
1

Disclosures

June 7, 2023

▪ This program is supported by the Health Resources and Services Administration (HRSA) of the U.S. 

Department of Health and Human Services (HHS) under grant number U1OHA30535 as part of an award 

totaling $4.2m. The contents are those of the author(s) and do not necessarily represent the official views 

of, nor an endorsement, by HRSA, HHS, or the U.S. Government. For more information, please visit 

HRSA.gov.

▪ “Funding for this presentation was made possible by cooperative agreement U1OHA30535 from the Health 

Resources and Services Administration HIV/AIDS Bureau. The views expressed do not necessarily reflect 

the official policies of the Department of Health and Human Services nor does mention of trade names, 

commercial practices, or organizations imply endorsement by the U.S. Government. Any trade/brand 

names for products mentioned during this presentation are for training and identification purposes only.”

▪ This content is owned by the AETC, and is protected by copyright laws. Reproduction or distribution of the content 
without written permission of the sponsor is prohibited, and may result in legal action.
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AETC Program National Centers and HIV Curriculum

▪ National Coordinating Resource Center – serves as the central web –based repository for AETC 

Program training and capacity building resources; its website includes a free virtual library with training and 

technical assistance materials, a program directory, and a calendar of trainings and other events. Learn 

more: https://aidsetc.org/

▪ National Clinician Consultation Center – provides free, peer-to-peer, expert advice for health 

professionals on HIV prevention, care, and treatment and related topics. Learn more: https://nccc/ucsf.edu

▪ National HIV Curriculum – provides ongoing, up –to-date HIV training and information for health 

professionals through a free, web –based curriculum; also provides free CME credits, CNE contact hours, 

CE contact hours, and maintenance of certification credits. Learn more: www.hiv.uw.edu
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Learning Objectives 

▪ Provide introduction to the 340B Drug Pricing Program

▪ Outline covered entity eligibility requirements

▪ Discuss 340B compliance cornerstones and registration 

▪ Review best practices in program oversight
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Due to the nature of Apexus' role as HRSA's 340B prime 

vendor, it is a neutral organization that supports all 340B 

Program stakeholders and will not be discussing political 

dynamics and legal challenges facing the program.

June 7, 2023
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Program Intent

June 7, 2023

To permit covered entities to stretch scarce federal resources as far as 

possible, reaching more eligible patients and providing more comprehensive 

services.

H.R. Rep. No. 102-384(II), at 12 (1992)

“ “

June 7, 2023
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▪ Manufacturers that participate in the Medicaid Drug Rebate Program (to receive state Medicaid 

coverage) must also offer their drugs through the 340B Program

▪ Affected medications are called covered outpatient drugs (CODs), as defined in Section 

1927(k)(2) of the Social Security Act

▪ Eligible providers, known as covered entities (CEs), must comply with program requirements

340B Drug Pricing Program Overview

June 7, 2023

Federal program requiring 

manufacturers to provide discounted 

prices on medications to certain health 

care providers
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340B Savings

Entities save on drug costs by purchasing 340B drugs at a reduced price for 

eligible patients

▪ Example: physician administers drug to 340B eligible patient at an outpatient 

clinic

▪ Some examples of entity services meeting the intent of the program or grant 

program requirements include community benefit, charity care, drug access 

programs, free clinics, health fairs, and sliding fee scales

June 7, 2023

Non-340B acquisition cost: $100

– 340B acquisition cost: $70

$30 savings
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340B Ceiling Price

Manufacturers will not charge a price that is higher than the 340B ceiling price

June 7, 2023

WAC AMP GPO 340B VA
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Covered Outpatient Drugs (CODs)
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Entities should maintain relevant policies and 

procedures explaining how this definition is 

applied to their operations

▪ Outpatient drugs

▪ Over-the-counter drugs (with prescription)

▪ Clinic-administered drugs

▪ Biologics & insulin

http://www.ssa.gov/OP_Home/ssact/title19/1927.htm
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Defined in 

