Access, Equity & the Future of Psychedelic Regulation

In 2022, an Indigenous-led cooperative from the Brazilian Amazon arrived at a World
Intellectual Property Organization (WIPO) meeting on traditional knowledge in Geneva, only to
be denied entry for lack of costly accreditation and legal counsel —while pharmaceutical
representatives with multimillion-dollar backers entered effortlessly. This imbalance is not an
isolated embarrassment; it encapsulates the emerging psychedelic economy: the communities
whose ancestral knowledge underpins much of the industry are often excluded from decision-
making spaces (Nagoya Protocol, 2010; UNDRIP, Art. 31).

Fast forward to August 2025: in Denver, a wellness clinic charges over USD 3,500 per three-
session psilocybin program under Colorado’s Natural Medicine Health Act implementation,
while in the rural South, Black and Latinx individuals continue to face arrest under federal law
for possession of the same compound (Sentencing Project, 2023). Oregon’s Psilocybin Services
Act offers licensed sessions under Oregon Health Authority rules requiring client preparation and
integration sessions (OHA, 2023, OAR 333-333-5050), but—as of 2025 —contains no explicit
racial equity mandates in licensing or service delivery. Colorado’s Department of Regulatory
Agencies has issued memos clarifying broader exemptions for certain natural medicine practices
(CO DORA, 2024), yet equity-focused participation targets remain voluntary.

These snapshots reveal a widening chasm between legality and lived access. Even as human
rights instruments like the International Covenant on Economic, Social and Cultural Rights
(ICESCR) affirm the right to participate in cultural life (Art. 15), and the Nagoya Protocol
requires equitable benefit-sharing, the structures governing psychedelic legalization often
privilege wealth and corporate power (Crenshaw, 1989; Carbado, 2011; Raval & Kersh, 2022).
This article interrogates whether legalization can be harnessed for justice—or whether, without
intentional design, it will reproduce the same inequities that marked cannabis commercialization
and decades of drug-war enforcement.



The Commercialization Tension

The psychedelic sector is entering a phase of rapid commercialization. Venture capital firms,
pharmaceutical giants, and wellness corporations are positioning themselves to dominate a
projected USD 8 billion global market by 2028 (Market Research Future, 2023). Patents now
extend beyond synthetic analogs of psilocybin or DMT to encompass extraction methods, dosage
protocols, and even elements of ceremonial “set and setting” (Raval & Kersh, 2022).

Intellectual property (IP) pledges, such as Usona Institute’s commitment not to enforce certain
psychedelic patents, are sometimes touted as safeguards against monopolization. Yet these
pledges are voluntary and lack clear enforcement mechanisms, raising concerns that they may
offer goodwill optics without guaranteeing equitable access (Robinson & Cameron, 2021).
Scholars warn of an anticommons scenario: fragmented ownership of essential research tools or
therapeutic protocols could stifle innovation while excluding smaller or community-based actors
(Carbado, 2011).

Corporate consolidation parallels earlier cannabis markets, where multi-state operators leveraged
capital to secure licenses, often outcompeting smaller businesses and shutting out Black,
Indigenous, and other historically excluded entrepreneurs (George & Hawkins, 2021). Because
no U.S. psychedelic framework has yet embedded explicit equity mandates as of August 2025,
early adopters risk repeating those disparities. For example, Oregon’s Psilocybin Services Act
includes thorough rules for client preparation and integration (OHA, 2023) but omits explicit
racial equity requirements in licensing. Colorado’s Department of Regulatory Agencies, by
contrast, has issued a memorandum allowing broader exemptions for Indigenous-led or
community groups under the Natural Medicine Health Act (Colorado DORA, 2024), signaling a
potential shift toward more inclusive models.

Internationally, Canada’s Special Access Program (SAP) and Australia’s Therapeutic Goods
Administration (TGA) approvals for psilocybin-assisted therapy demonstrate that national
regulators can integrate equity or cultural sensitivity considerations into access pathways (Health
Canada, 2022; Therapeutic Goods Administration, 2023). But absent proactive design, even
these systems may privilege affluent patients and urban clinics, leaving traditional practitioners
or rural communities sidelined.

