Bush in 1992, has provided 
low-income patients access to reduced-SUice SUeVcUiSWiRQ dUXgV fRU decadeV.  The 340B  ³cRYeUed 
eQWiWieV´9  iQclXde cUXcial cRPPXQiW\ healWh SURYideUV VXch aV childUeQ¶V hRVSiWalV, UXUal 
hospitals, federally qualified health centers, Ryan White HIV/AIDS  Program funded-recipients, 
and other hospitals and health centers that have served vulnerable patients for years.10    

HHS  should  use the enforcement mechanisms Congress has  provided  to immediately  
address flagrant and clear statutory violations by the drug manufacturers.  For example, if a  
manufacturer overcharges a covered entity, HHS  may require the manufacturer to reimburse the  
cRYeUed eQWiW\, aQd HHS  Pa\  alVR WeUPiQaWe Whe PaQXfacWXUeU¶V PPA,11  which also terminates the  
dUXg PaQXfacWXUeU¶V eligibiliW\ fRU Medicaid cRYeUage Rf iWV dUXgV.12    

In 2010, Congress also underscored the requirement  of drug manufacturer compliance, 
adding the imposition of  civil monetary penalties for any instance in which a manufacturer 
overcharges a 340B  covered entity  for a 340B drug.13   CRQgUeVV SURYided WhaW Whe HHS¶V 
regulatory authority over the 340B Program includes the ability to impose  civil monetary  

                                                 
9  See  42 U.S.C. § 256b(a).  
10  There  are over 12,000 covered entities nationwide.  U.S. House of Representatives, Committee  
on Energy  & Commerce, Subcommittee on Oversight &  Investigations, 115th  Congress, email  
from U.S. Dept. of HHS to Committee Staff (Dec. 21, 2017).   
11  § 1396r±8(b)(4)(B)(i), (v).  See also DeS¶W. Rf HealWh aQd HXPaQ SeUYV., HealWh ReVRXUceV aQd 
Servs. Admin., Healthcare Systems Bureau, Pharmaceutical Pricing Agreement, OMB No. 
0915-0327, § IV(c), https://www.hrsa.gov/sites/default/files/hrsa/opa/pdf/pharmaceutical-
pricing-agreement-example.pdf.   
12  42 U.S.C. § 1396r±8(a)(1), (5).  
13  42 U.S.C.  §  256b(d)(1).   
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penalties, with HHS issuing a Civil Monetary Penalties Regulation in 2017.14  Both Congress 
and HHS have made clear that civil monetary penalties are available when participating 
manufacturers overcharge covered entities, with a separate penalty of up to $5,000.00 for each 
individual medication order.15    

In  addition, throughout the years, HRSA has repeatedly issued guidance regarding the 340B 
Program.   Since 1996, HRSA has stated that the law expressly allows covered entities to contract 
with outpatient pharmacies to fill prescriptions for 340B eligible patients.16   In 2010, HRSA 
released additional guidance making clear that covered entities can use multiple external contract 
pharmacies as they work to fulfill the mission of providing healthcare to underserved 
populations.17   HRSA¶V gXidaQce VSecificall\ allRZV cRQWUact pharmacies to receive 340B drugs 
XQdeU a ³bill WR/VhiS WR´ PRdel, ZheUeb\ Whe dUXg PaQXfacWXUeU VeQdV iQYRiceV WR Whe cRYeUed 
entity, but ships drugs to the contract pharmacy.18   The actions of some drug manufacturers both 
violate the law and abruptly disavow longstanding HRSA policy and well-established practice 
for carrying out the vital mission of the program.   

Notwithstanding clear legal requirements,  some  drug manufacturers  have brazenly ceased 
providing 340B pricing to covered entities  using  contract  pharmacies  and  others  have  unilaterally 
imposed conditions  on  340B  pricing.19   HRSA UeceQWl\ e[SUeVVed ³VigQificaQW cRQceUQV´ ZiWh WhiV 
unilateral conduct  on the  part  of  at  least  one  manufacturer.20   Similar concerns have been expressed 
by at least one state Attorney General directly to Eli Lilly, Astra Zeneca, Merck, Novartis and 
Sanofi.21   Some  drug  manufacturers have  stated that they will  provide 340B pricing to c overed  

