
 

 

October 12, 2021 
 
Chiquita Brooks-LaSure 
Administrator   
Centers for Medicare & Medicaid Services   
U.S. Department of Health and Human Services   
Hubert H. Humphrey Building, Room 445-G   
200 Independence Avenue SW   
Washington, DC 20201 
 
Ref: CMS-5528-P: Most Favored Nation (MFN) Model Proposed Rule 
 
Dear Administrator Brooks-LaSure: 
 
Thank you for the opportunity to submit comments on the most favored nation (MFN) model 
proposed rule. America’s Essential Hospitals applauds the Centers for Medicare & Medicaid 
Services (CMS) for heeding stakeholder feedback and proposing to withdraw the MFN model 
for Part B drugs, which CMS finalized in an interim final rule with comment period (IFC) last 
November. We stand behind the Biden administration’s efforts to counter the problem of 
skyrocketing drug prices. Rising drug prices are unsustainable for patients, hospitals, and 
taxpayers and underscore the urgent need for programs that expand patients’ access to 
lifesaving drugs and treatment. Essential hospitals are committed to expanding access to 
affordable, high-quality care for their patients. However, as CMS notes in the proposed rule, the 
IFC has procedural and substantive deficiencies and would be detrimental to essential hospitals 
and their marginalized patients. Due to these issues with the MFN model, we urge 
CMS to finalize its proposal to withdraw the IFC.  
 
America’s Essential Hospitals is the leading champion for hospitals and health systems 
dedicated to high-quality care for all. Our more than 300 member hospitals fill a vital role in 
their communities. They provide a disproportionate share of the nation’s uncompensated care, 
and three-quarters of their patients are uninsured or covered by Medicare or Medicaid. 
Essential hospitals provide state-of-the-art, patient-centered care while operating on margins 
one-third that of other hospitals—2.9 percent on average compared with 8.8 percent for all 
hospitals nationwide.1 These narrow operating margins result in minimal reserves and low cash 
on hand—circumstances exacerbated by financial pressures related to COVID-19.  
 
We are pleased CMS issued a proposed rule providing the opportunity for public comment, 
given the rushed implementation of the IFC, which provided a mere 30 days from the date of 
the rule’s publication before it took effect. In last year’s rule, CMS finalized—without first 
providing the opportunity for public comment through a proposed rule—a mandatory seven-
year payment model for Part B drugs. This model, under the authority of the Center for 
Medicare and Medicaid Innovation, constitutes a sweeping overhaul of the current drug 
reimbursement system for Medicare providers. The IFC, which is on hold due to legal 

 
1 Clark D, Roberson B, Ramiah K. Essential Data: Our Hospitals, Our Patients—Results of America’s 
Essential Hospitals 2019 Annual Member Characteristics Survey. America’s Essential Hospitals. May 
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challenges, drastically reduces payment rates to providers for 50 of the highest volume drugs, 
from 106 percent of average sales price (ASP) to an estimated 45 percent of ASP.  
 
If CMS were to proceed with implementation of the IFC, the reimbursement consequences on 
providers and the resultant effects on patient access to affordable drugs would be especially 
pronounced as hospitals respond to the continued threat of COVID-19 amid high numbers of 
hospitalizations and cases attributed to the delta variant. America’s Essential Hospitals 
explained in greater detail in its comment letter on the IFC.2 We oppose the IFC because it: 
 

• has procedural deficiencies, including unlawfully bypassing the Administrative 
Procedure Act’s (APA’s) notice-and-comment requirements; 

• would undermine essential hospitals and their marginalized patients; 
• could harm providers and patients benefiting from the 340B Drug Pricing Program, a 

key program that allows hospitals to stretch scarce federal resources to serve low-
income patients; and 

• does not address root causes of rising drug prices.  
 
Specifically, because CMS bypassed the APA’s requirement that federal agencies provide the 
opportunity for public comment before issuing a final rule, stakeholders were deprived of a 
meaningful opportunity to analyze the impact of the MFN model. This point was underscored 
by federal court decisions on the IFC, which ruled the plaintiffs challenging the IFC were 
“virtually certain” to succeed on their APA claims.3 CMS cites these decisions in its proposed 
rule as its reasoning for withdrawing the IFC.  
 