The commercialization tension is thus twofold: first, protecting cultural knowledge and
traditional medicine from appropriation under IP regimes; second, ensuring that the economic
benefits of legalization are distributed beyond corporate shareholders to include Indigenous
knowledge holders, small-scale healers, and marginalized patients.



Economic & Racial Gatekeeping in Licensed Access

The promise of legal psychedelic access in the United States remains constrained by economic
and racial gatekeeping. Licensing frameworks—designed to ensure safety and compliance —
often privilege those with capital, political connections, and familiarity with regulatory systems.
This mirrors patterns observed in cannabis legalization, where “neutral” application requirements
ended up favoring well-funded, majority-white applicants while excluding the very communities
harmed by prohibition (George & Hawkins, 2021).

Licensing Regimes and Wealth Barriers

State-level psychedelic programs such as Oregon’s Psilocybin Services Act mandate costly
licensing fees, property requirements, and strict zoning compliance (OHA, 2023). These barriers
skew participation toward affluent entrepreneurs and existing wellness operators. Colorado’s
Natural Medicine Health Act provides slightly broader exemptions for community and
Indigenous groups (Colorado DORA, 2024), but even there, access depends on legal expertise
and local political buy-in. The absence of explicit racial equity mandates as of August 2025
means economic privilege continues to shape who can participate.

Medicalization Frameworks and Affordability

In Canada, Section 56 exemptions under the Controlled Drugs and Substances Act allow
psilocybin therapy in limited circumstances. But these exemptions often funnel access through
expensive clinical settings, effectively pricing out working-class and rural patients (Health
Canada, 2022). Similar concerns have emerged in Australia, where the Therapeutic Goods
Administration’s 2023 re-scheduling of psilocybin permits treatment only under psychiatrist
supervision—a model critics warn may create an elite market rather than a public health system
(Therapeutic Goods Administration, 2023).

Case Studies Highlighting Disparities

Illinois’ cannabis “social equity applicant” program —designed to correct prior injustices —offers
an instructive cautionary tale. While it prioritizes applicants from disproportionately impacted
areas or with qualifying past convictions, implementation has been fraught with litigation and
accusations of favoritism (Williams, 2023). Without careful design and enforcement, similar
programs for psychedelics could become symbolic gestures rather than substantive remedies.

Cultural Autonomy Risks

Beyond economics, licensing systems can inadvertently erode cultural autonomy. Requirements
for Western-style documentation, facility standards, or clinical oversight may exclude Indigenous
or diasporic communities whose healing practices are community-based and non-commercial.
Critics argue that without explicit recognition of cultural sovereignty and benefit-sharing
obligations under frameworks like UNDRIP and the Nagoya Protocol, psychedelic regulation
risks perpetuating colonial patterns of knowledge extraction (Barelli, 2010; United Nations,
2007).



Innovations in Access Models

The growing wave of psychedelic regulation offers an opportunity to design access models that
disrupt—rather than reproduce —racial and economic inequities. Around the world, reform
advocates are testing innovative approaches to licensing, governance, and pricing that balance
public health, cultural preservation, and economic fairness.

Cooperative and Community-Based Licensing

One promising model is cooperative ownership. In this approach, service centers or retreat
facilities are structured as member-owned cooperatives, ensuring profits circulate within the local
community rather than external investors (Robinson & Cameron, 2021). Pilot proposals in
Oregon and advocacy efforts in Colorado have explored cooperative structures to prevent
corporate monopolization of psilocybin services (OHA, 2023; Colorado DORA, 2024). These
models echo successful precedents in agricultural co-ops and community land trusts, suggesting
a scalable path for psychedelics.

Indigenous-Led Licensing and Consent Frameworks

Indigenous-led frameworks go further by embedding free, prior, and informed consent (FPIC)
and benefit-sharing obligations into licensing regimes, consistent with the Nagoya Protocol on
Access and Benefit-sharing and UNDRIP Articles 24-25 (United Nations, 2007; CBD
Secretariat, 2011). This model has been discussed in Canada and Brazil, where Indigenous
representatives have argued that any commercialization of ayahuasca, peyote, or psilocybin
mushrooms must include co-governance mechanisms, legal recognition of traditional knowledge,
and revenue-sharing agreements (Barelli, 2010; Anaya, 2013).