14  See  42 C.F.R. § 10.11 and 42 C.F.R. Part 1003.  See also Pharm. Research  & Manufacturers 
of America  v United States Dept. of Health &  Human Services, 43 F.  Supp.3d  28,  41  (D.D.C.  
2014).  
15  42 U.S.C.  §  256b(d)(1); 42 C.F.R. §  10.11(b).  
16  See  61 Fed. Reg. 43,549 (Aug. 23, 1996).  
17  See  75 Fed. Reg. 10,272 (March 5, 2010).  
18  See  61 Fed. Reg. 43,549 (Aug. 23,  1996).  
19  This conduct by drug manufacturers is not a just  recent problem.  As early as 2015, Celgene, 
now owned by  Bristol Myers Squibb, implemented a policy that limited the distribution network  
for Revlimid®, Pomalyst®, and Thalomid®, such that 340B pricing was not available to all  
340B covered entities.  Celgene provided notice to covered entities of this policy implementation 
in 2015 through HRSA.  See  
http://www.hrsa.gov/opa/programrequirements/manufacturerletters/2015/celgeneletter.pdf.  
20  September 21, 2020 letter from Robert Charrow, General Counsel to the Secretary of Health 
and Human Services, to Eli Lilly  and Company.  
https://www.hrsa.gov/sites/default/files/hrsa/opa/pdf/hhs-eli-lilly-letter.pdf.  
21  https://portal.ct.gov/AG/Press-Releases/2020-Press-Releases/AG-Tong-Demands-Drug-
Makers-Abandon-Unlawful-Actions-Imperiling-Access-to-Affordable-Prescriptions.  

https://portal.ct.gov/AG/Press-Releases/2020-Press-Releases/AG-Tong-Demands-Drug
https://www.hrsa.gov/sites/default/files/hrsa/opa/pdf/hhs-eli-lilly-letter.pdf
http://www.hrsa.gov/opa/programrequirements/manufacturerletters/2015/celgeneletter.pdf
https://Sanofi.21
https://manufacturer.20
https://pricing.19
https://pharmacy.18
https://populations.17
https://patients.16
https://order.15
https://5,000.00
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entities  using  contract p harmacies  but  are conditioning  such  pricing  on  unacceptable  terms.22   The  
imposition  of  these  additional  requirements  has  no  basis  in  the  text  of  the  Public Health Service  
Act,  is  untethered  to  maintaining  340B  Program  integrity,  and  serves  only  to  increase  costs  for  
covered  entities.   Moreover,  these actions  are disrupting an essential method used by many  
covered entities to dispense 340B drugs to underserved and vulnerable patient populations who 
rely on these pharmacies in their communities to fill their prescriptions.  These actions also 
deprive or threaten to deprive 340B pricing necessary to enable covered entities to  continue  
serving low-income patients who may otherwise do without  necessary  healthcare.   

C.  The 340B Program Enjoys Strong Bipartisan Support, Confirming the  
Importance of Access to Affordable  Prescription Drugs for All Americans  

Congress has expressed bipartisan support for the 340B Program as it has operated for  
years.  The  House of Representatives Committee on Energy and Commerce  noted in 2018 that 
Whe 340B PURgUaP ³iV aQ iPSRUWaQW SURgUaP What enjoys strong bipartisan support in Congress. . . 
On numerous occasions, the committee has emphasized the importance of the 340B program in 
SURYidiQg caUe WR YXlQeUable APeUicaQV.´23    

Most recently, Congress has issued letters decrying the conduct of drug manufacturers 
who unilaterally seek to impose conditions without legal basis and take other steps to undermine  
the 340B Program.  In September, a bipartisan group of 246 U.S. Representatives urged HHS to 
continue to comply with 340B Program requirements without imposing baseless restrictions  
regarding  the use of contract pharmacies.24   On November  13, 2020, a bipartisan group of 217 
PePbeUV Rf Whe U.S. HRXVe Rf ReSUeVeQWaWiYeV iVVXed a leWWeU WR HHS e[SUeVViQg ³gUaYe  
cRQceUQ´  regarding  measures being conVideUed b\  dUXg PaQXfacWXUeUV Zhich ³WhUeaWeQ µVafeW\ QeW 
SURYideUV¶ laZfXl acceVV WR diVcRXQWed dUXgV WhURXgh Whe 340B PURgUaP.´25, 26    

                                                 
22  For example, some manufacturers are illegally conditioning 340B pricing  on the provision of  
claims data to an agent of the manufacturer with insufficient assurance of compliance under the  
Health Insurance Portability and Accountability  Act.  In addition, some manufacturers are  
requiring covered entities to sign documents  stating that they  are not entitled to receive 340B  
pricing through a contract pharmacy in order to receive 340B pricing.   
23  https://republicans-energycommerce.house.gov/wp-
content/uploads/2018/01/20180110Review_of_the_340B_Drug_Pricing_Program.pdf.  
24https://mckinley.house.gov/uploadedfiles/congressional_member_340b_letter_to_azar_9.14.20. 
pdf.  
25  https://spanberger.house.gov/uploadedfiles/201113_final_340b_hhs_letter.pdf  (addressing  
recent actions to shift the 340B Program from  a discount to a rebate formula).    
26  A smaller group of senators similarly urged that HHS not ignore noncompliance by drug  
manufacturing  companies which harms underserved patients.   
https://www.blumenthal.senate.gov/imo/media/doc/2020.09.15_Letter%20to%20PhRMA%20on 
%20340B%20Contract%20Pharmacies%20FINAL%20SIGNED.pdf.  
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SXch VWURQg biSaUWiVaQ VXSSRUW, eYeQ decadeV afWeU iWV iQceSWiRQ, cRQfiUPV CRQgUeVV¶ 
unwavering commitment to protect the purpose of the 340B Program and underscores the 
importance of providing  access to affordable prescription drugs to all Americans.  

