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February 23, 2026

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services

RE: Guarding U.S. Medicare Against Rising Drug Costs (GUARD) Model (CMS-5546-P)
Dear Administrator:

The Ensuring Access through Collaborative Health (EACH) and Patient Inclusion Council (PIC)
appreciate the opportunity to comment on the proposed GUARD demonstration. EACH/PIC is a
two-part coalition that unites patient organizations and allied groups (EACH), as well as patients
and caregivers (PIC), to advocate for drug affordability policies that meaningfully improve patient
access and reduce what patients actually pay for their medications.

We share CMS’s stated goal of improving affordability. However, we respectfully urge CMS to
withdraw the proposed GUARD demonstration. As designed, the model is unlikely to
meaningfully reduce what patients pay for their medications and instead risks creating new
barriers to access, while any savings realized may accrue primarily at the system level rather
than directly benefiting patients.

MFN Pricing Does Not Resolve Patient Affordability Challenges

The GUARD model relies on “most favored nation” style pricing benchmarks to constrain drug
costs. While such benchmarks may affect what Medicare pays, patient affordability is shaped by
a broader set of factors, including insurance benefit design, formulary placement, utilization
management, and cost-sharing requirements.

Because these patient-facing elements largely determine whether a drug therapy is affordable in
practice, changes to underlying payment benchmarks alone are unlikely to meaningfully
alter patients’ out-of-pocket experience. As a result, the GUARD model risks addressing
system-level spending without resolving the affordability challenges patients consistently
identify.

Even when payment reforms generate savings within the healthcare system, those savings do
not automatically translate into lower costs for patients. In practice, patients’ financial
experience is shaped by coverage rules and plan design decisions that operate independently
of payment benchmarks.

Without reforms that directly engage these drivers of patient cost burden, MFN-based
approaches risk producing limited or uneven benefits for patients.

Risk of Increased Access Barriers and Care Disruptions

In addition to offering limited direct affordability relief, the GUARD demonstration introduces
potential risks to patient access and continuity of care. Patients living with chronic and serious
conditions often depend on long-term access to therapies that work for them after years of trial
and error. Policies that increase the likelihood of non-medical switching, delays, or coverage
instability can undermine patient-provider decision-making and may result in poorer health
outcomes and higher downstream medical costs.
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Patient-Centered Alternatives Would More Directly Improve Affordability

There are more direct and effective ways to improve affordability for Medicare beneficiaries
grounded in patient experience rather than blunt pricing mechanisms. Patients consistently
report that affordability challenges stem from insurance design, utilization management,
cumulative health costs, and barriers that prevent savings from reaching them.

Reforms that would more directly address patient affordability include efforts to reduce harmful
utilization management, curb anti-competitive pharmacy benefit manager (PBM) practices,
improve transparency, ensure continuity of care, and promote benefit designs that make patient
costs more predictable and manageable over time. These approaches focus on the real-world
factors that determine whether patients can access and adhere to their prescribed treatments.’

CMS has an opportunity to prioritize reforms that start with how patients experience affordability,
rather than relying on payment benchmarks that do not fully capture patient realities.

Conclusion

While we appreciate CMS’s interest in exploring new approaches, the GUARD demonstration is
unlikely to meaningfully improve patient affordability. Any system-level savings achieved under
the model may not translate into relief for patients without complementary reforms that directly
address patient-facing barriers.

For these reasons, we respectfully urge CMS to withdraw the proposed GUARD demonstration
and instead focus on patient-centered reforms that directly reduce out-of-pocket costs, protect
access, and reflect the realities patients face in affording their medications.

Sincerely,
Ensuring Access through Collaborative Health / Patient Inclusion Council (EACH/PIC)
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' “Patient Experience Project: Patient-Reported Affordability & Unaffordability Survey 2.0,” EACH/PIC
Coalition, January 2026.
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https://eachpic.org/patient-experience-revisited-what-patients-say-about-prescription-drug-affordability-and-policies-to-resolve-patient-hardships/
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National Scleroderma Foundation
Neuropathy Action Foundation
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Patients Rising
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