Section 

1927(k)(2) of 

the Social 

Security Act

http://www.ssa.gov/OP_Home/ssact/title19/1927.htm


Covered Entity Eligibility
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Eligible Covered Entities

Hospitals Grantees

▪ Disproportionate Share Hospitals (DSH)

▪ Children’s Hospitals (PED)

▪ Critical Access Hospitals (CAH)

▪ Free-standing Cancer Hospitals (CAN)

▪ Rural Referral Centers (RRC)

▪ Sole Community Hospitals (SCH)

▪ Federally Qualified Health Centers

• Health Center Program Award Recipients and Look-Alikes 

(FQHC, FQHC-LA)

• Native Hawaiian Health Centers (NH)

• Tribal/Urban Indian Health Centers (IHS)

▪ Ryan White HIV/AIDS Program (RW)

▪ Specialized Clinics

• Black Lung Clinics (BL)

• Hemophilia Treatment Centers (HTC)

• Title X Family Planning Clinics (FP)

• Sexually Transmitted Disease Clinics (STD)

• Tuberculosis Clinics (TB)
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Grantee Eligibility

Federal funding/designation determines 340B eligibility for grantees 

as listed within the statute

▪ Includes federal grantees from HRSA, Centers for Disease Control 

and Prevention (CDC), Department of Health and Human Services’ 

Office of Population Affairs, and the Indian Health Service

June 7, 2023



Covered Entity Compliance 

Cornerstones
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Layers of 340B Policy

Policy Releases

Guidelines

Regulations

Statutes
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Major 340B Compliance Areas

June 7, 2023

▪ Covered Entities

• Prevent diversion to ineligible patients

• Medicaid duplicate discount prohibition

• Annual recertification 

▪ Manufacturers

• Offer to sell CODs at 340B ceiling price
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Prevent Diversion to Ineligible Patients

▪ Entities must not resell or transfer 340B drugs to ineligible patients

▪ Patient definition1:

• Records of individual’s care

• Health care services, health care professional

− Employed by, under contractual or other arrangements (referral)

− Entity has responsibility for care

• Service received is consistent with funding or designation status (grantees)

• Services are more than dispensing

June 7, 2023

1 An individual registered in a state-operated or -funded AIDS drug purchasing assistance program receiving 

financial assistance under Title XXVI of the PHS Act will be considered a ‘‘patient’’ of the covered entity for 

purposes of this definition if so registered as eligible by the state program.
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Applying Patient Definition in Practice1

June 7, 2023

Covered 

outpatient

drug order/

prescription

Eligible 

for 340B 

Drug

Outpatient 
status

Patient health 
record

Entity-
prescriber 

relationship

Consistent 
with scope of 

grant 
(grantees only)

Covered entities carving out Medicaid must ensure 340B drugs are not billed to Medicaid 

1 An individual registered in a state-operated or -funded AIDS drug purchasing assistance program 

receiving financial assistance under Title XXVI of the PHS Act will be considered a ‘‘patient’’ of the covered 

entity for purposes of this definition if so registered as eligible by the state program.
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Duplicate Discount Prohibition 

June 7, 2023

340B price Medicaid rebate
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Avoiding Duplicate Discounts

Carve Out

▪ Covered entity purchases drugs for 

Medicaid patients without an upfront 340B 

discount

▪ State Medicaid programs can seek an 

MDRP rebate directly from the manufacturer

June 7, 2023

Carve In 

▪ Covered entity purchases drugs for 

Medicaid patients with an upfront 340B 

discount

▪ State Medicaid programs cannot seek 

an MDRP rebate
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Medicaid Environment – Types of Claims 

June 7, 2023

Retail

▪ Mostly for self-administration or home 

infusion

▪ Billed in real time through pharmacy 

point of sale system (using NCPDP 

standards)

Institutional

▪ Provider/facility/clinic-administered drugs

▪ Billed at later date through 837I electronic 

transmission (e.g., CMS-1450 aka UB-04)

