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Third Circuit Holds That Drug Manufacturers Are Not 

Required to Deliver Discounted Drugs to More Than One 

Contract Pharmacy Under the 340B Program 

By Stephen J. Shapiro

On January 20, 2023, the Third Circuit held that drug 
companies may refuse to deliver discount drugs under 
the 340B program to more than one contract phar-
macy for each covered entity. The first of three appel-
late courts considering the topic to issue a ruling, the 
Third Circuit lays the groundwork for future develop-
ments in the law. 

The 340B program, created by Congress in 1992, re-
quires drug manufacturers that wish to participate in 
Medicare and Medicaid to offer certain outpatient 
drugs at discounted prices to qualifying healthcare 
providers known as “covered entities.” Covered enti-
ties typically provide medical care to low income or 
rural patient populations. When a provider at a cov-
ered entity prescribes a qualifying drug to a patient 
who has insurance, the covered entity can earn a 
profit where the amount of the insurance reimburse-
ment for the prescription exceeds the discounted 
price the covered entity paid for the drug. The cov-
ered entity can then use those profits to help fund the 
safety net services it provides. For uninsured patients, 
the 340B program allows covered entities to provide 
outpatient drugs at reduced costs.  

Some covered entities have in-house pharmacies, but 
many do not, and only can participate in the 340B pro-
gram if they have other means to dispense the drugs. 
To address this issue, in 1996 the Department of 
Health and Human Services (HHS) stated that covered 
entities could contract with one – and only one – out-
side pharmacy (known as a “contract pharmacy”) to 
dispense 340B drugs. In a typical contract pharmacy 

relationship (referred to as a “bill-to-ship-to” arrange-
ment), the covered entity will purchase discounted 
drugs from a drug wholesaler but instruct the whole-
saler to deliver the drugs to its contract pharmacy.   

In 2010 HHS withdrew its single contract pharmacy 
limitation. Under new guidance, HHS opined that cov-
ered entities could dispense 340B drugs through an 
unlimited number of contract pharmacies. In the years 
following HHS’ revised guidance, the volume of dis-
count drugs covered entities purchased dramatically 
increased.   

Concerned that this rapid expansion of the 340B pro-
gram was inconsistent with the intent of the program 
and might lead to misuse or abuse, drug manufactur-
ers began implementing policies that limited the num-
ber of contract pharmacies to which they would de-
liver 340B drugs. The specifics of the policies vary 
among manufacturers, but, under the most restrictive 
policies, drug companies only would deliver 340B 
drugs to a single contract pharmacy for any given  
covered entity.  

Claiming that the efforts by the drug companies to 
limit the use of contract pharmacies did not comply 
with the 340B statute, HHS sent violation letters to the 
drug companies. The letters demanded that the man-
ufacturers rescind their policies, reimburse covered 
entities for amounts they overpaid for covered drugs, 
and deliver 340B drugs to every contract pharmacy in 
a covered entity’s network.   
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A number of drug manufacturers filed lawsuits chal-
lenging the violation letters, as well as an earlier HHS 
Advisory Opinion stating that the 340B statute re-
quired manufacturers to deliver 340B drugs to an un-
limited number of contract pharmacies. Three of 
those lawsuits made their way to the Third Circuit.  

In Sanofi Aventis U.S. LLC v. United States Department 
of Health and Human Services, 2023 U.S. App. LEXIS 
2321 (3d Cir. Jan. 30, 2023), the Third Circuit ruled in 
favor of the drug companies. The Court explained that 
the text of the 340B statute says nothing about how 
manufacturers must deliver 340B drugs. Rather, the 
statute says only that manufacturers shall offer dis-
counted drugs to covered entities. The Court observed 
that the manufacturers have continued to offer dis-
counted drugs to covered entities and the manufac-
turers’ “delivery conditions do not prevent any cov-
ered entity from accepting those offers.” Because 
“[n]o other language in Section 340B requires delivery 
to an unlimited number of contract pharmacies” or 
prohibits manufacturers from restricting delivery, the 
Court held that the manufacturer’s delivery policies do 
not violate the 340B statute. The Court concluded that 
“[t]hese three drug makers’ restrictions on delivery to 
contract pharmacies do not violate Section 340B. And 
we will enjoin HHS from enforcing against them its 
reading of Section 340B as requiring delivery of dis-
counted drugs to an unlimited number of contract 
pharmacies.”  

Similar challenges to HHS’ violation letters are cur-
rently pending in both the Seventh Circuit and the DC 
Circuit. If those courts reach the same conclusion as 
the Third Circuit, that presumably would bring finality 
to this dispute. If, on the other hand, one or both of 
the courts rule in favor of HHS, the contradictory rul-
ings will create a split in authority ripe for potential re-

view by the Supreme Court.   

This summary of legal issues is published for informa-

tional purposes only. It does not dispense legal advice or 

create an attorney-client relationship with those who 

read it. Readers should obtain professional legal advice 

before taking any legal action. 
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