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Abstract: Opioid agonist treatment, including
methadone, is the safest and most effective method
for treating opioid use disorders and reduces opi-
oid overdose deaths. While access to methadone is
highly regulated by federal law, a substantial por-
tion of states impose stricter barriers.

verdose deaths involving opioids, like her-
Ooin, many prescription pain medcations,

and fentanyl have risen sharply over the past
decades.! Overdose deaths involving opioids and all
drugs during the COVID-19 pandemic have acceler-
ated, with provisional estimates indicating 107,000
deaths occurring in both 2021 and 2022, the most
ever reported.? Federal and state policymakers must
act now to increase access to lifesaving interventions,
including opioid agonist treatment (OAT).

OAT is the safest and most effective method for
treating opioid use disorders.? OAT uses medications
to activate the opioid receptors, preventing with-
drawal and reduce cravings for opioids like heroin and
prescription pain medications. Two opioid agonists
are approved by the Food and Drug Administration
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for treating opioid use disorder (OUD) — methadone
and buprenorphine.

Over five decades of research has consistently dem-
onstrated that OAT reduces risk of death from all
causes, including overdose, by half, as well as reducing
use of opioids, injection drug use, risk of HIV and Hep-
atitis C transmission, and involvement in the criminal
legal system.* Given OAT'’s effectiveness and the need
to provide treatment to people with OUDs immedi-
ately upon request, OAT should be readily accessible.?

However, these medications are underutilized, with
research indicating only a small percentage of people
with OUDs receive OAT.® Many experts agree that
state-level intervention to increase access to OAT
would be highly effective in improving patient and
population health.” Unfortunately, laws that restrict
access, especially for methadone, persist at both fed-
eral and state levels.

Federal Laws Restricting OAT Access
OAT is strictly regulated by federal law. Methadone, a
schedule IT controlled substance, is only available for
purposes of treating OUD through Drug Enforcement
Administration (DEA)-registered and Substance
Abuse and Mental Health Services Administration
(SAMHSA)-approved opioid treatment programs
(OTPs).® Treatment at OTPs is highly regulated at
the federal level, requiring, among other things,
that patients demonstrate a minimum of one year of
addiction to opioids prior to admission, complete a
full medical examination within 14 days of admission,
submit to frequent urine toxicology tests, and with
limited exceptions, travel daily to receive medication.?
During the COVID-19 Public Health Emergency
(PHE), SAMHSA issued guidance encouraging states
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to request blanket exceptions to the take-home medi-
cation limits for methadone.’> SAMHSA indicated it
would approve exceptions to allow “stable” methadone
patients to receive up to 28 days of take-home medica-
tion and “less stable” patients to receive up to 14 days
of take-home medication. Forty-two states requested
the blanket exceptions for their OTPs.!

Research has indicated that the temporary flexibili-
ties have significantly increased take-home medica-
tion supply, patient engagement, and patient satisfac-
tion without attributable increases in opioid-involved
overdose deaths and minimal diversion.? Noting
these findings, SAMHSA announced that it will
extend the methadone take-home flexibilities for one
year beyond the eventual expiration of the PHE (May
10, 2024:).13 Further, SAMHSA has initiated rulemak-
ing to indefinitely change the take-home medication
limits to reflect those afforded during the PHE, as
well as eliminate the requirement to demonstrate a
minimum of one year of OUD prior to admission.™
Even if the proposed regulations become final, states
can still impose their own regulations on OTPs, and
individual OTPs can still impose their own rules.’
For example, methadone patients in Arizona reported
that their experience with accessing treatment during
the PHE was largely unchanged compared to before
the PHE, and that daily clinic visits continued to
interrupt their work and home lives.'

Until January 2023, patients could access buprenor-
phine, a schedule III controlled substance, through a
medical provider who had obtained a special waiver
to prescribe buprenorphine outside of an OTP or, like
methadone, through an OTP. However, the recently
enacted Mainstreaming Addiction Treatment (MAT)
Act eliminated these restrictions.”” Now, all doctors
who are otherwise authorized to prescribe controlled
substances will be able to prescribe buprenorphine for
opioid use disorder.’® However, there will most likely
be a delay between the effective date of this change
and changes to insurance and pharmacy policies to
allow coverage or dispensing of prescriptions from
non-waivered practitioners. Further, state restrictions
on buprenorphine may still apply.

