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Position statements clarify key issues that are in alignment with the vision, mission, and values
of AMERSA, Inc. This Position Statement, endorsed by their Board of Directors on March 27,
2024, amplifies the position of the organization, guides their activities, and informs the public
and policy makers on the organization’s stance on this issue.

Background
The overdose crisis in the United States (US) has become one of the most pressing

public health challenges of our time. National overdose deaths, often resulting from illicitly
manufactured fentanyl and other potent synthetic opioids, exceeded 100,000 deaths in 2021
and 2022.1 This crisis is further underlined by the fact that Black/African American individuals
have 7 times higher overdose rates compared to their white peers.2 Although various
interventions have been deployed, the underutilization of methadone treatment remains a
critical oversight in the country’s response. Methadone, a long-acting opioid agonist, has been a
stalwart treatment in addiction medicine for decades. Its pharmacological properties, including
its ability to occupy opioid receptors and suppress withdrawal symptoms, make it an invaluable
tool in managing opioid use disorder (OUD), resulting in improved outcomes such as reduced
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overdose mortality, reduced opioid cravings and withdrawal, and overall improved quality of life.3
Despite its proven efficacy, accessing methadone in the US remains challenging due to

regulatory barriers. While patients with chronic pain can access methadone from any pharmacy,
methadone to treat OUD is only available through Opioid Treatment Programs (OTPs), known
colloquially as ‘methadone clinics’. Federally, the Substance Abuse and Mental Health Services
Administration (SAMHSA) administers the regulatory framework for methadone treatment, while
the Drug Enforcement Administration (DEA), within its mandate to enforce drug regulations,
aims to prevent methadone diversion by requiring each clinic to submit a diversion safety plan.4
Additionally, individual states play a large role in overseeing OTPs, imposing their own
regulations and licensing requirements which are often more restrictive than federal policies.
Local county and city jurisdictions as well as OTPs’ own programmatic policies offer further
restrictions, such as the hours of operation and location of methadone clinics, leading to a
complex web of regulations that shape the accessibility and delivery of this essential treatment.

Patient advocate groups have critiqued the methadone treatment systems as “a culture
of cruelty.”5 Patients report having to comply with a series of onerous rules that are more aligned
to carceral settings than to medical treatment centers and desire more tailored options to meet
their specific needs. These rules include having to attend the OTP for daily methadone dosing
under the watch of security guards and cameras, submitting frequent urine drug tests that are
observed by two way mirrors or video cameras, being mandated to attend counseling, and other
restrictive requirements that make long-term retention on methadone challenging.5,6

The complex interweaving of regulatory control at various levels was intended to create
layers of protection from methadone diversion and overdose in the name of public safety.4
However, many regulatory barriers were relaxed during the COVID-19 public health emergency.
Early evidence suggests these feared consequences of loosened restrictions did not come to
fruition, and both patients and clinicians experienced improved quality of care leading to
increased treatment retention.7–11 In light of the escalating overdose crisis, policymakers and
researchers are increasingly interested in re-examining and reforming methadone treatment.
This layered and shifting landscape of methadone regulation underscores the need for
coordination among federal, state, and local entities as well as OTPs themselves to ensure the
effectiveness and safety of methadone treatment while addressing the ongoing overdose crisis.
A progressive shift toward modernizing methadone treatment is occuring, with the goal of
increasing patient centeredness, reducing barriers to treatment, and further integrating it into
evolving models of healthcare delivery outside of traditional OTPs.12 In this perspective, we
review the regulatory bodies at each level of governance, elucidating areas for future policy
reform, and propose a vision for the future of methadone treatment.

Methadone Federal Regulations and COVID-19
At the federal level, SAMHSA and the DEA are the agencies responsible for overseeing

methadone treatment. SAMHSA provides the regulatory framework for methadone through the
Code of Federal Regulations (CFR) in Title 42 CFR Part 8.4 These regulations dictate the
standards for methadone treatment, including rules on program accreditation, DEA registration,
medication dispensing, and patient enrollment. OTPs must meet accreditation requirements and
are subject to regular audits from the Joint Commission, state health agencies, and other
regulatory bodies to ensure compliance with set statutes and guidelines.

