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Re: Interoperability Standards and Prior Authorization for Drugs Proposed Rule
Dear Administrator Oz and National Coordinator Keane:

The Coalition of State Rheumatology Organizations (CSRO) is comprised of over 40 state
and regional professional rheumatology societies whose mission is to advocate for
excellence in the field of rheumatology, ensuring access to the highest quality of care for
the management of rheumatologic and musculoskeletal disease. Our coalition serves
the practicing rheumatologist.

Electronic Prior Authorization for Drugs

CSRO supports proposals that would require impacted payers to incorporate coverage
and documentation requirements into the Prior Authorization Application Programming
Interface (API) to support electronic prior authorization for drugs covered under a
medical benefit beginning October 1, 2027. However, we are concerned that the
proposed framework does not adequately address medications that may be covered
under both the medical and pharmacy benefit depending on formulation, route of
administration, site of care, specialty pharmacy distribution arrangements, or other
variations in payer benefit design and utilization management policies.

For example, CMS’ proposals would require electronic prior authorization to be
available for all drugs covered by impacted payers for which prior authorization is
required, either through the Prior Authorization API (for medical benefit drugs) or the
NCPDP SCRIPT standards (for pharmacy benefit drugs) adopted by the Secretary. CMS
also explains that the implementation guides (IGs) proposed for the Prior Authorization
APl are designed to support prior authorization workflows specifically for drugs covered
under the medical benefit and exclude drugs covered under the pharmacy benefit, for
which prior authorization would instead occur through a separate electronic exchange
process, such as the NCPDP SCRIPT standard.


http://www.regulations.gov/

As many therapies used to treat autoimmune and inflammatory diseases, including rheumatoid arthritis,
psoriatic arthritis, lupus, and other chronic rheumatologic conditions, may exist in multiple formulations
and delivery pathways, providers and patients would still be forced to navigate two separate systems
to determine coverage and access requirements for a particular medication, rather than having one
unified workflow that provides a complete view across both the medical and pharmacy benefit. This
includes applicable prior authorization and documentation requirements, step therapy protocols, other
utilization management restrictions, specialty pharmacy distribution arrangements, patient cost-sharing
obligations, and whether copay accumulator adjustment programs, maximizer programs, manufacturer
copay assistance requirements, or other financial assistance limitations apply depending on how the
medication is covered.

Indeed, CSRO is increasingly seeing policies that reflect this dynamic. A newly announced policy from
United Healthcare for Costentyx specifically refers to this medication in both the self-administered
(pharmacy benefit) and provider-administered (medical benefit) formulations, and sets very specific
requirements for physicians to attest that a patient or caregiver is physically unable to administer a
subcutaneous injection before permitting coverage of a provider-administered alternative under the
medical benefit. While inability to self-administer may be one clinically relevant factor, determinations
regarding subcutaneous versus provider-administered therapies should reflect broader clinical
considerations and individualized patient needs rather than rigid benefit-driven coverage requirements.

Maintaining separate electronic workflows for medical- and pharmacy-benefit drugs perpetuates
significant administrative burden for rheumatology practices, which already face substantial workforce
and operational pressures while managing patients with complex, chronic autoimmune diseases
requiring ongoing monitoring and timely treatment adjustments. Practice staff are frequently required
to conduct separate benefit investigations, navigate different prior authorization and step therapy
workflows, coordinate with specialty pharmacies, and manage differing utilization management and
cost-sharing requirements depending on whether a therapy is covered under the medical or pharmacy
benefit. These challenges are particularly pronounced for therapies that may shift between the medical
and pharmacy benefit based on formulation, site of care, specialty pharmacy distribution arrangements,
or payer policy. The resulting fragmentation can delay treatment initiation, disrupt continuity of care,
increase administrative costs, and create significant confusion for patients attempting to understand
their coverage and financial obligations. CMS itself has recognized the importance of these patient
navigation and financial assistance activities through MIPS Improvement Activities related to patient
navigation, care coordination, and connecting patients to available financial assistance resources.