Access to OAT differs by race and geography. Black
and Latinx people are significantly less likely to have
access to buprenorphine than white people,¥ which
compared to methadone through an OTP, can be pre-
scribed without requiring patients to submit to such
extreme surveillance and restrictions. Conversely,
OTPs tend to be concentrated in segregated Black and
Latinx communities, suggesting a two-tiered system
of access based on race where people of color only
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have access to the medication that is subject to much
stricter control.2°

Federal regulations generally requiring daily travel
to an OTP for most patients to receive methadone
prevent many in need from receiving treatment due
to time, cost, and interference with other obligations,
including work and childcare.?! This is particularly
problematic for those in rural areas where distances
to OTPs are farther and many patients may have to
cross state lines.?2 For example, as of January 2023,
there are no OTPs in Wyoming and only one in South
Dakota.?? In Georgia, there are no OTPs accessible
within a 15-minute drive time for seven of the nine
counties with the highest opioid overdose death
rates.?* Similarly, forty percent of U.S. counties, pri-
marily in rural areas, do not have a single provider
with approval to prescribe buprenorphine outside an
OTP, and two-thirds of counties have low or no pro-
vider capacity.2®

In June of 2021, the DEA finalized regulations
allowing established OTPs to add a mobile component
without the need to apply for a separate OTP regis-
tration.2¢ While this may potentially increase access to
methadone, especially in rural areas, the regulations
still require that an OTP be close enough to allow the
mobile component to return to the OTP each day. The
utility of the mobile component will also be limited
by the restrictions associated with OTPs generally,
including the need for most patients to present daily
for medication. Research has indicated that access
would be vastly improved if methadone was available
for dispensing through community pharmacies.2”

The concern giving rise to such strict regulation
of OAT, and particularly methadone, is to prevent
diversion of the medications for non-prescribed use.
However, evidence suggests that diversion is more
commonly associated with methadone prescribed for
pain rather than OUD treatment, and that diversion
of methadone prescribed for OUD treatment is associ-
ated with lack of access to the medication.?® In other
words, diversion commonly involves people giving
their methadone to someone who is struggling with
OUD and unable to access it through an authorized
source.? People who use diverted methadone often
do so because they missed their own medication pick-
up. Regulations that impose barriers may therefore
increase risk of diversion by reducing avenues for
authorized access.

AAlthough long-acting injectable naltrexone (i.e.,
Vivitrol) is often discussed with OAT, it is not an opioid
agonist. It is an opioid antagonist, meaning it blocks
opioids from producing their effects. Although longact-
ing injectable naltrexone is not a controlled substance
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or subject to additional regulation, it does not have the
same robust evidence of effectiveness as OAT.3°

State Laws Restricting Methadone Access

Even though federal regulations are already very strict,
many states impose additional barriers to access.
There has been increased attention on how to reform
federal methadone regulations in recent years,?' and
new rules are currently under consideration.?2 How-
ever, even if changes were to occur at the federal level,
most state requirements would remain the same. Fur-
ther, restrictions vary by state, potentially attributing
to unequal access dependent on geography. Research

toxicology tests). Thirteen jurisdictions went beyond
the federal standard in four or more of the analyzed
restrictions. Conversely, thirteen jurisdictions did not
impose any restrictions beyond those set at the federal
level. Two states, Alaska?s and Idaho,?¢ explicitly tied
their OTP standards to federal regulations. The sup-
plementary spreadsheet details the specifics of each
state restrictions and provides a citation to the statute
or regulation.

