
UNITED STATES DISTRICT COURT 
FOR THE SOUTHERN DISTRICT OF INDIANA 

ELI LILLY AND COMPANY,  
Lilly Corporate Center 
893 Delaware Street 
Indianapolis, IN 46225, 

and 

LILLY USA, LLC,  
1500 South Harding Street 
Indianapolis, IN 46221,  

Plaintiffs, 
v. 

ALEX M. AZAR II, in his official capacity as 
Secretary of Health & Human Services,  
Office of the Secretary 
200 Independence Avenue, S.W. 
Washington, D.C. 20201, 

ROBERT P. CHARROW, in his official 
capacity as General Counsel of Health & 
Human Services 
Office of the General Counsel 
200 Independence Avenue, S.W. 
Washington, D.C. 20201, 

UNITED STATES DEPARTMENT OF 
HEALTH AND HUMAN SERVICES  
200 Independence Avenue, S.W.  
Washington D.C. 20201, 

THOMAS J. ENGELS, in his official capacity 
as Administrator of the Health Resources and 
Services Administration 
5600 Fishers Lane,  
Rockville, MD 20852, 

and 

HEALTH RESOURCES AND SERVICES 
ADMINISTRATION 
5600 Fishers Lane,  
Rockville, MD 20852,  

Defendants. 

Civil Action No. 1:21-cv-81 

Document Electronically Filed 
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COMPLAINT FOR DECLARATORY AND INJUNCTIVE RELIEF 

At issue in this case is the lawful scope of the 340B Drug Pricing Program (“340B 

Program”), which Congress created in 1992 to expand low-income Americans’ access to 

affordable prescription medicines.  See Veterans Health Care Act of 1992, Pub. L. No. 102-585, 

§ 602(a), 106 Stat. 4943, 4967 (adding section 340B to the Public Health Service Act) (“340B 

Statute”).  Under the 340B Statute, pharmaceutical manufacturers “must” offer steep discounts on 

their products to certain “covered entities.”  42 U.S.C. § 256b(a)(1); see also id. § 256b(a)(4), 

(b)(1); id. § 1396r-8(a)(1), (5).  And while manufacturers are not formally required to participate 

in the 340B Program, they have little practical choice but to “opt in[]”:  “Manufacturers’ eligibility 

to participate in State Medicaid [and federal Medicare] programs,” which “touch[] the lives of 

nearly all Americans,” Azar v. Allina Health Servs., 139 S. Ct. 1804, 1808 (2019), and contribute 

a significant portion of manufacturers’ annual revenues, “is conditioned on their” participation in 

the 340B Program and “entry into [Pharmaceutical Pricing Agreements] for covered drugs 

purchased by 340B entities.”  Astra U.S.A., Inc. v. Santa Clara Cnty., 563 U.S. 110, 113 (2011). 

Under the original terms of the 340B Program, and cognizant of the constitutional limits 

on forcing private parties to effectively subsidize other private parties, Congress provided that only 

“covered entities”—a narrowly circumscribed class of non-profit healthcare providers that 

Congress defined to be limited to 15 discrete and specifically enumerated types of entities that 

serve low-income and/or vulnerable populations—could demand these steep discounts.  Entities 

not included on Congress’s list of covered entities—such as for-profit hospitals or big businesses 

like Walgreens and CVS, the latter of which are referred to as “contract pharmacies”—had no legal 

basis to demand to receive medications from manufacturers at 340B discounted prices.  See 42 

U.S.C. § 256b(a)(4). 
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But that has all changed now.  On December 30, 2020, the U.S. Department of Health and 

Human Services (“HHS”) Office of the General Counsel “released an advisory opinion concluding 

that drug manufacturers are required to deliver discounts under the 340B Drug Pricing Program 

(340B Program) on covered outpatient drugs when contract pharmacies are acting as agents of 

340B covered entities.”  U.S. Dep’t of Health and Human Servs., HHS Releases Advisory Opinion 

Clarifying that 340B Discounts Apply to Contract Pharmacies (Dec. 30, 2020), 

https://bit.ly/38Qh0lB; see U.S. Dep’t of Health & Human Servs. Office of the General Counsel, 

Advisory Opinion 20-06 on Contract Pharmacies under the 340B Program, at 1 (Dec. 30, 2020) 

(“December 30 Decision”) (“We conclude” that “a drug manufacturer in the 340B Program is 

obligated to deliver its covered outpatient drugs to those contract pharmacies and to charge the 

covered entity no more than the 340B ceiling price for those drugs” whenever a contract 

pharmacy acts as a covered entity’s “agent.” (emphasis added)), https://bit.ly/357nqfk. 

