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T
he 340B Drug Pricing Program helps stretch 
scarce financial resources through discounts 
on covered outpatient drugs.1 It requires drug 
manufacturers who participate in Medicaid to set 

prices that "will not exceed the amount determined under 
statute (ceiling price) when selling covered outpatient drugs 
to 340B covered entities.”2

The 340B program allows covered entities to provide 
services and care to their communities that may not 
otherwise be financially feasible, such as:

 • Patient assistance programs
 • Hospital readmission reduction programs
 • Medication therapy management
 • Immunization/vaccination programs

Since its inception, the 340B program has expanded due to 
provisions in the Affordable Care Act (ACA) that made up to 
1,500 new facilities eligible to participate. Additionally, other 
regulations released in 2010 allowed for the participation 
of children’s hospitals as well as the utilization of contract 
pharmacies.

The 340B program is administered by the Office of Pharmacy 
Affairs (OPA) in the Health Services Resources Administration 
(HRSA) of Health and Human Services (HHS). OPA’s mandate 
includes compliance by program participants with appli-
cable laws and regulations.

Eligible entities
Participating 340B entity types—excluding hospitals that 
receive grant funding from HRSA—must meet specific 
requirements to participate in the 340B program. For 
example, eligible Federally Qualified Health Centers must 
provide care on a sliding fee scale based on ability to pay, 
and must operate under a governing board that includes 
patients.3 Hospitals must also meet specific criteria to 
qualify for the 340B program,4 including requirements 

1 www.hrsa.gov/opa/programrequirements/phsactsection340b.pdf

2 www.hrsa.gov/opa/manufacturers/

3 www.hrsa.gov/opa/eligibilityandregistration/healthcenters/fqhc/index.html

4 www.340bhealth.org/340b-resources/340b-program/criteria-for-hospital-
participation/
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that they meet the Medicare DSH adjustment percentage 
requirements on their filed cost report and fit into one of the 
following categories:

 • Owned or operated by a local or state government

 • A public or private nonprofit hospital that has a contract 
with a state or local government to provide healthcare 
services to low-income individuals who are not entitled 
to benefits under Medicare or eligible for State Medicaid

 • A public or private nonprofit hospital that has been 
formally granted governmental powers5

Certain covered entity types are excluded from the Medicare 
DSH adjustment percentage requirements. Exhibit 2 outlines 
the various types of hospitals that can be 340B covered 
entities by meeting the minimum required DSH percentage.

Child sites are 340B eligible locations that are located 
outside of the four walls of the hospital, such as outpatient 
departments of covered entities. Child sites can register in 
the 340B program if they are listed as a reimbursable facility 
on the covered entity’s filed Medicare cost report, or the 
facility is included in the grantee’s scope of grant and meets 
the statutory requirements to be registered.

Registration
To participate in the 340B program, qualifying covered 
entities must first register on the OPA database. If a covered 
entity intends to use 340B drugs at their child site or offsite 
location, that site must also be registered on the OPA 
database. For non-hospital covered entities, associated sites 
that are listed in the covered entity's scope of grant, project, 
or contract may be eligible to register as child sites.

For hospital covered entities, HRSA's longstanding policy 
has been to use the latest filed Medicare cost report (59 Fed. 
Reg. 47884, Sept. 19, 1994). Covered entities may register 
eligible sites and contract pharmacies at the beginning 

5 Per the 340B Drug Pricing Program Notice, Release No. 2013-3, “For 340B 
Program purposes, a hospital is ‘formally granted governmental powers’ when 
a state or local government formally delegates to the hospital a power usually 
exercised by the state or local government.”

Exhibit 1 – Eligible entities*

Health Centers Hospitals

 • Federally Qualified Health 
Centers (CH)

 • Federally Qualified 
Health Center Look-Alike 
(FQHCLA)

 • Native Hawaiian Health 
Centers (NH)

 • Tribal/Urban Indian 
Health Centers (FQHC638)

 • Children’s Hospitals (PED)

 • Critical Access Hospitals (CAH)

 • Disproportionate Share 
Hospitals (DSH)

 • Free Standing Cancer 
Hospitals (CAN)

 • Rural Referral Centers (RRC)

 • Sole Community Hospitals 
(SCH)

Ryan HIV/AIDS Program 
Grantees

Specialized Clinics

 • Ryan White HIV/AIDS 
Program Grantees (HV, 
RWI, RWII, RWIIR, RWIID, 
RW4, SPNS)