Prior to COVD-19, the most widely known regulation from 42 CFR Part 8 was the
requirement for most individuals, particularly those new to treatment, to present to the OTP daily
to receive their methadone dosing. Only individuals with sufficient time in treatment (i.e., at least
3 months) and meeting strict 8-point criteria were allowed unsupervised “take-home” doses.4
This requirement often resulted in patients having to commute upwards of an hour or more each
way in the early morning, interfering with responsibilities such as employment, caregiving, and
other necessary life activities.8,13
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During the COVID-19 public health emergency, regulations underwent significant
adjustments to ensure the continuity of methadone treatment while adhering to public health
guidelines. SAMHSA introduced temporary flexibilities, including allowing for take-home doses
and telehealth counseling appointments to reduce in-person interactions at clinics and minimize
the risk of virus transmission.14 Individuals, regardless of their time in treatment, were newly
allowed by federal and state agencies to receive up to 14-28 take-home doses at a time at the
discretion of the OTP medical director. In total, 41 states adopted methadone flexibilities during
the COVID-19 pandemic.15,16 While the majority of states did apply for exemptions, not all clinics
adopted them and not all patients experienced them.17 Yet while most clinics did not take full
advantage of the flexibilities, when adopted, the relaxations proved vital in maintaining access to
methadone treatment amidst the challenges posed by the pandemic.18 Increasing research has
found that loosening of regulations did not result in anticipated harms, such as increased
overdose deaths.19 Rather, patients and providers reported improved treatment experiences and
retention in several early studies.7–11

Recognizing the potential benefits of these changes, SAMHSA announced the release of
new revised guidelines of 42 CFR Part 8 in January 2024, representing the most significant
updates to methadone regulations in over 30 years.20 The revisions made the COVID-19
take-home exemptions permanent, allowing up to 7 days of take-homes in the first two weeks of
treatment and up to 28 days after the first month. The new rules also notably removed the
federal 8-point criteria for take-home dosing, no longer requiring negative urine drug testing to
show abstinence, and instead implementing a 5-point criteria that largely relies on the judgment
of OTP clinicians to determine risk and benefits of increased take-homes.15 Other major
changes included removing the requirement for patients to have a one year-history of OUD to
be eligible for methadone treatment, increasing allowances for methadone dosages on day one
of treatment, allowances for telehealth, and updating terminology and definitions to reflect
updated medical terminology, among several other changes.20

In parallel, members of Congress are demonstrating growing interest in reforming the
methadone treatment system. The Modernizing Opioid Treatment Access Act of 2023 (M-OTAA)
(H.R.1359 and S.644 in the House and Senate, respectively) is a bipartisan bill that would allow
physicians board certified in Addiction Medicine or Addiction Psychiatry to prescribe methadone
outside of OTP settings and dispense it in community pharmacies, as is done in many other
countries. The bill has received broad endorsement from national organizations, including the
Association for Multidisciplinary Education and Research in Substance use and Addiction, the
American Medical Association, the American Society of Addiction Medicine, and the American
Pharmacists Association. The Senate version of the bill was approved by the Senate Health,
Education, Labor, and Pensions Committee in December 2023 and currently awaits further
consideration and voting by the full Senate and House before Presidential approval.