Timeline to Complete a Medical Examination
Federal law requires a physical evaluation at the time
of admission to the program and a full medical exami-

Even though federal regulations are already very strict, many states impose
additional barriers to access. There has been increased attention on how
to reform federal methadone regulations in recent years, and new rules are
currently under consideration. However, even if changes were to occur
at the federal level, most state requirements would remain the same.

has documented that there is widespread variability
in state regulation of OTPs and that a majority of the
most common OTP regulations were inconsistent
with best practices.?® Further, states with more OTP
regulations had poorer opioid-related outcomes,
including increased fatalities and emergency depart-
ment visits.>*

Our research adds to the existing body by provid-
ing updated information (some states have amended
their laws) and individual citations to state regula-
tions of OTPs. Using Westlaw and LexisNexis, we
analyzed statutes and regulations from each state, the
District of Columbia, and Puerto Rico to determine if
the jurisdictions go beyond the federal standard for
methadone access in seven key areas: timeline to com-
plete a medical examination, minimum counseling
requirements, required number of random toxicology
tests, take-home medication limits, lockbox required
for take-home medications, strict OTP approval pro-
cesses or outright bans, and OTP location limits. We
also note particularly stringent regulatory barriers
that do not fall into any of these categories.

Table 1 shows each state’s restrictions and total
number of restrictions by the categories described
above. More than one quarter of jurisdictions imposed
a stricter barrier than federal law requires in each
category, and nearly half of jurisdictions imposed a
stricter barrier in two categories (minimum counsel-
ing requirements and required number of random
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nation of each OTP patient within fourteen days fol-
lowing admission.?” Medical examinations broadly
require “the results of serology and other tests,’s8
opening the door for testing that patients may view
as invasive and acting as an additional barrier to ini-
tiation. Fifteen states and Puerto Rico impose stricter
regulations, requiring in-person medical examina-
tions in less than fourteen days. Further, half of those
states require this examination take place at or before
the time of admission into the program.

Minimum Counseling Requirements
Federal regulations require OTPs to provide adequate
substance use disorder counseling as clinically neces-
sary but do not impose minimum requirements on
counseling frequency or intensity.? However, nearly
half the states (23) impose minimum counseling
requirements. For example, Arkansas requires four
hours of counseling per week in a patient’s first ninety
days of treatment, two hours per week in a patient’s
second ninety days of treatment (in addition to two
self-help groups), and one hour per month thereafter.*
The federal standard already prevents many people
from receiving treatment by requiring daily travel to
receive methadone.* Imposing minimum counseling
requirements not only obliges patients into attending
potentially unwanted or clinically unindicated coun-
seling, but also further restricts access for those who
do not have the time, financial means, or childcare

405

The Journal of Law, Medicine & Ethics, 51 (2023): 403-412. © 2023 The Author(s)

https://doi.org/10.1017/jme.2023.73 Published online by Cambridge University Press


https://doi.org/10.1017/jme.2023.73

INDEPENDENT

¥ Sap Sap sap Sap +©ON SoA oN iddississijy
| OoN S9A oN OoN ON 78 oN BJOSDUUI|A
v oN oN sap SaA SaA oN sap ueiydipy
€ oN oN SoA sap sap oN oN SUENITRENNCIN
4 OoN oN SOA OoN S\ OoN OoN puejAaely
S SaA Sap oN SaA SaA SoA oN aurely
¥ S\ S9A OoN S9A <ON 78 OoN BUBISINOT
€ oN oN oN SaA SaA SoA SaA Apmuay|
€ OoN oN oN OoN SaA 78 S9A Sesuey)
| oN oN oN oN oN oN sap EMO|
S SaA Sap oN sap oN SoA sap BUBIPUY|
0 °N °N °N °N °N °N °N stoul||
0 °N °N °N °N °N °N ON Oyep|
| °N °N °N EON °N °N ON llemeH
€ saA Sap sap oN sap +ON oN e13u0905)
¥ oN Sap sap oN SaA Sap Sap eplio|4
0 SIA SIA °N °N °N *ON °N oda
0 OoN oN oN +ON +ON ON ON aJemepq
| OoN oN oN OoN ON oN S9A 1N21129UU0D)
v oN oN sap oN SaA SoA oN opeJojoD)
€ oN Sap oN oN sap Sap Sap eluloyijed
€ OoN OoN OoN +ON S\ S\ SOA sesuBJy
0 OoN oN oN oN oN oN oN BUOZIIY
0 °N ON °N °N °N °N °N Bisey
9 SaA Sap sap SaA SaA SoA oN BWEqR|Y
(£ 30 3In0) 3je3S | UOEI0] d10O sd10O uo suonedIpap pJepue)lg Jeapdsdl | sjuswauinbay uolIssiwpy jo uondipsunf
Aq sjeo] ,sax.,, uo syiwr | sueg Iysno SWOoH-»eL |eaapa4 | paJinbay sysa) Buipesunoy | sheq p| ulyum /33e38