 • Black Lung Clinics (BL)

 • Comprehensive Hemophilia 
Diagnostic Treatment Centers 
(HM)

 • Title X Family Planning Clinics 
(FP)

 • Sexually Transmitted Disease 
Clinics (STD)

 • Tuberculosis Clinics (TB)

* As defined in section 340B(a)(4) of the PHSA

Exhibit 2 – Minimum DSH requirement

Covered Entity Type DSH Percentage

Disproportionate Share >11.75%

Freestanding Cancer >11.75%

Children’s Hospital >11.75%

Rural Referral Center >8%

Sole Community >8%

Critical Access N/A
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of a new calendar quarter, with effective start dates the 
following quarter.

Covered entities are required to annually recertify their 
340B program. HRSA notifies the authorizing official and 
registered primary contact listed on the OPA database of the 
required dates for recertification. Consequently, the contact 
information for the individuals listed must be accurate. 
Although both will be contacted, only the authorizing 
official will have the needed username and password to log 
onto the OPA database to recertify the 340B program.

Eligible patients
An individual is considered an eligible patient if:

 • The patient has received healthcare services other than 
drugs from the 340B covered entity. The covered entity 
has an established relationship with the individual and 
maintains records of the individual's healthcare.

 • The individual receives healthcare services from a 
healthcare professional who is employed by the covered 
entity or provides healthcare under contractual or 
other arrangements (e.g., referral for consultation) with 
responsibility for the care provided remaining with the 
covered entity.

 • The healthcare services the individual receives are 
consistent with the services for which grant funding or 
federally qualified health center look-alike status has 
been provided to the entity (disproportionate share 
hospitals are exempt from this requirement).

An individual will not be considered a patient of the 
covered entity if the only healthcare service received is 
the dispensing of a drug or drugs for subsequent self-
administration or administration in the home setting. 
An exception exists for individuals registered in a state-
operated or funded AIDS Drug Assistance Program (ADAP) 
that receives federal Ryan White funding.

Covered entities are responsible for interpreting and 
defining the term “covered outpatient drug” and 

documenting this definition in their policies and 
procedures.6

Operational regulations
Duplicate discounts cannot be provided by drug manufac-
turers to covered entities for both 340B discounted pricing 
and Medicaid drug rebates for the same drug. However, the 
duplicate discount requirement does not prohibit covered 
entities from receiving 340B discounts for medications given 
to Medicaid patients. In some states covered entities may 
have the option to choose whether to include Medicaid 
patients in their 340B program, while other states mandate a 
carve-in or carve-out.

If a covered entity chooses to include Medicaid patients 
in their 340B program, they must register their Medicaid 
provider number on the OPA database. They must also 
conform to state rules and regulations regarding billing and 
coding of 340B Medicaid claims. Most states now require 
covered entities to identify 340B drugs on Medicaid claims 
using specific modifier codes for claim-level identification.

Diversion rules prohibit covered entities from providing 
340B drugs to patients that do not meet the definition of an 
“eligible patient.” Your audit procedures should determine 
that 340B drugs were not:

 • Provided to inpatients

 • Ordered or administered by a physician who saw 
the patient at a non-340B eligible location without a 
documented referral

Contract pharmacies
Contract pharmacies are pharmacies that covered entities 
can elect to enter into agreements with to assist with 
dispensing drugs to eligible patients. Contract pharmacies 
can expand patient access to 340B drugs by providing 
additional pharmacy locations from which to dispense 340B 
drugs.

6 A broad definition of a covered outpatient drug can be found in section 
1927(k) of the Social Security Act (SSA).

Audit procedures should 
determine that 340B drugs were 

not provided to inpatients.

Qualifying covered entities 
must register on the OPA 
database, and must recertify 
their 340B program annually.
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Contract pharmacy relationships add a level of risk and 
complexity to a 340B program. As contract pharmacies 
provide pharmacy services to other patients in a community, 
the likelihood of dispensing 340B drugs to non-eligible 
patients of the covered entity is higher.

Covered entities are responsible for registering each 
contract pharmacy it enters into an agreement with on 
the 340B OPA database and maintaining compliance 
of the covered entity with 340B program requirements. 
Additionally, covered entities are required to obtain annual 
audits of their contract pharmacies from an independent 
outside auditor.7

Many organizations use third parties to conduct the annual 
audits of their contract pharmacies. However, internal audit 
departments have also filled this function in cases where 
they are viewed as independent and outside of the covered 
entity’s 340B program operations.

