NORM Response to CMS RFI on Medicare Regulatory Relief

Streamline Regulatory Requirements

Are there existing regulatory requirements (including those issued through regulations but also rules, memoranda, administrative orders, guidance documents, or policy statements), that could be waived, modified, or streamlined to reduce administrative burdens without compromising patient safety or the integrity of the Medicare program?

NORM recommends rescinding the 2018 CMS guidance that allows Medicare Advantage plans to impose step therapy and prior authorization for Part B drugs. These policies frequently delay or deny access to needed therapies and place excessive administrative burden on practices. We also note that, for some biosimilar medications that are “underwater” (i.e., the acquisition cost exceeds payer reimbursement), step therapy prevents beneficiaries from accessing an alternative therapy. Step therapy is not applicable to beneficiaries with original Medicare, only those enrolled in Medicare Advantage, which creates an unfair disparity in access to therapy.  

NORM also recommends reforming the Self-Administered Drug (SAD) Exclusion List, which excludes physician-administered drugs from coverage under Part B, even for beneficiaries that require the physician-administered formulation due to physical or cognitive limitations. Read more about this issue in a letter sent by NORM and other stakeholders to Secretary Kennedy and Administrator Oz.  

In addition, NORM recommends expanding exemptions for small practices from the Merit-Based Incentive Payment System (MIPS). MIPS imposes costly reporting requirements that are particularly burdensome for small and rural practices, and importantly, has failed to demonstrate improvements in quality or cost of care for beneficiaries. Indeed, some aspects of the program have caused rheumatology practices to be hit with steep penalties, namely, the flawed Rheumatoid Arthritis (RA) cost measure. The RA cost measure fails to recognize that rheumatologists have little control over medication costs, and does not consider the impact of Medicare’s payment and other utilization management policies, including the SAD List, step therapy, and other challenges. Notably, the RA cost measure was not recommended for adoption by an expert panel. 

Finally, NORM recommends updating outdated Medically Unlikely Edits (MUEs), including the edit for J1602 (golimumab), which imposes a unit cap inconsistent with FDA labeling and clinical need. We recommend that CMS increase the MUE cap for J1602 to 400 units, which reflects the clinical realities of dosing in beneficiaries with obesity.

Which specific Medicare administrative processes or quality and data reporting requirements create the most significant burdens for providers?

· Prior authorization, step therapy, and associated appeals processes, especially those related to Part B and D drugs. These vary by plan and consume extensive staff time, harming practice efficiency and sustainability.
· MIPS reporting, including the RA cost measure, which fails to reflect the complexity of rheumatology care and was implemented despite stakeholder opposition.

Are there specific Medicare administrative processes, quality, or data reporting requirements that could be automated or simplified to reduce the administrative burden on facilities and providers?

Yes. NORM recommends expanding electronic prior authorization (ePA) requirements to include both Part B and Part D drugs. CMS’ current ePA rules exclude medications, failing to address one of the largest administrative burdens in rheumatology.

Opportunities to Reduce Administrative Burden of Reporting and Documentation

What changes can be made to simplify Medicare reporting and documentation requirements without affecting program integrity?

· Provide expanded exemptions for small practices from MIPS given the above sentiments. 

· Permit retrospective adjustments to budget neutrality offsets when CMS overestimates utilization, to prevent permanent, unjustified fee schedule cuts (e.g., for TCM or G2211).

Are there opportunities to reduce the frequency or complexity of reporting for Medicare providers?

See above. 

Are there documentation or reporting requirements within the Medicare program that are overly complex or redundant? If so, which ones? Please provide the specific Office of Management and Budget (OMB) Control Number or CMS form number.

See above. 

Identification of Duplicative Requirements

Which specific Medicare requirements or processes do you consider duplicative, either within the program itself, or with other healthcare programs (including Medicaid, private insurance, and state or local requirements)?

See above. 

How can cross-agency collaboration be enhanced to reduce duplicative efforts in auditing, reporting, or compliance monitoring?

· CMS should coordinate with the Assistant Secretary for Technology Policy (ASTP) to standardize utilization management and ePA systems, minimizing redundant documentation across programs and EHRs.
· Network adequacy reviews and enforcement could be improved by aligning MA network oversight with real-world specialty access data, especially in shortage areas like rheumatology.

How can Medicare better align its requirements with best practices and industry standards without imposing additional regulatory requirements, particularly in areas such as telemedicine, transparency, digital health, and integrated care systems?

· CMS should work with Congress on pharmacy benefit manager (PBM) reform policies to improve transparency in rebate arrangements and prohibit practices, such as spread pricing and formulary steering, that distort provider incentives and limit patient access.
· CMS should improve transparency and enforcement of network adequacy standards, by aligning plan directories with PECOS data and penalizing plans that misrepresent specialist availability.

Additional Recommendations

We welcome any other suggestions or recommendations for deregulating or reducing the administrative burden on healthcare providers and suppliers that participate in the Medicare program.

· Work with Congress to tie Medicare physician payment updates to the Medicare Economic Index (MEI) and, using CMS’ existing authority, regularly update practice expense inputs to reflect actual costs.
· Work with Congress to temporarily reimburse biosimilars under WAC+3% until ASPs rise to sustainable levels, and exclude rebates from ASP calculations for biosimilars to correct price distortions.
· Revise MUEs to align with FDA-approved dosing and clinical realities (e.g., J1602 to 400 units).
· Strengthen CMS oversight of MA plan provider directories and network terminations, particularly in regions with seasonal variation and EGWP populations (e.g., Florida).
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