CSRO encourages CMS and ONC to work with industry stakeholders to close this gap and develop a
more seamless interoperability framework that supports consolidated access to coverage, prior
authorization, step therapy, and utilization management and documentation requirements across all
formulations and benefit structures associated with a medication. Providers, practice administrators,
and patients should be able to access this information through a unified process that promotes
continuity of care, timely treatment decisions, and reduced administrative complexity.

Improving Communications and Decision Timeframes for Prior Authorizations

CSRO supports CMS’ proposals to improve transparency and consistency in prior authorization processes
across impacted payers, including requirements to provide providers with a specific reason for denial of
prior authorization requests for drugs and to publicly report prior authorization metrics related to drugs.
These proposals represent important steps toward improving accountability, reducing administrative
burden, and helping physician practices more efficiently address coverage barriers that delay medically
necessary care.
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CSRO particularly appreciates CMS’ efforts to better align prior authorization decision timeframes across
impacted payers and benefit categories. However, significant variation would still remain across payer
types and drug categories under the proposals. Rheumatology practices frequently manage patients
who transition between Medicare Advantage, Medicaid managed care, Exchange plans, and commercial
coverage, while also navigating therapies covered under both the medical and pharmacy benefit.
Differences in prior authorization standards and timelines across payers create substantial operational
complexity and can contribute to delays in treatment initiation and continuity of care. CSRO encourages
CMS to continue pursuing true alignment across all impacted payers, including Medicare Advantage
organizations, Medicaid and CHIP programs, and Qualified Health Plan issuers on the Federally-
facilitated Exchanges.

CSRO also strongly encourages CMS to pursue future rulemaking establishing a 24-hour maximum
decision timeframe for all expedited prior authorization requests involving drugs across all impacted
payers and benefit categories, including Medicare Advantage. For patients with rheumatologic
diseases, delays in accessing therapy can lead to irreversible joint damage, worsening disability,
avoidable disease progression, and increased downstream healthcare costs. We believe a more
consistent and expedited standard across all impacted payers would significantly improve patient access
and reduce administrative burden for physician practices.

CSRO further supports CMS’ proposals to expand public reporting of prior authorization metrics for
drugs and non-drug items and services. Importantly, we urge CMS to require impacted payers to
provide more detailed, drug-specific reporting for therapeutic categories that are frequently subject to
intensive utilization management requirements, including autoimmune therapies commonly used in
rheumatology. More granular reporting could help identify patterns of excessive denials, repeated prior
authorization requirements, delays associated with step therapy protocols, and other utilization
management practices that disrupt continuity of care and timely access to clinically appropriate
treatment. Enhanced transparency into payer utilization management practices would also help identify
outlier plans with unusually high denial or delay rates and strengthen oversight and accountability.
However, these transparency efforts will only be meaningful if accompanied by strong oversight and
enforcement mechanisms to ensure compliance with prior authorization requirements and applicable
decision timeframes.

Updates to Patient Access, Provider Directory, Provider Access, and Payer-to-Payer APIs;

APl Usage Metrics

CSRO supports proposals requiring impacted payers to add information about prior authorization
requests and decisions for drugs to the categories of data made available through the Patient Access,
Provider Access, and Payer-to-Payer APIs within the same timeframes established for non-drug items
and services. CSRO also supports proposals requiring reporting of APl usage metrics to improve
transparency and accountability regarding interoperability implementation.

However, CSRO opposes the proposal to remove drug formulary information from the Provider Access
and Payer-to-Payer APIs. Rheumatology practices frequently rely on formulary, coverage, and utilization
management information to coordinate timely access to therapies for patients with chronic
autoimmune diseases, particularly when patients transition between payers or when therapies may shift
between the medical and pharmacy benefit depending on formulation, site of care, or payer policy
requirements.