Tiered Pricing and Non-Profit Service Centers

Equity-minded jurisdictions are experimenting with tiered pricing to subsidize access for low-
income patients. In Oregon, some psilocybin service centers have voluntarily adopted sliding-
scale pricing structures, although there is no statewide mandate as of August 2025 (OHA, 2023).
Non-profit service centers —authorized under Colorado’s Natural Medicine Health Act—may
also help offset market-driven pricing pressures by reinvesting surplus revenues into community
health programs (Colorado DORA, 2024).

Local Benefit Requirements and Anti-Monopoly Measures

Some advocates propose borrowing strategies from cannabis regulation, such as “local benefit”
mandates requiring service centers to hire locally, source materials ethically, or reinvest profits in
impacted communities (George & Hawkins, 2021). Without such safeguards, psychedelics risk
following cannabis’ trajectory — where large, multi-state operators dominated licenses despite
early promises of social equity (Williams, 2023).

Lessons Beyond Psychedelics



Comparable access innovations have been tested in other sectors: community solar programs that
guarantee low-income participation, Indigenous co-management of conservation lands, and
affordable housing inclusionary zoning. Applying these principles to psychedelics suggests that
intentional policy design—not market forces alone —determines whether legalization becomes a
tool for justice or exclusion.



Legal Tools for Equity Safeguards

As psychedelic regulation accelerates, lawmakers and advocates have a unique opportunity to
hardwire racial and economic equity into emerging legal frameworks. Without deliberate
safeguards, legalization will reproduce patterns seen in cannabis and other industries—where
promises of inclusivity were eclipsed by corporate consolidation and structural exclusion
(Williams, 2023; George & Hawkins, 2021).

Embedding Equity Impact Assessments in Psychedelic Law

States can mandate racial and socioeconomic impact assessments before adopting new licensing
rules or approving service centers. Such assessments—already used in housing and
environmental policy —force regulators to anticipate and mitigate harms to historically
marginalized communities (The Sentencing Project, 2023).

State-Level Legislation with Anti-Monopoly Provisions

Several jurisdictions have experimented with caps on ownership stakes or cross-licensing to
prevent market domination. Colorado’s Natural Medicine Health Act implementation guidance
includes language discouraging consolidation among large operators (Colorado DORA, 2024).
Oregon’s psilocybin rules, while not as robust, have been amended to encourage diverse
ownership models (OHA, 2023).

Civil Rights Litigation Strategies

Exclusionary licensing schemes can be challenged under state constitutional equal protection
clauses or federal civil rights law. Legal scholars have proposed framing inequitable access as
violating ICERD Article 5 or even domestic RFRA protections when licensing effectively
burdens religious or cultural psychedelic use disproportionately (Barelli, 2010; Anaya, 2013).
Such litigation could parallel cannabis equity lawsuits that have already reshaped some state
markets.

Public Funding for Equity Programs

Dedicated funding streams—sourced from licensing fees or taxes —can support technical
assistance, legal aid, and startup capital for BIPOC- and Indigenous-led psychedelic businesses.
[llinois’ cannabis program, for example, earmarked revenue for “social equity applicants”
defined by prior convictions or residence in over-policed areas (Illinois Department of Financial
& Professional Regulation, 2022). Applying a similar approach to psychedelics would provide
structural support rather than token participation.

Transparency and Data Collection

Finally, regulators must publish disaggregated data on licensing, enforcement, and pricing.
Without visibility into who is benefiting and who is excluded, equity mandates become
unenforceable promises (Drug Policy Alliance, 2018).



Global Lessons for Inclusive Regulation

Comparative Insights from Global Models

While the U.S. continues to wrestle with equity in its psychedelic frameworks, other jurisdictions
provide valuable lessons. Canada’s Special Access Program (SAP) allows physicians to request
psilocybin for therapeutic purposes under strict conditions (Health Canada, 2022). Australia’s
Therapeutic Goods Administration (TGA) rescheduled psilocybin and MDMA in 2023 for
controlled psychiatric use, pairing access with clinician training requirements and ethics
oversight (TGA, 2023). These models show that incremental, medically focused legalization can
expand access while maintaining public health guardrails.