Methadone Regulation at the State Level
In addition to federal regulations, each US state has a designated Single State Agency

(SSA), charged with managing federal funds dedicated to addressing substance use prevention,
treatment, and recovery, with the vast majority of funding coming from SAMHSA.21 Established
through various laws in the 1970s (including the Comprehensive Alcohol Abuse and Alcoholism
Prevention, Treatment and Rehabilitation Act of 1970, the reauthorization of the Hughes Act in
1974, and then strengthened through incentive grant programs established by the earlier
Uniform Act of 1971), SSAs were designated as the exclusive bodies eligible for seeking and
obtaining federal funding for tackling alcohol and drug use and addiction, as well as setting the
state’s default policies and regulations regarding substance use services.21

Each state’s SSA designates an individual who serves as the State Opioid Treatment
Authority (SOTA).22 The SOTA provides oversight and administrative guidance and support to
OTPs; with primary duties including monitoring OTP operations and regulatory compliance;
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serving as a liaison between OTPs, SAMHSA, and the DEA; and managing patient or clinic
complaints, requests, and exemptions.23 Individual SOTAs have significant influence on SSA
policies and practices regarding OTPs. There is wide variability in how SOTAs interpret federal
guidelines and what practices they permit. Given the complex regulatory environment, SSAs
and local OTPs must defer to SOTAs to interpret regulations and determine what is allowable.
For the most part, very little is known about what, if any, oversight each SOTA receives from
SAMHSA or SSAs, raising concerns about accountability for a position that yields so much
power. Further, questioning SOTAs may be challenging given they are also often involved in
state funding allocations. Because of their significant role in state-level decision making, the role
of the SOTA presents a potential target that may warrant evaluation and reform for increased
transparency.

States are bound by the requirement to be at least as strict as federal regulations
demand. They will also often add restrictions to methadone treatment, impeding access to
treatment and reducing quality of care, and states with the highest need for methadone
treatment access tend to be those with the highest number of regulatory restrictions.24,25 For
example, while federal regulations require counseling “as clinically necessary,” approximately
half of states mandate minimum monthly counseling requirements, including states like New
York and California.24–26 Other examples of added state-level restrictions include increasing the
annual number of required random drug tests, or increasing required time in treatment and/or
imposing other criteria for take-home dose privileges. Some states also have restrictions limiting
new OTPs from opening, including zoning restrictions on OTP locations, onerous approval
processes, and bans on new OTPs. These restrictions have thus created “methadone deserts”
in parts of the country, where as of 2019, 80% of US counties did not have an OTP.27

Regulation at the Local City and Clinic Levels
Within particular OTP agencies and clinics, clinic administrators and medical directors

have the authority to enact stricter policies than required by federal and state regulations.
Individual OTP medical directors and clinical practitioners have significant discretion and
influence on policy and practice, often choosing not to grant certain permissions to OTP clients,
despite the ability to do so according to federal and state guidelines. For example, in its
guidelines regarding the extension of take-home dosing flexibilities, SAMHSA writes, “ OTP
decisions regarding dispensing methadone for unsupervised use under this exemption shall be
determined by an appropriately licensed OTP medical practitioner or the medical director”.15

Studies finding that many OTPs did not enact federal flexibilities during the COVID-19
pandemic, underscoring how federal action alone was not enough to drive meaningful change
without sufficient buy-in and subsequent implementation from local OTPs.28

Opportunities for Reform at All Levels: The Need for Accountability and Incentives
While OTPs must comply with state and federal regulations, each clinic can set its own

rules and can take steps to make care more accessible.12 For example, OTPs typically only
operate between the hours of 6am and 2pm, with some open for only two to three hours a day.
They can expand hours of operation to increase accessibility for dosing and enrollment. They
can waive requirements for identification cards, and ensure intake processes are not more
burdensome than required by existing regulations. OTPs in states allowing take-home
expansion can expand access to take-home doses, as well as incorporate varied avenues of
treatment delivery including robust telehealth counseling and mobile clinic options. Many of
these strategies have already demonstrated efficacy and safety during the COVID-19 public
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health emergency.7–11 OTPs can establish community advisory boards of patients with lived and
living experience on methadone, including those with ongoing drug use to provide direct (and
financially compensated) feedback to clinics on ways to improve patient experience.

