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Learning Objectives

• Describe the importance of the 340B program for safety net 
providers, like community health centers.

•  Outline emerging policy updates that impact the 340B program 
and providers.

•  Review tools you can use to engage in effective 340B 
advocacy.



340B Basics & Advocacy 

The History 
of 340B1 The Current 

Landscape2 Telling your 
Story 3



340B History Timeline

1992 1996 2010 2015 2019

340B statute 
enacted

HRSA issued 
contract pharmacy 
& patient definition 

guidance.

ACA expands 
contract 

pharmacies and 
creates ADR 

process

HRSA proposes 
mega guidance 
and withdraws

Genesis vs HRSA 
lawsuit over 

patient definition

Ted Slafsky T. The 20 key moments in the 340B program’s 30-year history. Omnicell Blog – 340B Program’s 30-Year History. November 2, 2022. Accessed July 13, 2023. https://www.omnicell.com/blog/the-20-key-moments-
in-the-340b-programs-30-year-history. 
Congressional Research Service. Overview of the 340B Drug Discount Program - CRS Reports. CRS Reports. October 14, 2022. Accessed July 13, 2023. https://crsreports.congress.gov/product/pdf/IF/IF12232. 



23 Drug Manufacturers with Contract 
Pharmacy Restrictions

Eli Lilly AstraZeneca Sanofi Novartis United 
Therapeutics

Novo 
Nordisk

Boehringer 
Ingelheim Merck UCB Amgen AbbVie Bristol Myers 

Squibb

Pfizer Glaxo Smith 
Kline Gilead* Bausch 

Health Biogen Exelixis

Bayer Organon Teva EMD Serono
Johnson & 
Johnson 
(Janssen)



How Did We Get Here?

Trump 
Administration 

Insulin E.O. 

Start of 
contract 

pharmacy 
restrictions

NACHC 
sues for 

ADR Rule

NACHC files 
the 1st ADR 

Petition ADR 
process 
starts

HRSA 
dismisses 

ADR petition 

August 
2020

Fall 
2020

Fall 
2020

Jan 
2021

Fall 
2021

Fall 
2022



Contract Pharmacy Litigation 
The cases in red have been decided. In black are waiting decisions in the Appeals 

Courts. Blue is still pending at the District Court level.  

U.S. 7th Circuit District Court 

AstraZeneca
Novo Nordisk

Sanofi

U.S. 3rd Circuit 

Lower Court found that 
the 340B statute does 
not stop manufacturers 

from attaching any 
conditions to 340B drug 
sales involving contract 
pharmacies. But noted 

that the statute does not 
permit all types of 

conditions.

Judges are evaluating if 
they can review the 

lower Court’s decision 
and the connection to 

the ADR process. 

PhRMA
Merck
UCB

Kalderos
Boerhringer Ingleheim

Amgen

Court found in favor of
manufacturers’ position 
that the 340B statute

does not require delivery 
of 340B drugs to an
unlimited number of

contract pharmacies and
the current restrictions
do not violate the 340B 

statute.

Novartis
United Therapeutics

Eli Lilly 

DC Court of 
Appeals

Congressional Research Service. Courts evaluate the role of contract pharmacies in the 340B drug ... CRS Reports. October 13, 2022. Accessed July 13, 2023. https://crsreports.congress.gov/product/pdf/LSB/LSB10842. 
United States Court of Appeals for the Third Circuit holds that drug manufacturers are not required to contract with unlimited 340B contract pharmacies. Foley Hoag LLP. February 2, 2023. Accessed July 13, 2023. https://foleyhoag.com/news-and-
insights/publications/alerts-and-updates/2023/february/united-states-court-of-appeals-for-the-third-circuit-holds-that-drug-manufacturers-are-not-required/. 



Path Forward To Stability
To address the ongoing contract pharmacy restrictions, there are three types of solutions health centers 
can support or rely on. For 2.5 years, we have watched litigation and HRSA extend as far as possible 

without any tangible relief or results for covered entities.

Contract 
Pharmacy 

Restrictions

Litigation 

Possible 
Solutions

Most tangible and immediate 
solution for relief and 

permanent stability in the 
program. 