The Netherlands’ permissive stance on psilocybin truffles—legal under a regulatory loophole —
illustrates both opportunity and risk: widespread access without cultural safeguards risks
commercialization that divorces plant medicine from its Indigenous roots (Holley & van den
Brink, 2022). By contrast, Brazil’s accommodation of ayahuasca churches within federal
religious freedom guidelines demonstrates a rights-based approach informed by cultural heritage
protections (Labate & Feeney, 2016).

Embedding Human Rights into Domestic Reform

Lessons also come from cannabis regulation: Uruguay’s nationalized cannabis system explicitly
sought to prevent monopoly capture, while Illinois’ “social equity applicant” program tied
licensing preference to prior drug convictions or residence in over-policed areas (Illinois
Department of Financial & Professional Regulation, 2022). These examples show how rights
framing—via ICERD and UNDRIP’s benefit-sharing provisions—can be translated into
enforceable policy levers.

Inter-American human rights jurisprudence, including Saramaka People v. Suriname (2007),
underscores that cultural survival depends on states respecting Indigenous relationships with land
and resources. The African Charter’s protections for culture and environment (African
Commission, 2017) suggest that plant-based religious practices are part of a broader human
rights ecosystem. Psychedelic regulation that fails to recognize these connections risks
perpetuating cultural erasure under a veneer of legality.

Advocacy Synergy and Regional Cooperation

Global cooperation among regulators, Indigenous organizations, and advocacy groups can
amplify best practices. The Nagoya Protocol on Access and Benefit-sharing (CBD Secretariat,
2011) offers a model for ensuring that commercial psychedelic ventures share profits and
decision-making power with the communities whose knowledge underpins their products.
International coalitions—such as those formed under the WHO’s Expert Committee on Drug
Dependence —can coordinate approaches that blend public health, cultural survival, and equity
imperatives.

Why Global Lessons Matter for the U.S.



For the United States, these global precedents serve as both a moral and practical guide. Without
embedding similar equity safeguards, U.S. psychedelic regulation risks deepening economic
disparities and exacerbating cultural appropriation. Adapting inclusive models — while respecting
domestic constitutional and federalism constraints—can help ensure that legalization does not
become another vehicle for exclusion.



Closing Reflections
From Policy Design to Practice

The journey traced across this series—from historical suppression and inequitable enforcement
(Articles 1-2) through international human rights tensions (Article 3) to commercialization and
licensing dilemmas (Article 4) —underscores a consistent truth: psychedelic law is never just
about substances. It is about power, culture, and economic structures that decide whose practices
are valued and whose are criminalized.

As of August 2025, no U.S. psychedelic regulatory framework has fully embedded racial equity
mandates or robust Indigenous consent protocols. Without intentional safeguards —equity impact
assessments, restorative justice measures, and benefit-sharing agreements —new markets risk
replicating the very injustices prohibition created. Oregon’s psilocybin services model, for
instance, has yet to require comprehensive community reinvestment, while Colorado’s broader
exemptions remain vulnerable to corporate capture if community governance mechanisms are
not prioritized (OHA, 2023; Colorado DORA, 2023).

Globally, the Nagoya Protocol and UNDRIP provide clear moral and legal signposts for benefit-
sharing and Indigenous co-governance. Comparative examples —from Canada’s Special Access
Program to Brazil’s ayahuasca accommodations —prove that culturally respectful, rights-based
regulation is possible when states treat equity as integral rather than optional.

The next phase of this conversation moves beyond legality into accountability: Will corporate
actors honor IP pledges like Usona’s—and will regulators enforce them (Raval & Kersh, 2022)?
Will states measure affordability and access—not just market size—as indicators of success?
And will Indigenous and racially marginalized communities hold real power in shaping the
future of psychedelic medicine, rather than serving as rhetorical backdrops for its
commercialization?

Ultimately, building a rights-based, inclusive psychedelic future is not about perfection on paper
but equity in practice. This requires transparent regulation, redistributive economic policies,
culturally competent licensing, and vigilant civil society oversight. Only then can the global
psychedelic renaissance fulfill its promise as a tool for healing and justice, rather than another
chapter in a long history of extraction and exclusion.
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