To be sure, OTPs, particularly those receiving public funding, often already face
challenges with staffing and resources. Ensuring OTP clinics implement new reforms will require
development of new systems of accountability and incentives from state and federal
governments. Currently, SAMHSA statutes and regulations explicitly “preserve states’ authority
to regulate OTPs”,29 and can only “describe a minimum acceptable standard for the operation of
OTPs” while allowing states and individual OTPs to be the final decision makers for clinical care
delivered.30 Overriding state authority to enact all federal OTP reforms would be unrealistic
given the nature of state and clinical authority. However, SAMHSA can establish a new system
of quality and accountability metrics that encourage adoption through partnerships with health
systems and patient advocacy organizations. SAMHSA can link federal funds to newly created
accountability metrics, pinpointing OTPs that adhere to outdated methods, and rewarding clinics
who prioritize the integration of patient oriented-flexibilities.

To ensure all patients have equitable access and support to receive extended
take-homes, relaxed entry criteria, and other already-established allowances, SAMHSA and
SSAs should re-examine enforcement mechanisms and add metrics examining take-home
receipt in their OTP monitoring and certification processes. For example, OTPs with significantly
low offerings of take-home doses (e.g., short durations to few clients) could be flagged for
additional auditing measures to encourage OTPs to establish and maintain increased
take-home access.

Notably, financial structures of methadone reimbursement services vary between clinics
and states and must be examined to ensure alignment with improved outcomes and patient
care goals. OTP clinics often under a fee-for-service model receive most of their funding
through reimbursements for in-person services, such as dosing or counseling. Clinics may lose
significant portions of their funding by offering more take-home doses, misaligning financial
structures against treatment progress.31–33 States could remedy this problem through
restructuring their Medicaid billing guidelines into bundled payment plans, as has been done in
New York and Massachusetts, or alternative payment models that factor in quality of care
metrics.31,34

Most importantly, the development of these new metrics, accountability measures, and
incentives must involve the input of communities with lived and living experience of methadone
treatment. Through the history of methadone treatment, those profoundly impacted are often
sidelined, resulting in regulations that fail to prioritize patient needs and realities. To avoid
perpetuating our current system of high-barrier, non-patient centered methadone treatment, it is
imperative to engage directly affected communities at all levels of regulatory reform to ensure
meaningful and lasting transformation.

Moving Methadone Beyond the OTP
For the US to truly advance more equitable access to evidence-based methadone

treatment, we argue methadone must expand beyond the walls of traditional OTP service
delivery models.35 This must happen through concerted action by both OTP and non-OTP
actors, enabled by policies built upon patient priorities and modern research.36 Methadone
treatment must be integrated into office-based medical care, as it is in Australia, Canada and
throughout Western Europe.37,38 In order to be politically strategic and address initial concerns,
this could begin in a stepwise fashion by first enabling board-certified addiction medicine
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specialists to prescribe methadone for dispensing at community pharmacies, with handoff to
primary care clinicians after medication stabilization.37,39 Decades of experience in non-US
settings support the efficacy and safety of such approaches, though further study should
investigate implementation best practices and the impact of these changes in the US context on
treatment access and efficacy, balancing risks such as adverse drug effects.36 Once safety and
effectiveness of such practice is established, all clinicians licensed by the DEA ultimately should
be allowed to receive training and longitudinal mentorship in methadone prescribing and
integrate it into their practice if desired. Because the supply of addiction licensed physicians will
never be enough to meet the demand for methadone treatment, expanding methadone into
primary care is a necessary step that will require the coordination and partnership of federal,
state, and local regulatory agencies.40

Some argue that OTPs provision of psychosocial services and oversight alongside
medication can’t be replicated successfully by clinicians prescribing outside of OTPs. While
psychosocial services and formal treatment infrastructure are helpful for many individuals and
should be made available to any individual seeking such services, pairing behavioral treatments
alongside methadone treatment has not been found to be more effective than methadone
medication treatment alone.41,42 Mandates to require counseling have also been seen as
barriers for patients to engage in methadone treatment.5

Providing multimodal treatment is not solely the purview of OTPs. Primary care is by far
the largest provider of integrated healthcare and psychosocial services nationally, and many
addiction specialists work within health systems that are equipped with behavioral health and
case management support. Primary care clinics are also better equipped to screen, prevent,
and manage many of the conditions related to OUD, including infectious diseases like Hepatitis
C and HIV. Bolstering treatment infrastructure in primary care and other community settings
enables people with OUD to access whole-person healthcare through a team-based approach
informed by robust experience with chronic disease management. This strategy recognizes
there is no “one size fits all.” By offering patients the choice of selecting where they receive their
methadone, they can be empowered to better meet their individual needs.

