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Dear Ms. Edmond:

Thank you for the opportunity to comment on ICER’s Draft Evidence Report, “Aldosterone
Synthase Inhibitors for the Treatment of Hypertension: Effectiveness and Value,” dated August
12, 2026.

We appreciate ICER’s willingness to review comments and recommendations from the National
Forum’s Value & Access Collaborative (V&AC). The undersigned V&AC members,
representing patient, provider, payer, and public health organizations, jointly offer the following
feedback for ICER’s consideration in the development of the revised review report.

Hypertension remains one of the most significant drivers of cardiovascular morbidity and
mortality in the United States. The ongoing hypertension epidemic is costing lives,
independence, and money. Clearly, the current treatment arsenal is insufficient, as evidenced by
the fact that <50% of people with hypertension have it under control (Centers for Disease
Control & Prevention, 2026). Resistant hypertension, in particular, disproportionately affects
communities already facing structural barriers to health and well-being, and contributes to
persistent gaps in blood pressure control. Given the burden of disease and the limitations of
existing therapies, the evaluation of new aldosterone synthase inhibitors (ASIs) such as
baxdrostat and lorundrostat is both timely and important.

We respectfully offer the following recommendations.

Inputs to the Economic Model

A. Patient Perspectives Should Be Included in the Economic Dataset

We appreciate ICER’s inclusion of patient perspectives in the narrative report. However,
patient-reported experience, including pill burden, side effects, adherence challenges, and
barriers to access, directly affects real-world outcomes and should be incorporated into the
economic model dataset. Without this, payers relying on the model may overlook critical
patient-important outcomes.



Recent evidence underscores the central role of adherence and tolerability in hypertension
management (Burnier & Egan, Circulation Research, 2020). These factors materially influence
blood pressure control and long-term cardiovascular risk and should be reflected in ICER’s
modeling.

Key Model Assumptions

A. Uptake Assumptions

ICER assumes that 20% of eligible patients will receive baxdrostat in its first year. This
assumption is inconsistent with real-world adoption patterns for new cardiovascular therapies.

Studies show that early uptake of novel cardiometabolic therapies typically remains in the low
single digits (typically 5-6% in year one) due to multiple factors, such as payer controls, step
therapy, prior authorization, and slow clinician adoption (Reiter-Brennan et al., Cardiovascular
endocrinology & metabolism, 2020; Anderson TS, et. al, Healthc (Amst)., 2018).

Overestimating uptake inflates budget impact and may lead to inappropriate conclusions about
affordability. We recommend revising uptake assumptions to more accurately align with
contemporary adoption trends.

B. Tolerability and Discontinuation

Older mineralocorticoid receptor antagonists (MRAs) such as spironolactone are effective but
frequently discontinued due to endocrine side effects, including gynecomastia, reduced kidney
function, hyperkalemia risk, and the impact of side effects on patients’ quality of life (Richard et
al., Pragmatic and Observational Research, 2025). These tolerability barriers limit real-world
effectiveness and contribute to persistent uncontrolled hypertension.

ASIs may reduce these barriers due to their non-steroidal mechanism. ICER’s model should
incorporate discontinuation rates and tolerability-related adherence patterns, which are
well-documented in contemporary literature.

C. Fairness in Access Considerations

ICER notes disparities in blood pressure control but does not incorporate them into the model.
Resistant hypertension disproportionately affects Black adults and individuals with lower
socioeconomic status (Akinyelure OP, et al. Journal of the American Heart Association, 2024;
Abrahamowicz, AA, et al. Current Cardiology Reports, 2023). Access to specialized care and
newer therapies is uneven across geographic and demographic groups.

We recommend that ICER incorporate disparities-relevant parameters including differential
access, geographic variation, and disparities in tolerability and adherence into the revised model.



Clinical Inputs and Outcomes

A. Short-Term Trials and Surrogate Outcomes

ICER correctly notes that long-term outcomes data for ASIs are not yet available. However,
short-term blood pressure reduction remains a useful surrogate for long-term cardiovascular risk
reduction (Weintraub, WS, et al. European Heart Journal, 2015; BPLTTC, Lancet, 2021). Early
hypertension trials rarely include long-term outcomes; this is standard for emerging therapies.

We recommend that ICER contextualize the absence of long-term outcomes within typical
hypertension drug development and avoid prematurely assigning “comparable or inferior”
ratings based solely on short-term data.

Additionally, results from a longer study comparing baxdrostat to standard of care (SOC) plus
placebo were recently presented during the European Society of Cardiology (ESC) Congress.
The study showed that not baxdrostat achieved significantly lower SBP than SOC plus placebo.
The positive difference in SBP reduction is not only durable over a full year, it is actually greater
at 52 weeks (Williams B, et al, ESC Congress, 2026).

B. Patient-Important Outcomes
Patient-important outcomes, including pill burden, tolerability, and adherence, are central to
real-world hypertension management. These factors influence symptom burden, long-term

cardiovascular risk, and health outcomes.

We recommend that ICER incorporate validated patient-reported outcome measures and
contemporary adherence research into the model.

Cost-Effectiveness and Access

A. Early Cost-Effectiveness Estimates Should Be Interpreted with Caution

Cost-effectiveness for new therapies is inherently uncertain. Historical precedent demonstrates
that early acquisition cost does not predict long-term affordability. PCSK9 inhibitors and GLP-1
receptor agonists both saw substantial improvements in access following price adjustments and
payer policy changes (MacDougall DE, et al. Circulation, 2024; Centers for Medicare &
Medicaid Services, 2024).

We recommend that ICER emphasize the uncertainty inherent in early cost-effectiveness
modeling and avoid conclusions that may inadvertently create access barriers.

B. Budget Impact Analysis

We urge ICER to exercise caution in presenting budget impact estimates. Budget impact
analyses based on unrealistic pricing assumptions or uptake rate estimates that exceed historic



patterns have previously been used to justify access restrictions for therapies that are otherwise
cost-effective.

We recommend that ICER clearly distinguish cost-effectiveness findings from budget impact
projections and avoid linking budget impact to recommended price ranges.

5. Access Considerations

Access to high-quality hypertension care is uneven across the United States. Many patients lack
access to healthcare, contributing to persistent uncontrolled hypertension and disparities in
outcomes (Hardy ST, el al, Hypertension, 2024).

ASIs may offer an important alternative for patients who cannot tolerate MRAs, who face
adherence barriers, or who lack access to specialized care. ICER’s model should reflect the
real-world variability in access and the potential for new therapies to reduce inequities.

Conclusion

We appreciate ICER’s thorough review and its commitment to transparency and stakeholder
engagement. We respectfully urge ICER to incorporate patient perspectives, contemporary
real-world evidence, fair access considerations, and realistic uptake assumptions into the revised
evidence report.

We look forward to continued engagement throughout the review process.
Sincerely,
Members of the Value & Access Collaborative, representing the following organizations:

National Forum for Heart Disease & Stroke Prevention (convener)
Alliance for Aging Research

Alliance for Patient Access

American Association of Heart Failure Nurses
American Association of Kidney Patients
American Pharmacists Association Foundation
Association of Black Cardiologists
BallengeRx Consulting

HealthyWomen

Partnership to Advance Cardiovascular Health
Partnership to Improve Patient Care
Preventive Cardiovascular Nurses Association
WomenHeart

World Hypertension League
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