/ssa204d Joj paiainbay | puoag sy A8ojodix0] wnwiuip paJinbay

[eaoaddyy 301135 xog 3207 uonedIpa g ueyj aJopy wexs ‘pap

Apwaayxy SWOoH-eL uos.3d uj

9je)s |Yoed wody sd 10 Jo suonensaJ pue sajnje)s Jo sisAjeuy

| =19eL

JOURNAL OF LAW, MEDICINE & ETHICS

The Journal of Law, Medicine & Ethics, 51 (2023): 403-412. © 2023 The Author(s)

406

https://doi.org/10.1017/jme.2023.73 Published online by Cambridge University Press


https://doi.org/10.1017/jme.2023.73

Russoniello et al.

jusawaJinbay

%LT %LE %LT %1€ V44 %by %1€ | 49321138 YIIM 9

uoIdIISAY

vl 6l 4 91 €T €T 91 | Aqspe3on s9p,,

0 oN oN oN oN oN oN oN SuiwoApn
€ oN oN sap sap sap 4ON sap UISUODSIAA
9 sap Sap sap sap sap sap oN RIUISIIA ISIAA
4 sap sap oN oN oN oN oN uolIBUIYSEAA
4 sap sap oN oN oN sop oN BIUIBNA
0 oN oN oN oN oN oN oN JUOWLIDA
4 oN oN oN oN sap sap oN yean
€ oN sap sap oN sap oN sap Sexa|
¥ oN Sap sap oN sap sap sap 99s59UUd|
0 ON ON °N °N ON °N °N BI0EQ Yynos
0 oN oN oN oN 4ON oN sap BUI|OJBD) YINOS
| O°N ON °N °N O°N BN °N puejs| spoyy
| oN oN oN oN oN 4ON sap 021y 0143ng
4 oN oN oN sap sap sap oN BlUBA|ASUUDY
| Sap oN oN oN oN oN oN uo3alQ
¥ oN Sap sap sap sap sap oN BWOYEP|O
3 BN °N °N °N BN BN °N o4O
| oN sap oN oN oN oN oN BI0e YlIOoN
3 oN oN oN sap sap 4ON ON | ®EuloJe) yrioN
| oN oN oN oN oN oN oN 30\ MIN|
0 oN Sap oN oN 4ON oN oN 0DIX3| MIN
¥ sap oN oN sap sap sop sap KosJa[ maN
3 oN oN oN sap sap sap ON | adiysdweH maN
0 oN oN oN oN oN oN oN epPEASN|
| oN oN oN oN oN oN sap 12 NALEN
0 oN oN oN oN oN oN oN BUBIUO
S sap sap sap oN oN sop oN 1INOSSI |y

407

INTERNATIONAL COLLABORATIONS: THE FUTURE OF HEALTH CARE ® SUMMER 2023

The Journal of Law, Medicine & Ethics, 51 (2023): 403-412. © 2023 The Author(s)

https://doi.org/10.1017/jme.2023.73 Published online by Cambridge University Press


https://doi.org/10.1017/jme.2023.73

INDEPENDENT

necessary to attend hours of counseling.*? Research
also indicates that counseling is not necessary for
many people and immediate access to medications
should be the primary goal.*3
Required Number of Random Toxicology Tests
Federal law provides that OTPs must test for “drugs
of abuse,” including at least eight random drug tests
per year.** Twenty-three states require more than eight
of these tests in a patient’s first year of treatment. For
instance, Kentucky requires weekly testing for the
first ninety days of treatment,* and Massachusetts
requires a minimum of 15 tests, nearly double the fed-
eral standard.*6

