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Agenda
• Legislative Updates 
• Good Stewardship Principles 
• Legal Updates
• Regulatory Updates
• New 340B Data & Research
• Hear from the Field 



Legislative Updates



Calls for 340B Transparency



H.R. 198 – Rep. Rosendale (R-MT)
• Goal: To increase reporting requirements and transparency 

requirements in the 340B Drug pricing Program 



340B Good Stewardship Principles
• AHA is revitalizing these principles in 2023
• Goal: To demonstrate to the Hill and the 

public that 340B hospitals are willing to be 
transparent with how they use their 
savings to serve their patients and 
communities. 

• Three Principles: 
• Communicate Value of the 340B Program
• Disclose Estimated 340B Program Savings
• Continue to Perform Rigorous Internal 

Review 



340B Good Stewardship Principles 
Guidance



Legal Updates



340B OPPS Litigation
• June 2022 - U.S. Supreme Court unanimously rules that CMS’ 340B 

payment policy was unlawful and remanded the case back to the 
district court to resolve an appropriate remedy. 

• September 2022 – U.S. District Court of D.C. rules that CMS must 
immediately halt 340B payment cuts for 2022

• January 2023 – U.S. District Court of D.C. rules that the issue of the 
remedy will be decided by the agency through a proposed rule. 

• Next Steps: 
• Await proposed rule on remedy from HHS/CMS slated for April 2023 
• Continue to engage with HHS/CMS on what any remedy should include
• Selectively engage with members on the Hill to discuss importance of a swift 

and equitable remedy to all affected hospitals



340B Contract Pharmacy Litigation
• Drug companies sued HHS on OIG civil 

monetary penalties
• 2-2 in district court so far
• 3 appeal (3rd, 7th, DC Cir.); decisions 

expected this year
• AHA Advocacy:

• Support HHS in legal challenges (amicus 
briefs)

• Supported bipartisan Congressional letter to 
Becerra

• Becerra responded, affirming HHS 
support



340B Contract Pharmacy Litigation



Regulatory Updates 



CY 2022 OPPS 340B Payments
• For rural 340B hospitals that are seeking relief from 340B 

OPPS underpayments, contact your individual MAC(s) for 
guidance on submitting claims for repayment. 



CY 2023 OPPS Final Rule
• All 340B hospitals will be paid ASP + 6% 

for CY 2023 
• Budget neutrality adjustment for non-drug 

services was modified to account for the 
increase in the 340B payment rate

• Continues to require 340B hospitals to 
report either the “JG” or “TB” modifier 
depending on what type of 340B hospital 
you are

• Awaiting proposed rule (est. April 2023) on 
remedy for prior unlawful policy 



340B ADR Proposed Rule
• Updates old rule and defines a new process for 340B 

administrative dispute resolutions (ADR) 
• Makes ADR process more accessible for all 340B 

hospitals to raise claims by: 
• Removing the $25,000 claim value for threshold 
• Reforming the process to be more administrative rather than 

“trial-like” 
• Reducing the burden on providers for documentation, etc. 

• AHA also advocated for: 
• Explicit language in the rule to include contract pharmacy 

cases 
• Defining a timeline for ADR decisions with a recommendation 

for a 6-month decision timeframe 
• Not halting consideration of ADR cases that involve issues 

that are the subject of litigation in Court 



340B Data & Research



Contract Pharmacy Restrictions Impact 
Survey – Nov. 2022
• CAHs accounted for 45% of respondents
• $507K average annualized losses for 

CAHs from contract pharmacy restrictions
• $117K average annualized losses per 

arrangement
• 20% of contract pharmacies were “no 

volume on the books” pharmacies 
• Forced many hospitals to cut programs 

and services, exacerbated existing 
financial challenges, and made it more 
difficult to fill staffing gaps 



New Contract Pharmacy Study 
• 66% of the uninsured population and 67% of the Medicaid population 

live in zip codes with at least one 340B contract pharmacy
• 73% of Black population, 73% of Asian population, and 66% 

Hispanic population living in zip codes with at least one 340B 
contract pharmacy

• The number of contract pharmacy agreements among rural 340B 
hospitals increased by 51% between 2020 and 2022

• The number of specialty contract pharmacy agreements among CAH 
and SCH 340B hospitals increased by 63% and 73%, respectively, 
from 2020 to 2022, compared to 52% among DSH 340B hospitals

• Several rural states such as Mississippi (119%), Montana (167%), 
and Wyoming (244%) more than doubled their number of specialty 
contract pharmacy agreements during the pandemic



Research in the Pipeline
• Case studies on how 340B brings 

value to patients and communities 
• Contextualizing the size and scope of 

the 340B program
• 340B impact on underserved patient 

populations 
• 340B “child site” locations and 

service to underserved patient 
populations 



Hear from the Field!
Karen Cheeseman, President 
& CEO 
Mackinac Straits Health 
System 


	Slide Number 1
	The Changing 340B Landscape for Rural Hospitals
	Agenda
	Legislative Updates
	Calls for 340B Transparency
	H.R. 198 – Rep. Rosendale (R-MT)
	340B Good Stewardship Principles
	340B Good Stewardship Principles Guidance
	Legal Updates
	340B OPPS Litigation
	340B Contract Pharmacy Litigation
	340B Contract Pharmacy Litigation
	Regulatory Updates 
	CY 2022 OPPS 340B Payments
	CY 2023 OPPS Final Rule
	340B ADR Proposed Rule
	340B Data & Research
	Contract Pharmacy Restrictions Impact Survey – Nov. 2022�
	New Contract Pharmacy Study 
	Research in the Pipeline
	Hear from the Field!

