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DBSA Policy Statement on the IRA & Mental Health Treatment Access

Depression and Bipolar Support Alliance (DBSA) believes that individuals living with mood disorders
deserve affordable, effective, and individualized mental health treatments—and that those with lived
experience must be meaningfully involved in decisions shaping access to care.

While the Inflation Reduction Act (IRA), which was enacted into law in 2022, aims to lower drug costs,
early evidence suggests some of its provisions may create harmful barriers—particularly for people living
with mood disorders.

e Out-of-pocket costs are rising, not falling. According to Pioneer Institute data, seven of the nine
drugs selected for negotiation under the IRA saw average patient out-of-pocket (OOP) costs rise
by 32%, from $74.51 to $98.421

e Formulary access is shrinking. One analysis found a nearly 4% decrease in Medicare Part D
formulary placement for these negotiated drugs.? Other reports indicate insurers have tightened
coverage using prior authorization, step therapy, and higher copays—policies that
disproportionately burden patients with chronic and complex conditions.3

e These trends especially harm people with mood disorders, many of whom live on fixed
incomes, including older adults. When medications become more expensive or harder to obtain,
many often skip doses or stop treatment altogether, putting their mental health at serious risk.
Medication nonadherence in this population is associated with symptom recurrence,
hospitalization, and increased suicide risk.**

e Cost-related non-adherence leads to worse health outcomes. Individuals with chronic
conditions, including mental health, who reduce or stop treatment due to financial barriers are
more likely to experience hospitalizations and deteriorating health.® The impact is even more
severe for low-income individuals, where high cost-sharing can prevent consistent care.”

The “Pill Penalty” Could Threaten Innovation in Oral Medications

Under the IRA, oral “small molecule” drugs become exposed to price negotiation just nine years after
FDA approval, while biologics (injectables) are protected for thirteen years.® This discrepancy, often
called the “pill penalty,” threatens investment in oral drug development and reformulations of existing
medications. Patents incentivize drug development by giving companies temporary exclusive rights to
sell new medications, allowing them to recoup research costs and fund future innovation. Additionally,
these policies could lead to discontinuation of production of existing medicines.

e Early-stage investment in small molecule drug development has declined by 68% since the
passage of the IRA, with the steepest reductions affecting therapies intended for the Medicare-
aged population.® This shift reflects growing investor concerns about the IRA’s nine-year price
control window for small molecule therapies, compared to thirteen years for biologics.
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e Analysts from the Information Technology and Innovation Foundation (ITIF) confirm that biotech
investors are shifting toward biologics, leaving psychiatric innovation behind.®

Why small molecule drugs matter:

e They cross the blood-brain barrier, making them more effective at precise, targeted treatment
of mental health conditions. The "pill penalty" threatens their development, forcing reliance on
drugs that more broadly affect the central nervous system, which cost more to develop to get
the same effect and have the potential for more side effects.

e They are often more logistically feasible than injectable therapies, offering flexibility and
convenience and can be taken at home, which supports autonomy and access for those in rural
or underserved areas.

Lived Experience Must Be Central to Negotiation Processes

Robust engagement of people with lived experience—especially in mental health—is not just ethical, it’s
essential for equitable and effective health policy. When peers and caregivers are involved in system
design, outcomes improve and unintended harms are better mitigated.%1213

Best-practice guidance emphasizes the need for domain-specific, trauma-informed, and power-aware
engagement strategies in mental health settings. These approaches prioritize peer expertise, ensure
equitable compensation, and prevent tokenistic involvement.121314

Recommendations

To protect access, promote innovation, and ensure equitable implementation of the Inflation Reduction
Act, DBSA urges CMS and federal policymakers to:

e Convene dedicated, compensated roundtables focused on psychiatric conditions and therapies,
including meaningful roles for mental health peer specialists, caregivers, and lived experience
experts.

¢ Integrate lived experience into CMS’s clinical value assessments and decision-making
processes—alongside traditional clinical and economic metrics.

e Treat lived experience as professional expertise, essential to equitable, effective policy
implementation.

e Pass the bipartisan EPIC Act (H.R. 1492 / S. 832) to align incentives for small molecule drugs
with biologics, supporting future innovation in oral mental health treatments.

o Safeguard access to essential psychiatric medications, not just the lowest-cost options.

e Mitigate rising out-of-pocket costs by ensuring that Medicare beneficiaries directly benefit from
IRA savings.

e Preserve at-home treatment options, especially in rural and underserved communities where
barriers to care are greatest.
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o Designate federal funding for research and development of new treatments to offset the
deterrence of private investment in innovation that has resulted as an unintended consequence
of forced price negotiations.

Conclusion

The Inflation Reduction Act promised affordability. But, for people living with mood disorders, access
and choice are equally essential—and both are currently at risk. Psychiatric medications are being
excluded or deprioritized in coverage decisions. Peer-led and mental health—specific voices are not yet
formally prioritized in CMS’s engagement plans. Without urgent action, innovation in oral mental health
treatments could stall, and those most affected may be left behind.

DBSA calls on CMS and policymakers to course correct. Fix what’s not working. Protect innovation. And
most importantly—ensure that people with lived experience have a seat at the table in shaping the
future of mental health treatment access.
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