Many patients view random toxicology testing as
invasive and degrading, which may damage thera-
peutic relationships.*” Submitting to toxicology tests
also consumes time, potentially putting more stress on
patients.*8

Take-Home Medication Limits
Federal law imposes limitations on unsupervised or
“take-home” use of OAT medications by limiting the
maximum take-home doses based on length of time
in treatment (See Table 2).#9 Patients have indicated
that these limitations negatively impact their abil-
ity to satisfy daily responsibilities, are degrading and
dehumanizing, and are a reason for discontinuing
treatment.5° As described above, SAMHSA authorized
states to request blanket exceptions to the limitations
to allow 28 days of take-home medications to “stable”
patients and 14 days of take-home medications to “less
stable” patients during the PHE and one year beyond
its eventual expiration,’! and is further considering
mechanisms to make it permanent.52

While 42 states have received approval for blanket
exceptions under this flexibility, sixteen states’ per-
manent regulations more strictly regulate permissible
take-home doses. For example, while the federal stan-
dard allows one take-home dose each week during a
patient’s first ninety days of treatment, Mississippi
state law prevents any take-home doses during the first
ninety days and further requires mandatory urine tests
to receive take-home privileges thereafter.5? Further,
four states (Kentucky,”* Maine,”> New Hampshire,5¢
and Pennsylvania’”) limit the maximum take-home
dose to six per week, meaning that long-term patients
would still need to visit the OTP on a weekly basis.

Even in states like Arkansas and Delaware where
there are technically no limits on take-home medi-
cation (other than those set by federal regulations),
programs may randomly require patients to travel to
the treatment center and show their remaining take
home doses.? There is little evidence that these limita-
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Table 2
Federal Standard for OAT Take-Home Doses
(as of January 2023)

Take-home Doses Allowed

Time in Treatment under Federal Law

First 90 days | per week
Second 90 days 2 per week
Third 90 days 3 per week
Remaining months of the 6 per week
first year

I-2 years 2-week supply

2 years or more I-month supply

Source: 42 C.F.R. § 8.12(1)(3)

tions are necessary for patients or public safety.? This
is especially so in light of the relaxed federal standard
during the COVID-19 pandemic, which early research
indicates may enhance care without negative soci-
etal impacts and suggests continuation of this policy
beyond the pandemic would be beneficial.?® Even if
the federal government were to finalize the proposed
regulations to expand take-home medication access,
nearly all states’ restrictions would be more stringent
than the federal standard unless revised, especially
upon the eventual expiration of the PHE.

Required Lockbox for Take-Home Medications
Federal law requires patients to assure that take-
home medications can be safely stored within their
home.* OTPs must also ensure take-home medica-
tions be stored in child-proof containers.®? Fourteen
states impose a stricter requirement, mandating that
take-home medication be stored in a lockbox or safe,
including during transport. This requirement presup-
poses patients have the means to obtain locked safes,
further limiting those who may acquire take-home
privileges and avoid the hassle of daily trips for treat-
ment. Requiring lockboxes is also stigmatizing as
it serves more to advertise that a patient is carrying
medication than to promote safety.

Strict OTP Approval Processes and Outright Bans

Federal law requires OTPs to receive approval from
SAMHSA and register with the DEA.%* However, 19
states go further to impose extremely strict approval
processes for implementing new OTPs. West Virginia
presents the most extreme example: the state cur-
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rently has a statewide moratorium on the licensure of
new OTPs.6

In other states, the strict approval processes lessen
the chances that OTPs will be built in areas of need.
Louisiana does not accept applications to build an OTP
unless the Department of Health issues a statewide
announcement specifying that any one area requires
OTP services.® Indiana also imposes an extremely
strict approval process. The Indiana Department of
Family and Social Services cannot grant approval for
a new OTP unless it is operated by a hospital, mental
health institution, or community mental health cen-
ter.67 Additionally, OTP applicants must show strong
community support through letters from interested
community members.58

Community support is also required in other states
like Maine, where public notice and a public forum
must be conducted and documented,®® and Missouri,
where community acceptance must be solicited within
a one-mile radius of any proposed site and letters of
support from local authorities must be acquired.” The
federal approval process for establishing new OTPs
already presents challenges to providing necessary
access. State laws imposing additional requirements
lessens the chances that OTPs will be built in areas of
need.

