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Chair Capito, Ranking Member Baldwin, and members of the Subcommittee, thank you for the 
opportunity to submit outside witness testimony related to the Fiscal Year (FY) 2027 Labor, 
Health and Human Services, Education, and Related Agencies (LHHS) appropriations bill. On 
behalf of the Coalition of State Rheumatology Organizations (CSRO) and members of the 
Underwater Biosimilars Coalition, we respectfully request report language to accompany the FY 
2027 LHHS appropriations directing the Centers for Medicare and Medicaid Services (CMS) to 
establish, through rulemaking or guidance, a formulary adequacy standard for provider-
administered biosimilars in Medicare Advantage (MA).  
 
Many provider-administered biosimilars are currently reimbursed below their acquisition costs 
due to distorted average sales prices (ASP) caused by excessive manufacturer rebates to health 
plans and pharmacy benefit managers (PBMs). As a result, physicians often cannot afford to 
provide these “underwater biosimilars,” forcing a shift in care of care setting to higher-cost 
facility-based (i.e., hospital) settings or, in some cases, leading to complete loss of access—
particularly when step therapy (“fail-first”) policies are in place. In these circumstances, 
formulary inclusion does not equate to access, as physicians are unable to acquire and administer 
the preferred products, rendering portions of MA formularies effectively inaccessible to 
providers and, in turn, their patients. MA enrollees are among those most affected. CSRO and 
members of the Underwater Biosimilars Coalition urge Congress to take action to ensure 
sustainable reimbursement for biosimilars and protect Medicare beneficiaries’ access to needed 
rheumatologic therapies. 
 
CSRO is comprised of over 40 state and regional professional rheumatology societies, serving the 
practicing rheumatologist, and works closely with patient and other provider organizations to 
advocate for reforms that safeguard access to care and improve patient outcomes. In addition to 
CSRO, this report language request is supported by the stakeholder organizations of the 
Underwater Biosimilars Coalition.  
 
Reimbursement for Provider-Administered Biosimilar Drugs 
CSRO and members of the Underwater Biosimilars Coalition are deeply concerned that the 
current Medicare reimbursement methodology—when combined with rebate-driven pricing 
strategies—has led to situations where the acquisition cost of certain provider-administered 
biosimilars exceeds the Medicare payment rate, as well as the rates used by private and 
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commercial payers that benchmark to Medicare. This unsustainable imbalance makes it 
financially unviable for physicians to offer these treatments, ultimately limiting patient access to 
lower-cost therapies and often shifting care to higher cost-of-care facility-based (i.e., hospital) 
settings, if available. In the worst cases, it can eliminate access altogether, resulting in higher 
overall costs and poorer health outcomes. 
 
Biosimilars were fast-tracked with the promise of lowering costs compared to their reference 
biologics—offering value to both the health care system and patients. These therapies are vital 
to the management of chronic rheumatologic conditions—including rheumatoid arthritis, 
psoriatic arthritis, ankylosing spondylitis, and lupus—as well as inflammatory bowel diseases 
such as Crohn’s disease and ulcerative colitis, in addition to certain neurological disorders and 
rare diseases. By improving disease control, biosimilars help prevent costly complications of 
these conditions, which may include joint damage, surgery, and hospitalizations. However, the 
very low ASP of certain biosimilars—driven primarily by steep manufacturer rebates paid to 
health plans and PBMs to secure formulary placement—has led to artificially depressed Medicare 
reimbursement rates. This pricing dynamic makes it financially unfeasible for community-based 
physicians to administer these treatments without incurring substantial losses, ultimately 
threatening patient access to affordable care. In many cases, hospitals also face reimbursement 
challenges and decline to administer the required biosimilar, leaving beneficiaries without access 
to necessary treatment.  
 
While the Inflation Reduction Act (IRA) temporarily increased the ASP add-on for some biosimilars 
from 6% to 8%, this adjustment does not sufficiently close the gap between acquisition costs and 
Medicare reimbursement. CSRO understands that CMS does not have the statutory authority to 
modify the ASP payment methodology, necessitating a legislative solution. However, gaps in 
available data and financial constraints make addressing this challenge, which requires 
thoughtful policy reforms, very complex. 