D.  Drug Manufacturers¶ Actions E[acerbate  the Harms Brought On b\ the  
COVID-19 Pandemic and Undermine HHS¶s Efforts to Support 340B  
Covered Entities  

These recent actions by the drug manufacturers are deeply troubling, particularly  given 
the ongoing COVID-19 healWh cUiViV.  NRW RQl\  aUe Whe PaQXfacWXUeUV¶ acWiRQV aQ aWWePSW WR 
disrupt long-settled expectations and existing contractual arrangements for  dispensing 340B  
drugs, but they have been taken when millions of Americans in our  respective States are  already  
reeling from the  grave health and financial consequences caused by  a historic pandemic and 
unprecedented economic  crisis.  Indeed, HHS has called the timing of such unfortunate recent 
acWiRQV ³at the very least, insensitive to the recent state of the econom\.´27   We urge  HHS to do 
more than decry these unlawful practices and provide immediate relief, beyond the new  ADR  
process,  to halt these  actions  now.  

Safety-net healthcare institutions are struggling to meet the dual challenges of responding  
to COVID-19  while maintaining financial stability.  As you know, this unprecedented effort 
requires providing covered entities with flexibility  and additional resources to combat the virus.  
HRSA recently issued a  number of COVID-19 resources aimed at assisting 340B  covered 
entities in maintaining 340B Program compliance  throughout the COVID-19 outbreak.28   
Allowing 340B entities regulatory flexibility, such as the use of abbreviated health records, the  
expansion of 340B-eligible child sites, the relaxation of  the prohibition on acquiring c overed 
outpatient drugs through group purchasing organizations due to shortages, and the encouraged 
use of telemedicine platforms as a critical way of treating COVID-19 patients, confirm that your 
office understands the serious challenges many healthcare  centers are facing.  The States applaud 
these actions, as there is a critical need for the expansion of healthcare  coverage to help those 
who have lost their jobs and those in need of care  in response to COVID-19.   

However, drug manufacWXUeUV¶  cRQceUWed effRUWV WR cXW Rff, threaten, or belabor  
discounted drug distribution to contract pharmacies utilized by covered entities undermines 
HRSA¶V effRUWV WR VXSSRUW WheVe VafeW\-net providers.  We urge  you to provide immediate relief, 
not only because it is critical to the community providers that serve low-income patients, but also 
because it is more necessary  than ever now as many of these Americans are also the hardest hit 
by the COVID-19 pandemic.   

The dUXg PaQXfacWXUeUV¶  cRPbiQed acWiRQV  directly  thwart the essence of the 340B  
Program²ensuring that medicine and healthcare  are provided to the underserved patients who 

                                                 
27  September 21, 2020 letter from Robert Charrow, General Counsel to the Secretary of Health 
and Human Services, to Eli Lilly  and Company.  
https://www.hrsa.gov/sites/default/files/hrsa/opa/pdf/hhs-eli-lilly-letter.pdf.   
28   Health Res. and Servs. Admin., COVID-19 Resources, https://www.hrsa.gov/opa/COVID-19-
resources (last visited Nov. 20, 2020).  
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need it most²and it is the duty of HHS, not the drug manufacturers, to ensure the integrity of the 
340B Program.  

* * * *  *  *  *  *  *  *  *  *  *  *  *  *  *  *  *  * 

While we were pleased to learn that HHS has finalized the long-delayed ADR rule and 
we continue to review it in its entirety, we urge you to provide clarity to all 340B stakeholders 
regarding these important issues as soon as possible. In addition, it is our hope that your final 
rule will provide a substantive enforcement mechanism for covered entities and that 
implementation is undertaken with haste. The landscape has altered considerably in the last 
several years, and the events of 2020 have sharpened the need for discounted pricing afforded by 
the 340B Program. The undersigned Attorneys General welcome any opportunity to provide 
input, either formally or informally, with regard to the final rule or the content of this letter.  In 
the meantime, HHS should use its authority and any available measures, including imposition of 
civil penalties where appropriate, to hold those drug manufacturers in violation of the law 
directly accountable.  The vulnerable and underserved patients of 340B covered entities of our 
States and nationwide deserve no less.  

Sincerely, 

XAVIER BECERRA DEREK SCHMIDT 
Attorney General of California Attorney General of Kansas 

WILLIAM TONG DOUG PETERSON 
Attorney General of Connecticut Attorney General of Nebraska 

cc: Robert P. Charrow 
General Counsel 
Office of the Secretary 
U.S. Department of Health & Human Services 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. 
Washington, DC 20201 
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