OTP Location Limits

Federal law does not restrict OTP locations, but 14
states do. For example, Alabama” and Missouri”
prevent new OTP sites from being built within fifty
miles of an existing treatment site, and Indiana pro-
hibits new OTPs within 20 miles of an existing OTP.7
Georgia limits the number of OTPs in each region to
four.”™ Mississippi will not approve an OTP if its loca-
tion is in an area where needs are met by existing
services, as determined by the Department of Mental
Health.” Louisiana,” New Jersey,”” Ohio,”® Oregon,™
and Virginia® all either prohibit OTPs within certain
proximities of schools and other facilities or require
additional process for approval. Imposing geographic
limits likely lowers daily attendance by increasing the
distance patients must travel.s!

Other Restrictions

In addition to the restrictions highlighted above,
some states and jurisdictions impose other access bar-
riers. These are noted in the attached spreadsheet.
For example, there are no federal limits on how many
patients an OTP may treat, yet Washington imposes a
patient cap of 350 patients.s> Maine similarly restricts
OTPs to 500 patients.s?

INTERNATIONAL COLLABORATIONS: THE FUTURE OF HEALTH CARE ® SUMMER 2023

Limatations and Other Considerations

Our review was limited to state statutes and regula-
tions. Thus, we did not review county or local regu-
lations, professional practice board requirements, or
individual clinic policies. All of these may affect provi-
sion of methadone in a certain jurisdiction. Further,
the actual practice of providing methadone may differ
than what is enshrined in regulations.

We also limited our review to policies affecting
methadone access through OTPs. We did not include
states regulations specifically regulating access to
buprenorphine. This is an important area for future
research, especially with the relaxation of require-
ments to prescribe buprenorphine for OUD at the fed-
eral level. States may need to reform restrictions on
buprenorphine access to take full of advantage of the
recent federal changes. Even though our analysis was
specific to methadone, restrictions on OTPs may also
impact access to buprenorphine, especially in places
where there are not enough providers willing or able
to prescribe buprenorphine outside of an OTP.

Similarly, we did not review regulations that applied
to the approval or operation of substance use disorder
treatment facilities and programs in general. Some
states may impose more stringent requirements than
others, which may have impacts on access to metha-
done because OTPs may be subject to these require-
ments as well.

Our review did not analyze issues relating to insur-
ance and payment for methadone. Other research
has highlighted differences in Medicaid coverage and
prior authorization policies and raised concerns of
how these requirements may pose as barriers to treat-
ment and exacerbate geographical discrepancies.s*

Finally, the role of stigma should not be overlooked.
Research has documented that stigma is widespread
and adversely impacts methadone patients’ quality
of life and treatment.’s While many state restrictions
may have grown out of stigma, stigma also exists out-
side of policy and will remain even if policy is changed.
Further efforts are needed to destigmatize methadone
treatment.

Conclusion

Federal regulations governing OAT access, particularly
for methadone, are already extremely strict. We find
that many states go beyond this floor to impose more
barriers to access. States should repeal or amend any
statutes and regulations that impose more stringent
burdens on OAT access than required by federal law.
States should tie their OTP standards to federal law,
similar to what Alaska®® and Idaho?” have done. States
should further require consistent review to ensure
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compliance with changes to federal law. When the fed-
eral standard is changed to better facilitate access to
these life-saving medications, hopefully sooner rather
than later, states that have tied their standards to fed-
eral law will be able to quickly follow suit.

Note
Additional data is available for download at drugpolicy.org/JLME-
supplement. The authors have no conflicts to disclose.
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