In addition to the procedural deficiencies of the IFC, the MFN model would disrupt existing 
drug distribution and reimbursement practices, with inevitable implications for patient access 
to lifesaving drugs. The model would tie the prices of 50 Part B drugs to international drug 
prices, resulting in steep reimbursement reductions to safety net providers without pushing 
manufacturers to decrease list prices. These losses would be even more pronounced for 340B 
hospitals, which would be deprived of their ability to receive discounts and realize savings as 
intended under the 340B statute. Not only would the model reduce 340B provider savings 
through reduced reimbursement, but it also could drive up 340B drug prices and reduce 
discounts that providers receive on these drugs due to the model’s effect on inputs used to 
calculate the 340B discounts.4 
 
Finally, the MFN model does not address the root causes of rising drug prices. The evidence is 
clear: drug list prices have risen from year to year. CMS provided no evidence in the IFC of how 
lowering reimbursement to hospitals would counter this trend. Like the Biden administration, 
America’s Essential Hospitals is concerned about rising drug prices. Essential hospitals, which 
are on the front lines of treating low-income patients, have firsthand experience with the 
pressures associated with annual drug price increases. The rising cost of prescription drugs can 
have serious consequences for patient access and for the health care system at large, especially 
if patients are unable to afford the very drugs meant to keep them out of the hospital. Research 
confirms this unsustainable trajectory, caused by manufacturers’ unfettered discretion to set 
prices as they see fit. Each year, drug manufacturers increase drug prices with impunity. A 

 
2 America’s Essential Hospitals letter to CMS on CMS-5528-IFC (Most Favored Nation Model). January 
26, 2021. https://essentialhospitals.org/wp-content/uploads/2021/08/AEH-Comment-Letter-MFN-
model-IFC-1-26-2021.pdf. Accessed September 23, 2021.   
3 California Life Sciences Association, et al. v. Centers for Medicare & Medicaid Services, et al. Case. No. 
20-cv-0863-VC. N.D. Cal. December 28, 2020; Association of Community Cancer Centers, et al. v. Alex M. 
Azar II, et al. Civil Action No. CCB-20-3531. D. Md. December 23, 2020. 
4 For further discussion, please see: America’s Essential Hospitals Comment letter to CMS on CMS-5528-
IFC (Most Favored Nation Model). January 26, 2021. https://essentialhospitals.org/wp-
content/uploads/2021/08/AEH-Comment-Letter-MFN-model-IFC-1-26-2021.pdf. Accessed September 
23, 2021.     
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study of pharmacy claims found drug list prices doubled in a seven-year span, with associated 
out-of-pocket costs increased by up to 85 percent.5 This trend is bound to continue, with 
prescription drug spending projected to outpace overall health care spending growth through 
2026, mainly due to rapid growth in drug prices.6 Rising drug prices put pressure on patients’ 
pocketbooks and strain taxpayers and government programs, including Medicare and Medicaid. 
Essential hospitals directly bear the consequences of such price increases, which put increasing 
strain on hospital budgets and operating margins.  
 
In the proposed rule rescinding the IFC, CMS expresses its concern about rising Part B drug 
spending and notes the agency is exploring other ways to combat the high cost of Part B drugs, 
address manufacturers’ pricing, and promote value-based care. America’s Essential Hospitals 
looks forward to working with the agency to identify policies that can reduce drug prices, as well 
as to preserve policies in place that protect providers and patients from runaway drug prices. 
Instead of reducing provider reimbursement, CMS must craft policies that incentivize 
manufacturers to reduce their prices. Further, we urge CMS to work with other agencies within 
the Department of Health and Human Services to preserve the 340B program, which has a 
strong history of enabling patient access and mitigating health inequities among marginalized 
populations. By preserving the 340B program, CMS will ensure hospitals can continue to use 
their limited resources to develop programs to achieve the shared goal of reducing drug prices.  
 
 

******* 
 
America’s Essential Hospitals appreciates the opportunity to submit these comments. If you 
have questions, please contact Senior Director of Policy Erin O’Malley at 202-585-0127 or 
eomalley@essentialhospitals.org. 
 
Sincerely, 
 
 
 
 
Beth Feldpush, DrPH 
Senior Vice President, Policy and Advocacy 
 

 
5 Yang E, et al. JAMA Network Open. 2020;3(12):e2028510. 
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2773825. Accessed September 23, 2021. 
6 Cuckler G, et al. National Health Expenditure Projections, 2017–26: Despite Uncertainty, Fundamentals 
Primarily Drive Spending Growth. Health Affairs. 2018;37(3). 
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2017.1655. Accessed September 23, 2021. 