 
Beneficiary Access to Biologics, Reference Products and Biosimilars 
CSRO and members of the Underwater Biosimilars Coalition are deeply concerned that MA step 
therapy policies – as outlined in CMS’ 2018 memorandum, Prior Authorization and Step Therapy 
for Part B Drugs in Medicare Advantage – are further restricting access to biosimilars by requiring 
beneficiaries to fail first on a preferred biosimilar, even when the acquisition cost exceeds 
Medicare’s payment rate. MA plans’ implementation of step-therapy policies forces physicians 
to absorb financial losses, transfer patient care to facility-based (i.e., hospital) settings, or 
discontinue using certain therapies in patients whose MA plan mandates use of the “underwater 
biosimilar” first. MA plans’ reliance on manufacturer rebates to determine formulary placement 
distorts the biosimilar market, and ultimately leading to “ghost formularies” – where required 
therapies are technically covered but are not accessible through network providers, undermining 
the intent of coverage requirements and rendering the plan’s formulary inadequate.  
 
Notably, these access barriers do not exist in original Medicare, where physicians can choose to 
administer another affordable biosimilar or the reference product. The misalignment between 
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MA and original Medicare must be addressed to ensure appropriate access to treatment, 
particularly as more beneficiaries enroll in MA plans. 
 
CSRO and members of the Underwater Biosimilars Coalition urge the Subcommittee to include 
the following language in its FY 2027 appropriations report: 
 

Beneficiary Access to Provider-Administered Biosimilars – The Committee is 
concerned that Medicare beneficiaries encounter barriers accessing certain 
biosimilars due to reimbursement rates falling below provider acquisition costs 
which lead to treatment delays, poor outcomes, and higher program costs. 
Although Medicare Advantage (MA) plans are required to ensure access to 
covered services, the Committee is concerned that these protections are 
insufficient when plans apply step therapy protocols that mandate the use of 
preferred biosimilars that are not reasonably available. Therefore, the Committee 
directs CMS to establish a formulary adequacy standard in MA requiring that any 
biosimilar placed in a fail-first position be reasonably available to network 
providers and, if not, that plans permit timely access to an alternative biosimilar 
or the reference biologic without additional utilization management. Within 180 
days of enactment of this Act, CMS shall also provide the Committee with a report 
assessing the factors driving biosimilar reimbursement challenges, their effects on 
beneficiaries, and any statutory authorities needed to further address these 
issues. Further, the Committee requests an update of its findings, actions, and 
recommendations to enhance beneficiary access and reduce costs in its fiscal year 
2028 congressional justification. 

 
Stakeholder Support 
This report language is requested by the following national and state members of the Underwater 
Biosimilars Coalition organizations: the American College of Gastroenterology; American 
Gastroenterological Association; American College of Rheumatology; Coalition of State 
Rheumatology Organizations; Crohn’s & Colitis Foundation; Digestive Health Physicians 
Association; Infusion Access Foundation; Infusion Providers Alliance; Lupus and Allied Diseases 
Association, Inc.; National Infusion Center Association; National Organization of Rheumatology 
Management; Spondylitis Association of America; American Society for Gastrointestinal 
Endoscopy; The Lupus Foundation of America; Alabama Society for the Rheumatic Diseases; 
Arizona United Rheumatology Alliance; Chicago Rheumatism Society; California Rheumatology 
Alliance; Colorado Rheumatology Association; Connecticut Rheumatology Association; Georgia 
Society of Rheumatology; Kentuckiana Rheumatology Alliance; Massachusetts, Maine and New 
Hampshire Rheumatology Association; Michigan Rheumatism Society; Midwest Rheumatology 
Association; New York State Rheumatology Society; Ohio Association of Rheumatology; 
Rheumatology Alliance of Louisiana; Rheumatology Association of Minnesota and the Dakotas; 
Rheumatology Society of New Mexico; State of Texas Association of Rheumatologists; State of 
West Virginia Rheumatology Society; Tennessee Rheumatology Society; Virginia Society of 
Rheumatology; Washington State Rheumatology Alliance; and Wisconsin Rheumatology 
Association.  
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CSRO and the Underwater Biosimilars Coalition appreciates the Subcommittee’s leadership in 
ensuring that Medicare policies promote sustainable access to biosimilars, and all fail-first 
provider-administered drugs, while effectively managing costs for beneficiaries and the Medicare 
program.  
 
Thank you for your consideration of these requests. 


