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May 12, 2025


The Honorable Russell T. Vought
Director
Office of Management and Budget
1650 17th Street NW
Washington, DC 20006

Submitted electronically via Regulations.gov   
 
RE: Request for Information on Reforming Federal Agency Regulations

Dear Director Vought,

On behalf of the National Organization of Rheumatology Management (NORM), thank you for the opportunity to provide feedback on your request for information (RFI) regarding regulatory policies that that contribute to unnecessary administrative burden, increased practice costs, and consolidation within the healthcare system. NORM members manage the day-to-day operations of rheumatology practices and have firsthand experience navigating regulatory obstacles that undermine patient care and the financial sustainability of rheumatology practices. 

Prior Authorization and Step Therapy
In 2018, CMS issued subregulatory guidance permitting Medicare Advantage (MA) plans to apply prior authorization and step therapy protocols to Medicare Part B drugs. In rheumatology, these utilization controls frequently delay or deny timely access to essential treatments for patients with progressive, debilitating conditions such as rheumatoid arthritis, psoriatic arthritis, and systemic lupus erythematosus. Step therapy protocols often require patients to fail a preferred medication—even when it is medically inappropriate or unaffordable—before gaining access to the therapy their physician initially prescribed.

These policies are particularly burdensome for rheumatology practices, which must dedicate significant resources to prior authorization and appeals processes that vary widely across MA plans. For small practices, this administrative overhead diverts limited staff time from patient care, drives up practice costs, and exacerbates consolidation pressures by making independent practice financially unsustainable.

NORM urges the Administration to rescind or revise the 2018 guidance allowing MA plans to impose step therapy and prior authorization requirements on Part B drugs. Ensuring timely access to physician-prescribed therapies will reduce administrative waste, lower overall Medicare costs by avoiding disease complications, and protect patient access to community-based rheumatologic care.

“Underwater” Biosimilars 
Medicare Part B drug payment relies on manufacturer-reported average sales prices (ASPs), a system that increasingly disadvantages community-based rheumatology practices. Due to the influence of manufacturer rebates and discounts—often aimed at achieving formulary preference in Medicare Advantage and commercial plans—the reported ASPs for many biosimilars have fallen below the acquisition costs providers must pay. This phenomenon, known as “underwater” biosimilar reimbursement, forces practices to choose between administering these therapies at a loss or referring patients to hospital outpatient departments, which increases Medicare program spending and worsens patient access to care. Given the critical role of biosimilars in managing autoimmune diseases, failure to address this reimbursement shortfall jeopardizes the financial stability of rheumatology practices and undermines policy goals of promoting biosimilar adoption.

NORM respectfully urges the Administration to work with Congress to provide the Secretary with flexibility to address this challenge. Targeted solutions may include giving the Secretary the authority to exclude rebates from the ASP calculation for biosimilars or temporarily allowing reimbursement for biosimilars at WAC+3% until ASPs better reflect actual market acquisition costs. Addressing the distortion in ASP-based reimbursement would protect patient access, foster biosimilar adoption, and help sustain independent rheumatology practices.

Self-Administered Drug (SAD) Exclusion List
Medicare’s Self-Administered Drug (SAD) Exclusion List policies create unnecessary barriers to care for rheumatology patients. The criteria used to determine whether a drug is "usually" self-administered are outdated and do not account for real-world patient limitations, particularly among the Medicare populations served by our practices.

Many rheumatologic therapies have a self-administered formulation but are difficult or impossible for patients with physical or cognitive impairments to use without assistance. When these drugs are moved to the SAD Exclusion List, the physician-administered formulations are no longer covered under Part B, forcing beneficiaries to pay out-of-pocket, “non-medically switch” their therapy, or go without necessary treatment. These policies create barriers to care, and drive up Medicare spending, as confirmed by recent reports from the Department of Health and Human Services (HHS) Office of Inspector General (OIG) reports showing higher costs when drugs like Stelara are covered under Part D instead of Part B.

NORM urges the Administration to modify the SAD Exclusion List criteria to better reflect patient needs and clinical realities, and to require greater transparency from Medicare Administrative Contractors when making SAD Exclusion List determinations. Additional details on our requests can be found in a stakeholder letter to HHS Secretary Kennedy. Ensuring appropriate Part B coverage for physician-administered therapies would lower Medicare costs and protect access to medication therapy for patients with autoimmune diseases.

