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• Learning Objectives:
• Increase functional knowledge of HRSA’s 340B Drug 

Pricing Program
• Identify the role for the 340B Drug Pricing Program 

in HIV prevention and viral hepatitis programs
• Operationalize the 340B Drug Pricing Program in 

viral hepatitis and HIV elimination efforts

• Multi-part series:
• March 10, March 24, April 7, April 21, May 5
• Every other Wednesday at noon ET

WEBINAR OVERVIEW
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1. Goal of the 340B Drug Pricing Program
2. Statutory Authority
3. Eligibility
4. Covered Entities and Patient Definition
5. Program Savings and Program Income

AGENDA
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• Federal law that requires drug manufacturers to offer discounts on 
medications sold to certain types of safety net providers for outpatient 
use

• Authorized by the Public Health Service Act 
• Administered by the Health Resources and Services Administration 

(HRSA) Office of Pharmacy Affairs (OPA)
• Purpose is to “stretch scarce federal resources as far as possible, 

reaching more eligible patients and providing more comprehensive 
services”

WHAT IS 340B?
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• There are 16 Covered Entity categories, all authorized by different 
sections of the Public Health Service Act (PHSA)

• Hospitals 
• Federal Grantees

• FQHCs
• Ryan White Providers
• Title X Family Planning Providers
• Hemophilia Clinics
• STD Clinics (section 318 grantees)

• Viral Hepatitis, HIV Prevention, and STD programs all fall under Section 318
• TB Clinics

WHAT IS 340B?
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A funding source

Free medications

Testing or laboratory support 

For vaccines 

WHAT 340B IS NOT
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• The required discount is either 13% (generic) or 23.1% (brand-name) 
from Average Manufacturer Price (AMP) 

• Additional discounts are also required if the drug manufacturer has 
chosen to increase the drug’s price or offer a lower price to other 
purchasers 

• Manufacturers also voluntarily provide additional discounts
• Wholesale cost/340B Price 

340B DISCOUNT
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• Hold for content, waiting on Edwin

WHO PAYS WHAT? A $100 DRUG

8



Qualifying provider
• Must be an eligible provider

• Receive qualifying federal 
funding/support

• Register in the 340B database
• Complete annual recertification 
• Comply with 340B program requirements

Qualifying patient
• Meets the 3-part patient definition

WHO QUALIFIES?
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To be eligible to receive 340B medications, patients must 
receive health care services other than drugs from the 
340B covered entity

Patient eligibility is met when: 
1. The covered entity has established a relationship 

with the individual and maintains records of the 
individual’s health care;

2. The individual receives health care services from 
an employee or paid contractor of the covered 
entity – the responsibility of the care provided 
remains with the covered entity; and

3. The individual receives health care services or 
range of services form the covered entity which is 
consistent with the service or range of services for 
which grant funding has been provided to the 
entity 

PATIENT DEFINITION
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https://www.hrsa.gov/opa/eligibility-and-registration/index.html
https://www.hrsa.gov/opa/eligibility-and-registration/index.html


• Historically “STD Clinics”
• Re-defined in 2019

• Recipients or subgrantees of an CDC grant that uses 
Section 318 of the PHSA as its legislative authority

• Includes HIV Prevention and Viral Hepatitis Surveillance and 
Prevention Funding for Health Departments

318 ELIGIBILITY
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*Credit: Stephanie Arnold Pang, Director, Policy and Government Relations, NCSD



• Covered entities must have a financial relationship with a qualifying 
section 318 program that is eligible for 340B

• Must receive either direct financial support or receive in-kind 
contributions supported by the qualifying section 318 funding

“Qualifying in-kind contributions must be paid for by section 318 grant 
funds to qualify a site as 340B eligible. In-kind contributions may be in 

the form of real property, equipment, supplies and other services directly 
benefiting and specifically identifiable to the project or program” 

HRSA

GRANTEES AND SUBGRANTEES
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• Up-Front Savings:
• Purchase medications to provide to patients (STD program 

treatment model)

• Income: 
• 340B drugs can be provided to insured patients
• Covered entities  can receive program income from the difference 

between the 340B price and the insurance reimbursement rate

• Grantees, including sub-grantees, are required to use 
all 340B income and savings for activities that promote 
the purpose of their qualifying funding/federal grant

• There is no regulatory authority to audit 340B 
income/savings

PROGRAM INCOME AND SAVINGS
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• Medicaid Drug Rebate Program
• Avoid duplicate discounts!!

• Carve-In vs Carve-Out Model
• Carve-Out: no 340B drugs are used for 

Medicaid patients
• Carve-In: includes Medicaid patients in 

the 340B program, dispensing drugs 
purchased under 340B to these patients

MEDICAID INTERSECTION
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• The 340B Program is a drug pricing program that can be utilized by 
section 318 grantees and sub-grantees to access deeply discounted 
medications

• There are eligibility requirements as well as a 3-part patient definition 
that must be met

• The 340B program can have a significant financial impact on public 
health programs thanks to program savings and program income

• Beware of duplicate discounts if also billing Medicaid

SUMMARY
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• HRSA 340B Drug Pricing Program
• Apexus: 340B Prime Vendor
• 340B FAQs
• The ABCs of 340B, NCSD
• 340B Health 

RESOURCES
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https://www.hrsa.gov/opa/index.html
https://www.apexus.com/
https://www.340bpvp.com/hrsa-faqs
https://www.youtube.com/watch?v=HcTdu0YsCp8
https://www.340bhealth.org/members/340b-program/overview/


Next Webinar:
Wednesday, March 24, 2021 
12:00 pm ET

Agenda: Discuss the roles of health department viral hepatitis programs 
and subgrantees in the 340B program, identify oversight approaches, 
and walk through the registration process and timeline  

QUESTIONS AND DISCUSSION
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