That is no small matter.  Unlike the 15 types of entities Congress enumerated in the statute, 

contract pharmacies do not predominantly serve vulnerable populations, and they rarely pass along 

any 340B price savings to the patients who purchase 340B drugs.  See U.S. Gov’t Accountability 

Office (“GAO”), Discount Drug Program: Federal Oversight of Compliance at 340B Contract 

Pharmacies Needs Improvement, GAO-18-480 (“2018 GAO Report”), at 10-13 (June 2018), 

https://bit.ly/3kJ7eGa; Aaron Vandervelde et al., For-Profit Pharmacy Participation in the 340B 

Program, at 3 (Oct. 2020), https://bit.ly/2XryAY5.  When Defendants HHS and the Health 

Resources and Services Administration (“HRSA”) first allowed covered entities to enter into an 

unlimited number of contract pharmacy arrangements for 340B drugs back in 2010 (but did not 

require manufacturers to honor those arrangements), contract pharmacies began “generat[ing] 

revenue” to the tune of hundreds of millions of dollars per year by perverting the 340B Program 
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simply by “purchas[ing] covered outpatient drugs at the 340B Program price for all eligible 

patients regardless of the patients’ income or insurance status” and “receiving reimbursement from 

patients’ insurance that may exceed the 340B prices paid for the drugs.”  GAO, 340B Drug 

Discount Program: Increased Oversight Needed to Ensure Nongovernmental Hospitals Meet 

Eligibility Requirements, GAO-20-108, at 5 (Dec. 2019), https://bit.ly/34Vj6zK. 

Against this backdrop, and consistent with the plain text and clear purpose of the statute, 

Plaintiffs Eli Lilly and Company and Lilly USA, LLC (together, “Lilly”) announced last summer 

that it would cease to offer 340B discounts to contract pharmacies on three formulations of its drug 

Cialis®.  Lilly later expanded this new distribution model to include all of its products—except 

when a covered entity lacks an in-house pharmacy, in which case an outside pharmacy is necessary 

to dispense covered drugs, and in which case Lilly will permit the covered entity to designate one 

contract pharmacy to receive and dispense 340B product. 

To be clear:  Lilly still offers full 340B discounts to all entities eligible for them.  And Lilly 

will continue to ensure that patients are able to receive 340B product even when a covered entity 

cannot dispense drugs itself.  Lilly’s new distribution plan is thus not only a necessary bulwark 

against contract pharmacy abuses of the 340B Program, but is consistent with the plain text and 

the original intent of the 340B Statute.  Yet when Lilly announced that it would no longer allow 

an unlimited number of contract pharmacies to demand discounts, Defendants first threatened Lilly 

with sanctions and now have made good on those threats:  They have jettisoned their prior 

nonbinding guidance that contract pharmacy arrangements are permissible but not enforceable and 

replaced that guidance with a new, binding decision under which manufacturers like Lilly must 

offer full 340B discounts to contract pharmacies on all covered drugs, lest they face massive 

penalties of up to $5,000 per occurrence, plus the potential revocation of the manufacturer’s ability 
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to participate in and receive reimbursements under the pervasive Medicare and Medicaid 

programs. 

Lilly therefore brings this action seeking an order (1) declaring that the December 30 

Decision violates the Administrative Procedure Act because it was issued without following proper 

procedure, is in excess of statutory authority, violates the Constitution, and is arbitrary, capricious, 

an abuse of discretion, and otherwise not in accordance with law; (2) declaring that Lilly is not 

required to offer 340B discounts to contract pharmacies; and (3) enjoining enforcement of the 

December 30 Decision and all actions by Defendants inconsistent with that declaratory relief. 

THE PARTIES 

1. Plaintiff Eli Lilly and Company is a publicly traded pharmaceutical company 

organized and existing under the laws of the State of Indiana and headquartered in Indianapolis, 

Indiana.  Eli Lilly and Company participates in the 340B Program. 

2. Plaintiff Lilly USA, LLC is a wholly owned subsidiary of Eli Lilly and Company 

existing under the laws of the State of Indiana and headquartered in Indianapolis, Indiana. 

3. Defendant HHS is an executive branch department in the United States government 

headquartered in the District of Columbia.  HHS oversees the activities of HRSA. 

4. Defendant Alex M. Azar II, sued in his official capacity only, is the Secretary of 

HHS.  His official address is in the District of Columbia.  Secretary Azar has ultimate responsibility 

for oversight of the activities of HRSA, including with regard to the administration of the 340B 

Program and the actions complained of herein. 

5. Defendant Robert P. Charrow, sued in his official capacity only, is the General 

Counsel of HHS.  His official address is in the District of Columbia.  Mr. Charrow oversees the 

Office of General Counsel, which publishes final legal decisions on behalf of the agency. 

Case 1:21-cv-00081-SEB-MJD   Document 1   Filed 01/12/21   Page 5 of 55 PageID #: 5

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