Legislation

HRSA

Best case scenario: Go to 
the Supreme Court and 
possibly get a decision 

Summer 2024.

Currently, HRSA lacks 
enforcement authority in 
statute and in practical 

application.





340B: A critical program for Health Centers - NACHC. National Association of Community Health Centers. June 13, 2022. Accessed July 13, 2023. https://www.nachc.org/wp-
content/uploads/2022/06/NACHC-340B-Health-Center-Report_-June-2022-.pdf. 



340B Status Quo is Product 
of Competing Interests and Inertia

Current dynamics have led to a stalemate that has punished health centers

Members of 
Congress 340B grantees do not have enough 

political power or motivation to take on 
hospitals and drug industry (PhRMA, 
PBMs, etc…). Unlike health centers, 
most are not impacted by contract 
pharmacy restrictions.

PhRMA pushing changes on 
hospital participation

Hospitals have enough political 
sway to push back on substantial 
changes despite articles 
highlighting abuse but not enough 
power 

Other drug industry players (PBMs, 
pharmacists, etc…) have some 

interest in 340B but not enough 
power to drive new solutions.
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Legislation that came out of the 
House Energy & Commerce 
Committee would impact 340B 
within Medicaid Managed Care at 
contract pharmacies. 

NACHC continues to work with the 
impacted states and their 
congressional delegations.

Medicaid Actual 
Acquisition Cost

Understanding how 340B savings are 
used and benefit patients has long 
been a priority for House 
Republicans.

The key Republican House members 
know that more must be done but this 
was a first step as part of a 
transparency package. The partisan 
vote complicates the path forward.

340B
Transparency

Six Senators (John Thune (R-SD), Debbie 
Stabenow (D-MI), Shelley Moore Capito 
(R-WV), Tammy Baldwin (D-WI), Jerry 
Moran (R-KS), and Ben Cardin (D-MD) 
announced that they are seeking input on 
bipartisan policies to improve the program. 

ASAP 340B is a major driver in providing 
the proof of concept for compromise. 

Latest Congressional 340B Developments



Congressional 
Efforts to Hold 
PBMs Accountable 



Congressional 
Efforts to Hold 
PBMs Accountable 





2023 PBM Legislation
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Arizona Arkansas California Colorado Connecticut Florida Georgia

Illinois Indiana Iowa Kansas Kentucky Maine Maryland

Massachusetts Michigan Minnesota Mississippi Missouri Montana Nebraska

New Hampshire New Jersey New Mexico Nevada New York North Carolina North Dakota

Oklahoma Oregon Pennsylvania Rhode Island South Carolina South Dakota Texas

Utah Vermont Virginia Washington West Virginia Wisconsin Wyoming



23 states have enacted anti-discriminatory 
contracting legislation (2019 – 2022)
v Alabama
v Arizona (2022)
v Arkansas – 

currently under 
litigation

v Colorado (2022)
v Georgia
v Illinois
v Indiana
v Kentucky

v Maryland (2022)
v Michigan (2022)
v Minnesota
v Montana
v Nebraska (2022)
v North Carolina
v North Dakota
v Ohio
v Oregon

v South Dakota
v Tennessee
v Utah
v Vermont (another 

bill 2022)
v Virginia (2022)
v West Virginia



Tell your story! 
What compliance and 

audit requirements 
does your pharmacy 

follow?

What’s the impact 
on your patients if 

the status quo 
remains?

What does 340B 
mean to your 
pharmacy?

01 02 03 04

How does your 
pharmacy support 

safety-net 
providers and their 

patients?



340B Drugs Treating Leading Health Conditions
What are the TOP 3 disease states treated at your health center 

with drugs purchased through the 340B program?

2%

2%

11%

12%

14%

18%

56%

88%

94%

Unknown

Cancer

Substance Use Disorders (e.g., tobacco cessation
medication)

Reproductive health (e.g., contraceptive pills)

Other (please specify)

HIV/AIDS (e.g., HAART medications)

Behavioral and mental health (e.g., SSRIs, ADHD
medication)

Heart Disease or Hypertension (e.g., ACE inhibitors or
beta blockers)

Diabetes (e.g., Insulin)

340B: A critical program for Health Centers - NACHC. National Association of Community Health Centers. June 13, 2022. Accessed July 13, 2023. https://www.nachc.org/wp-
content/uploads/2022/06/NACHC-340B-Health-Center-Report_-June-2022-.pdf. 