Critics also state that the relatively complex pharmacology of methadone renders it too
dangerous for use outside of OTPs. In reality, any licensed healthcare provider can already
prescribe methadone for chronic pain, along with several other widely used drugs with narrow
therapeutic indices and significant potential adverse effects, like anticoagulants and insulin.
While we agree training is necessary to safely prescribe and monitor methadone treatment, it is
not beyond the capabilities of trained clinicians, especially in interprofessional practices. Such a
model of primary care prescribing for methadone has also been effective in countries like
Canada, the United Kingdom, and Australia.37 Oversight by SAMHSA could help to ensure that
methadone prescribing is being safely integrated into community settings, and AMERSA would
support SAMHSA championing the integration of methadone training into all healthcare
professional programs. Moreover, it is imperative for leaders in health systems, clinics, and
pharmacies to commit to establishing and maintaining the necessary framework to facilitate
methadone treatment in non-specialized settings.

Conclusion
Though federal policy change is necessary to unfetter methadone as a treatment

modality, it is not sufficient by itself. National leaders in substance use policy, research, and
clinical care must create training and oversight infrastructure for individuals who wish to
integrate methadone into their practice. States and communities must ensure their policies are
not more restrictive than federal regulations and incentivize expansion of methadone treatment
through investment in both OTP-based services and non-OTP treatment avenues. Locally,
leadership within health systems, clinics, and pharmacies must be willing to develop and sustain
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infrastructure to support methadone treatment in office-based settings pursuant to SAMHSA
oversight and regulations. To promote accountability, adoption of best practice, equity, and
improvement, there also must be greater transparency in and evaluation of the policies that
govern methadone across layered regulatory levels.

If we are to achieve progress in realizing methadone’s potential as treatment, it will take
dedication, cooperation, and perseverance among a diverse set of stakeholders. The payoff will
be a more accessible and equitable pathway to safety and quality of life for millions of
individuals.
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Table 1: Policy Reforms and Levels of Action to Bridge Methadone Treatment Gaps

Patient-Centered Reform in OUD Treatment Federal States &
SOTA

Non-OTP
Health
Systems

OTP
clinics

Regulatory and Oversight
Authorize integration of methadone into office-based medical settings ● ● ●
Authorize community pharmacy dispensing ● ● ●
Establish metrics for monitoring emerging best clinical practices ●
Structure OTP reimbursement to incentivize best practices ● ● ●
Align state and local regulations with federal reforms ● ●
Monitor OTPs adoption of reforms and updated practices ●
Require that OTPs adopt patient-centered flexibilities/follow updated
guidelines

●

Structural and Clinical
Remove counseling mandates to individualize psychosocial support ● ●
Adopt rules matching federal reforms, including dosing flexibilities &
extended “take-homes”

● ●

Offer increased training and mentorship to clinicians to encourage more
flexible prescribing/dispensing

● ●

Strengthen multimodal service delivery and psychosocial infrastructure
(telehealth and mobile clinics)

● ●

Partnerships between OTPs and their local health systems to provide
linkages and referrals

● ●

Utilize interprofessional team-based treatment models ●
Establish patient and/or community advisory boards with input on clinic
rules/policies

●

Reduce barriers to treatment access (e.g., expanding clinic hours,
accepting alternative forms of identification such as hospital paperwork,
providing resources for insurance enrollment or payment programs to
alleviate financial costs of treatment)

●

OUD = Opioid Use Disorder, SOTA = State Opioid Treatment Authority, OTP= Opioid Treatment Program