Coding Edits
Rheumatology practices also face unnecessary administrative burdens related to outdated Medically Unlikely Edits (MUEs) applied to drug codes. A particularly problematic example is the MUE for J1602 (golimumab), which limits coverage to 300 units per claim. Simponi is weight-based, and many Medicare beneficiaries with rheumatoid arthritis, psoriatic arthritis, or ankylosing spondylitis require doses exceeding this limit based on FDA labeling and standard clinical practice.

Patients with obesity—who are at increased risk of severe disease progression—frequently require higher doses. When MUEs do not align with clinical realities, practices must endure repeated claim denials and appeals, adding unnecessary administrative expense and delaying treatment for vulnerable patients.

NORM requests that CMS revise the MUE for J1602 to 400 units. This update would reduce burdensome appeals, support evidence-based dosing practices, and ensure that overweight and obese Medicare beneficiaries receive the appropriate care their clinical condition demands.

Merit-based Incentive Payment System (MIPS)
Rheumatology practices—particularly smaller, independent practices—face significant challenges under the Quality Payment Program (QPP), especially with the Merit-based Incentive Payment System (MIPS). Rather than supporting improvements in patient care, MIPS imposes costly, frequently changing reporting requirements that divert time and resources from patients. Despite these substantial investments, there is no evidence that MIPS has improved outcomes, reduced costs, or driven meaningful changes in physician behavior that advance healthcare quality. Indeed, we are especially disappointed that CMS implemented a rheumatoid arthritis (RA) cost measure beginning with the CY 2025 performance period/2027 MIPS payment year, despite significant concerns raised by NORM and other stakeholders, and a "do not recommend" final vote from CMS’ consensus-based entity. From the outset, we shared with CMS that this flawed cost measure fails to reflect the complexity of rheumatologic care and is poised to penalize practices without improving quality or outcomes.

NORM urges the Administration to work with Congress to eliminate MIPS, as it has failed to achieve its intended goals and only imposes unnecessary burden and cost on physician practices. At a minimum, if MIPS is not eliminated, we strongly urge expansion of exemptions so that small practices are no longer forced to participate in a program that adds no value to beneficiary care.

Network Adequacy 
Inadequate access to specialty care is an ongoing challenge that has become even more difficult in the rheumatology field. CMS’ network adequacy criteria for MA plans does not meaningfully ensure access to the specialty care needs of patients with chronic and complex conditions. Our members frequently report that patient's contact them for an appointment after enrolling in an MA plan, only to find out that their rheumatologist is not “in-network” and they must find care elsewhere. Many of these patients are on medication therapy that follows a rigid protocol; losing access to their rheumatologist not only disrupts their treatment regimen, but puts them at risk of losing access altogether if another practice is unable to offer the care. 

As an example, several members in Florida reported that a significant number of their practices were terminated from a large MA plan’s network, drastically reducing access for permanent residents, seasonal “snowbirds,” and Employer Group Waiver Plan (EGWP) enrollees. The impact has included longer wait times, fragmented care, and avoidable disease progression due to delays in accessing care. According to CMS and the plan, quantitative standards used to make network adequacy determinations (i.e., physician-to-beneficiary ratio and time-and-distance standards) were met and the plan’s network was adequate. We submit, however, that CMS’ quantitative standards are flawed, particularly in rheumatology where increased rates of autoimmune diseases and ongoing workforce shortages are prevalent. 

To address our concerns and that of our patients enrolled in MA plans, we urge the Administration to direct CMS to adjust physician-to-beneficiary ratio and time-and-distance standards to reflect the actual needs of beneficiaries, particularly in specialties with critical workforce shortages, including rheumatology. Recognizing the relationship between network adequacy and provider directories, we further ask the Administration to direct CMS to strengthen enforcement of accurate, real-time provider directories and to populate those directories based on the information practices provide to CMS when enrolling in the Provider Enrollment, Chain, and Ownership System (PECOS) system. Plans that fail to meet these standards to face penalties for non-compliance, including termination from the Medicare program.

***

We appreciate the opportunity to provide feedback on regulations that impose undue burden on rheumatology practices, and most importantly, impede access to beneficiary care. Should you have any questions or would like to set a time to discuss our comments in more detail, please contact Andrea Zlatkus, CMPM, CRMS, CRHC, Executive Director, NORM, at andrea@normgroup.org. 

Sincerely,
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Michelle A. Owen, CPC
President, NORM
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