Retail 

Pharmacy
State Medicaid 

Agency

State Medicaid 

Agency
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Medicaid Environment – Payer Types

June 7, 2023

Managed Care Organizations 

(MCOs)

Managed by third party contracted by state

Fee-For-Service (FFS)

Managed directly by state agency

State 

Medicaid 

Agency

State Medicaid 

Agency

Pharmacy 

Benefits Manager 

(PBM)
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HRSA, CMS, and State 340B Policy

HRSA Policy for Covered Entities

• Prevent duplicate discounts

• List Medicaid FFS billing information on 340B OPAIS, 
reflected on the HRSA Medicaid Exclusion File (MEF)

• Bill according to state policy

CMS Federal Policy for States

• Collect rebates on claims 

• Establish process for 340B drugs to avoid duplicate discounts

State Policy for Covered Entities

• Adhere to Medicaid 340B drug billing and reimbursement 
policy to prevent duplicate discounts



Registration and Recertification

June 7, 2023
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Grantee 340B Registration

▪ Grantees must provide their federal grant number when registering for 

the 340B Program

• Grantee eligibility verified either through the HRSA Electronic Handbook 

(EHB) or validation with Project Officer/Program Manager

▪ Importance of EHB changes and timing, especially changes of scope

• Possibility of chargeback denial and/or wholesaler 

delivery issues if any discrepancies between EHB, 

340B OPAIS, and distributor information
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Quarterly Registration Process

▪ Quarterly registration

• Register new entities, entity locations, and/or contract pharmacies

• Two-week registration periods, quarterly updates made to 340B 

OPAIS

▪ Change requests

• Changes to existing information can be made any time

June 7, 2023

Registration Period:
January 

1–15

April 

1–15

July 

1–15

October 

1–15

340B Go Live: April 1 July 1 October 1 January 1
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Recertification 

▪ Entities are required to recertify information in 340B OPAIS 

annually

• Certifies that information in 340B OPAIS is accurate

• Certifies that covered entity is still eligible and meets compliance 

requirements

▪ HRSA sends a notification email to authorizing official and primary 

contact

▪ The authorizing official performs the recertification online

June 7, 2023



340B Program Oversight
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340B Internal Resources

▪ Dedicated staff responsible for 340B compliance

▪ Self-audits

• Ensure readiness for HRSA or manufacturer audit

▪ Oversight of third parties

• 340B management systems

• Contract pharmacies

▪ Program oversight committee

▪ Ongoing staff education

Advise 

Help

Research

Teach
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Where to Find Help – 340BPVP.com

June 7, 2023
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PVP Tools and Resources

• New Look!

• Improved Search 

Functionality

• Covered Entity-Specific 

Resources
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PVP Tools and Resources

• Searches all tools by name

• Shows updated tools

• Future enhancements to 

search key words
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Tools: Getting Started in 340B Checklist

June 7, 2023

340BPVP.com/Tools

https://www.apexus.com/solutions/education/340b-tools
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Tools: 340B Oversight Best Practices and Calculating 

Program Impact and Use of Savings

June 7, 2023

340BPVP.com/Tools
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Where to Find Help – Apexus Answers

▪ Apexus Answers provides 

HRSA-aligned information to 

promote program integrity

▪ Tiered levels of response: can 

handle from basic to complex

▪ Assistance with your 340B 

questions is just a phone call, 

email, or online chat away!

June 7, 2023

340BPVP.com/Apexus-Answers
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Takeaways

▪ Covered entities and participating manufacturers have 340B 

program requirements

▪ Entity eligibility is defined in the 340B statute and requires 

registration in 340B OPAIS to participate

▪ Major compliance areas for covered entities include preventing 

diversion, duplicate discounts prohibition, and recertification

▪ Resources are available to support program oversight, including 

Apexus Answers and 340Bpvp.com

June 7, 2023
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