Connecting 340B to our 30 Million Patients
As members of Congress develop their policy agenda, highlight how health centers 
are providing essential services ONLY through the 340B program. It’s bigger than 

$$$, it’s patients’ lives at stake!

Hypertension
Over 88% of CHCs use the 340B 
program to purchase medications 

to treat heart disease and 
hypertension. 

Natural Disasters 
CHCs are still serving patients during 

natural disasters and use 340B savings 
to prepare, sustain, and innovate. 

Diabetes 
Majority of drugs impacted by 

contract pharmacy restrictions are 
related to diabetic care. 

Behavioral Health
CHCs are well positioned to reach 
low-income Americans that need 

mental health services. Many critical 
positions are funded by 340B.

Food Insecurity 
CHCs create programs to 
address SDOH, like food 

insecurity, which can be barriers 
to improve patient outcomes. 

Substance Use Disorder
CHCs are leaders in integrating 

SUD treatment with primary care 
and proving Medication-Assisted 
Treatments for opioid addiction.



340B 
Impact 
Profile

https://www.nachc.org/wp-content/uploads/2023/05/CHCs-and-340B-Updated_fillable-4.13.23.pdf
https://www.nachc.org/wp-content/uploads/2023/05/CHCs-and-340B-Updated_fillable-4.13.23.pdf
https://www.nachc.org/wp-content/uploads/2023/05/CHCs-and-340B-Updated_fillable-4.13.23.pdf


Why does Congress need to act this year 
on 340B?

What type of services/programs will be 
impacted at your health center if legislation is 
not passed to protect the 340B program? 

https://gather.video/ac8e
https://gather.video/ac8e
https://gather.video/NgGn
https://gather.video/NgGn
https://gather.video/NgGn


Updated 340B Advocacy Toolkit

• Talking points on all 340B 
issues!

• ASAP 340B
• Contract pharmacies
• PBMs
• Medicaid Carve out

• Sample 340B script 
• Sample Social Media
• Sample email to Congress

https://www.hcadvocacy.org/wp-content/uploads/2023/02/340B_Advocacy_Toolkit-Updated_08222022-2.pdf


Social Media Tools

Graphics

Sample Tweets
Use on Twitter!

In NACHC’s Updated 340B 
Advocacy Toolkit

https://drive.google.com/drive/folders/1iTSjqKuw3l5ERKw_LBDslZI8eOOl_h55
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Our Policy Principles





NACHC’s Gather Voices tool allows you to 
record short advocacy videos that can be 
shared on social media, websites and other 
virtual platforms.

Advocate for 340B!

Answer one of these two questions:

1) Why does Congress need to act this year on 
340B?
2) What types of services/programs will be impacted 
at your health center if legislation is not passed to 
protect the 340B program?



340B Resources
• 340B Advocacy Noddlepod

• Connect with colleagues, share info/ask 
questions on Noddlepod

• Email Elizabeth Linderbaum, 
elinderbaum@nachc.org, to get added

• Drug Manufacturer Restrictions Chart
• Updated as needed on NACHC’s 340B 

website
• Infographics

• 340B & Health equity
• CHCs & Contract pharmacy 

mailto:elinderbaum@nachc.org
https://www.nachc.org/wp-content/uploads/2023/05/340B-restrictions-summary-chart-9.pdf
https://www.nachc.org/focus-areas/policy-matters/340b/
https://www.nachc.org/focus-areas/policy-matters/340b/
https://www.nachc.org/wp-content/uploads/2022/08/340B-Funding-Health-Equity_V2.pdf
https://www.nachc.org/infographics-340b-and-health-centers/


Questions

? ?
?? ?



Vacheria Keys, JD
Director of Policy & Regulatory Affairs

vkeys@nachc.com