Tracking systems
“Split-billing” software systems are used by covered 
entities to review patient status and identify 340B eligible 
prescriptions for reordering. The software provides visibility 
through its electronic database of documented dispensation 
events using data from the EMR. These data interfaces 
can be complex, resulting in the possibility of incorrectly 
identifying patients as eligible to receive 340B drugs. The 
contract pharmacies depend on data supplied by the 
covered entity.

Audit exposure
Covered entities are responsible for maintaining auditable 
records in the event of an audit by either HRSA or a 
manufacturer. HRSA can conduct selective audits of 340B 
covered entities to provide additional program oversight, 
monitor for program violations, and prevent diversion and 
duplicate discounts.

A manufacturer can only conduct an audit when 
documentation exists that indicates reasonable cause. 
Reasonable cause means a belief that a covered entity may 
have violated a program requirement such as:

 • Accepting a 340B discount on a covered outpatient drug 
at a time when the covered entity has not submitted a 
Medicaid billing status to HRSA

 • Transferring or otherwise reselling 340B discounted 
covered drugs to ineligible recipients

7 www.hrsa.gov/opa/implementation/contract/

In 2012, HRSA began conducting formal audits of 
organizations participating in the 340B program.8 
Covered entities found to be noncompliant have been 
subject to fines and penalties such as repayments to drug 
manufacturers and termination from the 340B program. 
According to HRSA, the information gained from the audits 
is shared with covered entities and has helped increase 
compliance across the 340B landscape.

In its first year, HRSA conducted audits of 51 covered entities, 
rising to 198 covered entities in 2016.9 The top three covered 
entity types selected for audit in 2016 were disproportionate 
share hospitals, Federally Qualified Health Centers, and 
critical access hospitals.

The regulatory risks of 340B programs are illustrated in the 
2016 findings. Adverse findings occurred at 63 percent of 
audited covered entities, and the most common adverse 
findings appear in Exhibit 3.10

8 www.hrsa.gov/opa/updates/140509auditresults.html.

9 www.hrsa.gov/opa/programintegrity/auditresults/fy16results.html

10 Ibid

Exhibit 3 – Adverse HRSA findings

Finding (frequency) Details

Diversion (46%)  • 340B drugs written at ineligible 
sites

 • 340B drugs dispensed to 
inpatients

 • 340B drugs not properly 
accumulated in the split-billing 
software

Incorrect OPA 340B 
database record (47%)

 • Registered contract pharmacies 
without written contract in 
place

 • Offsite patient facilities not 
listed on database

 • Incorrect entry for primary 
contact

Duplicate discounts (26%)  • Inaccurate or incomplete 
information in the Medicaid 
Exclusion File

 • Controls not in place to prevent 
duplicate discounts

GPO exclusion violation 
(5%)

 • Covered outpatient drugs 
obtained through a GPO
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Most of the covered entities that have been found in 
violation of program requirements during the HRSA audits in 
2016 have been subjected to sanctions including repayment 
to manufacturers, termination of contract pharmacies from 
the program, or termination of offsite patient facilities from 
the program.

HRSA regularly examines the audit process to help 
improve 340B compliance. Starting in 2017, 340B audits 
were outsourced to the Bizzell Group. Expectations are for 
increased frequency, scope and level of detail in the HRSA 
audits.

Your organization should have a plan in place for an HRSA 
audit, including readily available program documents and 
knowledgeable stakeholders regarding their 340B programs 
who are prepared to answer questions the auditors 

may have. At a minimum, topics are likely to include the 
following:

 • Internal controls and processes in place to increase 
compliance

 • Split-billing software set up and operations
 • Pharmacy procurement processes
 • Auditing and monitoring procedures

Summary
The 340B program can help covered entities provide vital 
healthcare services to their communities. Participating 
entities need to be vigilant in compliance to avoid sanctions 
and ensure they can continue to participate. Potential 
compliance pitfalls exist in patient and program eligibility, 
program registration, drug purchasing sources and 
discounts, diversion to inpatients and record-keeping.

Part Two of this series will review the management of 
the regulatory, operational and financial risks in the 340B 
program and provide an outline for an audit approach. 

The authors wish to acknowledge the valuable contributions of 
Christine Farmer, Ben Fry, Abel Haile and Bryan Banisaba from Deloitte 
& Touche LLP.

Your organization should have a 
plan in place for an HRSA audit.
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