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Objectives:

• Understand basic concepts and definitions of the 340b
program

• Identify policies and procedures that should be maintained
and the available resources to support

• Gain knowledge of common issues with 340b compliance
and how to avoid them



340b University – On Demand

• https://www.340bpvp.com/340b-university/online-learning



Concepts



Intent of 340b

• Permits eligible safety net providers “to stretch scarce Federal
Resources as far as possible, reaching more eligible patients and
providing more comprehensive services.”
• Provides discounts on outpatient drugs to certain safety-net covered

entities.
• Average savings of 25-50%

• Savings may be used to:
• Reduce price of pharmaceuticals for patients.
• Expand services offered to patients.
• Provide services to more patients.

• Manufacturers that participate in Medicaid must also participate in the
340B Program.



340b Acronyms

• Acronym guide -
https://www.340bpvp.com/Documents/Public/340B%20Tools/340b-
acronym-Guide.pdf

• HRSA - Health Resources and Services Administration - an agency of
the U.S. Department of Health and Human Services, is the primary
Federal agency for improving health care to people who are
geographically isolated, economically or medically vulnerable

• https://www.hrsa.gov/

• Apexus - the only national 340B call center verified and endorsed by
the HRSA - https://www.340bpvp.com/



340b Acronyms

• OPA – Office of Pharmacy Affairs – the office within HRSA responsible
for the 340b program.

• OPAIS – Office of Pharmacy Affairs Information system– the official
database for the 340b program

• https://340bopais.hrsa.gov/



340b key terms
• https://www.340bpvp.com/Documents/Public/340B%20Tools/340b-

glossary-of-terms.pdf
• 340b ID
• Covered Entity (CE)
• Authorizing Official (AO)
• Primary Contact (PC)
• Registration
• Recertification
• Patient Definition
• Contract pharmacy
• Duplicate discount
• Material breach



Covered Entity Types
• Health Centers

• Federally Qualified Health Centers
• Federally Qualified Health Center Look-Alikes
• Native Hawaiian Health Centers
• Tribal / Urban Indian Health Centers

• Ryan White HIV/AIDS Program Grantees
• Hospitals

• Children’s Hospitals
• Critical Access Hospitals
• Disproportionate Share Hospitals
• Free Standing Cancer Hospitals
• Rural Referral Centers
• Sole Community Hospitals

• Specialized Clinics
• Black Lung Clinics
• Comprehensive Hemophilia Diagnostic Treatment Centers
• Title X Family Planning Clinics
• Sexually Transmitted Disease Clinics
• Tuberculosis Clinics

All LHDs have all 3 of these CD types.

A few LHDs are FQHCs.



Registration vs. Recertification vs. Open Enrollment

• Registration - the process of adding a covered entity, outpatient facility,
or contract pharmacy to the 340B program that is not already
participating.



Registration vs. Recertification vs. Open Enrollment
• Recertification - Once a site has been registered and is listed as active in 

the 340B program, HRSA is required by statute to conduct annual 
recertification of participating 340B covered entities' information listed 
in the HRSA 340B Database. As part of this process, an authorizing 
official from each 340B entity certifies basic information about the 
entity and its 340B compliance.  Recertification is done at different 
points in the year by entity-type.  HRSA will notify the listed Authorizing 
Official and Primary Contact when the recertification for their entity 
type is approaching.  



Registration vs. Recertification vs. Open Enrollment

• Open Enrollment – the window in which a covered entity can make
changes (such as adding or deleting a contract pharmacy) or a new site
can be added. Open enrollment is on the following schedule:

Register Start Date

January 1-15 April 1

April 1-15 July 1

July 1-15 October 1

October 1-15 January 1



340b Patient Definition

• Patients must receive health care services other than drugs from the 340B covered 
entity. 

• An individual is a patient of a 340B covered entity only if:
• the covered entity has established a relationship with the individual, such that the covered entity maintains 

records of the individual's health care; and
• the individual receives health care services from a health care professional who is either employed by the 

covered entity or provides health care under contractual or other arrangements (e.g. referral for consultation) 
such that responsibility for the care provided remains with the covered entity; and

• the individual receives a health care service or range of services from the covered entity which is consistent 
with the service or range of 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 health care 
service received by the individual from the covered entity is the dispensing of a drug or 
drugs for subsequent self-administration or administration in the home setting.



340b and Medicaid

• Prevention of duplicate discounts
• Carve in – use 340b purchased medications on Medicaid patients and

bill with the UD modifier
• Carve out – use NON-340b purchased medications on Medicaid

patients and Medicaid seeks the rebate
• Must bill Medicaid at actual acquisition cost



Material Breach
• Sample Statement: [Entity Name] defines a material breach of 

compliance as a violation(s) that exceeds [threshold indicator – see 
examples below*]. Such violations require self-disclosure. Violations 
identified through internal self-audits, independent external audits, 
or otherwise that [meet or] exceed this threshold, and that remain 
non-correctable within the entity-defined period timeframe of review, 
will be immediately reported to HRSA (at 
340Bselfdisclosure@hrsa.gov) and applicable manufacturers using the 
following self-disclosure report template: 
https://www.340bpvp.com/Documents/Public/340B%20Tools/self-
disclosure-to-hrsa-and-manufacturer-template.docx



Material breach thresholds examples

• *Examples of threshold indicators (use one or more in each definition 
to be applied within entity-defined review period timeframe of 
review):

1. X% of total 340B purchases or impact to any one manufacturer
2. $X (fixed amount), based upon total outpatient or 340B spend, or impact to 
any one manufacturer
3. X% of total 340B inventory (units)
4. X% of audit sample
5. X% of prescription volume/prescription sample
6. Will not self-correct within x months

*Select one quantity and one time frame for local policy*



Policies



• https://www.340bpvp.com/education/340b-tools/

https://www.340bpvp.com/education/340b-tools/





Policies and Procedures

• Eligibility – entity and patient
• Roles and responsibilities
• Enrollment, recertification, change requests
• Inventory management
• Duplicate discount prevention
• Contract pharmacy if applicable

• https://www.govinfo.gov/content/pkg/FR-2010-03-05/pdf/2010-4755.pdf
• Material breach
• Self audits



https://www.340bpvp.com/education/340b-tools/



Self Audits

Recommended quarterly, but should 
meet the CE specific auditing needs

https://www.340bpvp.com/education/340b-tools/



Self Audit: 
Prevention of 
Diversion



https://www.340bpvp.com/education/340b-tools/



OPAIS



CE ID Number 
and Type

Start, Termination, Last Edit 
Dates













Resources



https://www.340bpvp.com/resource-center/faqs



https://www.340bpvp.com/about/apexus-answers/



340b Common issues

• Failure to meet the patient definition
• The patient definition is not contingent on the clinic in 

which the patient was seen
• Transferring inventory to another entity
• Ordering under the wrong 340b account



340b Common issues

• Inventory
• Failure to separate inventory by 340b registration
• Not tracking inventory to the NDC and Lot #
• Lack of material breach policy
• Tracking of acquisition cost to ensure proper Medicaid

billing



340b Common issues

• Contract pharmacy registrations
• Can only be completed in open registration windows and 

are not effective until the next quarter.
• Required elements of the contract
• Covered Entity retains all responsibility

• Not all entity types are equivalent



340b University – On Demand

• https://www.340bpvp.com/340b-university/online-learning
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