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Summary & Takeaways

At the outset of this roundtable, Chair Moran stated that the VA should become a national
leader in the next frontier of mental health and highlighted that gaps remain in planning
capacity, research, clinician training, safety monitoring, and more. Within this context, the
discussion focused on how to accelerate access to psychedelic treatment for veterans,
both through expanded research and—once FDA-approved—patient access at VHA
facilities. Dr. Wiechers, Acting Deputy Assistant Under Secretary for Health for Patient Care
Services, expressed confidence that the VHA would be prepared to begin treatment after
FDA approval, but did not give a timeline for such access or discuss how widespread these
services will be in the VHA system.

Meeting Takeaways:

Senator Sinema summarized the following action items for Congress at the conclusion of
the roundtable:

1. Streamline the research process.

2. Fund "protected time" for VA clinicians to conduct research and loosen
inclusion/exclusion criteria for study participants while maintaining patient safety.

3. Prepare to scale these treatments across the country.

BrainFutures’ Recommendations:

Research and preparation for clinical rollout must proceed simultaneously. With likely FDA
approval for the first psychedelic drug within 12 months, there is a narrowing window of
opportunity to get it right and meet Veteran demand for these emerging treatments.

1. Congress should ensure that the administration reduces barriers to conducting
research by fully implementing the reforms contained in the HALT Fentanyl Act and
evaluating research oversight processes at FDA and VA. Congress could hold
hearings to explore how FDA, DEA, and VA oversee—and restrict—research on
emerging breakthrough treatments such as psychedelics.

2. Congress should ensure that VHA has both the mandate and the resources to
ensure readiness for psychedelic therapies on day one after approval. VHA should
prioritize workforce training, clinical operations and workflows, establishing
monitoring systems, and upgrading facilities.



Discussion Themes:

Urgency vs. Bureaucracy: There is a strong tension between the desperate need for new
treatments and the slow pace of research, including trials that may lead to FDA approval.
This is due to barriers from multiple federal agencies, including:

e DEA, which has not yet enacted the reforms of the HALT Fentanyl Act. Once fully
implemented, these reforms will streamline the process for obtaining registration to
conduct research with Schedule | drugs, including psychedelics.

e FDA, which oversees and approves clinical trial protocols and is often cited by
researchers as a major obstruction.

e VA, whichin some locations has blocked researchers from conducting psychedelic
clinical trials and does not provide clinicians with “protected time” to conduct
research unless significant external funds are secured through grants.

Research Needs: Research is crucial and ongoing, including 24 studies at VA sites, three
of which are funded internally. All attendees agreed that research must continue and
expand, but major hurdles include a lack of "protected time" for VA researchers to conduct
studies (time away from clinical responsibilities), overly restrictive eligibility criteria for
clinical trial participants, and bureaucratic barriers from multiple federal agencies.

Entering Clinical Practice: With potential approval for psilocybin coming within 12
months, focus and resources must be allocated to implementation—how to scale these
treatments safely and effectively, especially within the VHA system. Key considerations
include workforce training and expansion, clinical operations planning, processes for
monitoring safety and outcomes, and facilities needs.

Cost vs. Outcome: Participants argued that while treating Veterans in a research context is
expensive, the current "pill cocktail" approach is failing. Senator Sheehy called for the VHA
to become "obsessed with outcomes.”