Removing formulary information from these APIs would eliminate an important opportunity to advance
more integrated and interoperable access to coverage and utilization management information across
payers. While a seamless process for accessing this information does not currently exist, retaining
formulary data within these APIs could help support future interoperability efforts intended to reduce
fragmented workflows and administrative burden associated with navigating separate medical and
pharmacy benefit systems. As such, CSRO encourages ONC to retain formulary information within these
APIs and continue working with stakeholders to improve the standardization and usability of formulary
and utilization management data across payers.

Requests for Information: Step Therapy

CSRO appreciates the focus on improving step therapy processes through technology and data sharing,
including through the Payer-to-Payer API. For patients with chronic rheumatologic diseases, delays or
redundant step therapy requirements can contribute to disease progression, irreversible joint damage,
worsening disability, increased pain, and diminished quality of life. We agree that interoperability across
systems has the potential to reduce administrative burden and improve continuity of care, particularly
when patients transition between payers while receiving ongoing specialty treatment.

However, meaningful streamlining of step therapy processes will be difficult to achieve without more
integrated access to coverage, formulary, and utilization management information across both the
medical and pharmacy benefit. As discussed above, many autoimmune therapies may shift between
benefit structures depending on formulation, route of administration, site-of-care restrictions, specialty
pharmacy distribution arrangements, or other payer benefit design variations, requiring practices and
patient's to navigate separate medical and pharmacy benefit systems to determine applicable coverage
and utilization management requirements for a therapy depending on how it is covered.

As discussed above, CSRO encourages CMS and ONC to work with stakeholders to support more
seamless interoperability between medical and pharmacy benefit systems so that technology can more
effectively facilitate continuity of care, recognition of prior payer determinations, and access to clinically
appropriate therapies. CMS and ONC should explore how interoperability tools and data exchange
could support the development of a formulary adequacy standard that assesses whether therapies
identified as “preferred” or “fail first” treatments are meaningfully available to patients through in-
network providers. In rheumatology, practices are increasingly confronted with “ghost formulary”
scenarios in which payer-preferred Part B therapies, such as biosimilars, are reimbursed below
acquisition cost, causing products that appear accessible “on paper” to be functionally unavailable in
clinical practice.

At the same time, CSRO encourages CMS and ONC to maintain appropriate guardrails around the use of
automation in utilization management processes. Technology should support administrative functions
and access to historical treatment information, but should not replace clinician judgment in complex
rheumatologic care decisions. CMS should also evaluate step therapy policies using patient-centered
measures, including treatment delays, therapy abandonment, disease progression risk, and
administrative burden on physician practices, rather than relying solely on cost or utilization metrics.

* k%

Thank you for considering our feedback on these important issues to practicing rheumatologists who
care for Medicare beneficiaries. Please do not hesitate to contact us at info@csro.info should you
require additional information.

Sincerely,



Coalition of State Rheumatology Organizations
Alabama Society for the Rheumatic Diseases
Alaska Rheumatology Alliance
Arizona United Rheumatology Alliance
California Rheumatology Alliance
Florida Society of Rheumatology
Georgia Society of Rheumatology
Hawaii Rheumatology Society
Kentuckiana Rheumatology Alliance
Massachusetts, Maine, and New Hampshire Rheumatology Association
Michigan Rheumatism Society
Midwest Rheumatology Association
Mississippi Arthritis and Rheumatism Society
New Jersey Rheumatology Association
New York State Rheumatology Society
North Carolina Rheumatology Association
Rheumatology Alliance of Louisiana
Rheumatology Association of Minnesota and the Dakotas
Rheumatology Society of New Mexico
South Carolina Rheumatism Society
State of Texas Association of Rheumatologists
Tennessee Rheumatology Society
Virginia Society of Rheumatology
West Virginia Rheumatology Society
Wisconsin Rheumatology Association
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