
Methadone Take-Home
Flexibility Guidance for Opioid
Treatment Programs
This take-home medication exemption only applies to OTPs whose
states concur with the exercise of this take-home medication
exemption and its conditions within their states. The duration of this
take-home medication exemption shall be for the period of one year
from the end of the COVID-19 Public Health Emergency, or until such
time that final rules revising 42 C.F.R. part 8 are published by the U.S.
Department of Health and Human Services, whichever occurs sooner.
To be clear, this take-home medication exemption will replace and
supersede the take-home medication exemption provided in the
guidance published in November 2021. All other requirements of 42
C.F.R. § 8.12(i) that are not in direct conflict with the exercise of this
take-home medication exemption will remain in force. SAMHSA will
publish a list of States that have concurred with this take-home
medication exemption on Statutes, Regulations, and Guidelines.

Submit an Opioid Treatment Take-Home Medication Exception
Request.

https://www.samhsa.gov/substance-use/treatment/statutes-regulations-guidelines
https://www.samhsa.gov/substance-use/treatment/opioid-treatment-program/exception-request
https://www.samhsa.gov/substance-use/treatment/opioid-treatment-program/exception-request


Flexible Regarding MOUD
(Count)

States, DC, Puerto Rico and Virgin
Islands

Concurs with flexibility regarding
take-home MOUD only [8]

DC, DE, FL, IL, ME, NH, OK, WA

Concurs with flexibility regarding
telehealth for OTP inductions
only (buprenorphine only) [1]

AZ

Concurs with both flexibilities
[35]

AK, AL, AR, CA, CO, CT, GA, IA, ID, KS,
KY, LA, MA, MD, MN, MO, MS, NC, ND,
NE, NJ, NM, NV, NY, OH, OR, PA, SC,
SD, TN, TX, UT, VA, VT, WV

Does not concur with either
flexibility [7]

HI, IN, MI, MT, PR, VI, WI

No response [1] RI
No OTPs [1] WY
On March 16, 2020, SAMHSA issued an exemption to Opioid Treatment
Programs (OTPs) whereby a state could request “a blanket exception
for all stable patients in an OTP to receive up to 28 days of Take-Home
doses of the patient’s medication for opioid use disorder. States could
also request an exemption for an OTP to “request up to 14 days of
Take-Home medication for those patients who are less stable but
whom the OTP believes can safely handle this level of Take-Home
medication.” In the three years since this exemption was granted,



states, OTPs, and other stakeholders report that it has resulted in
increased treatment engagement, improved patient satisfaction with
care, with relatively few incidents of misuse or medication diversion.
SAMHSA has concluded that there is sufficient evidence  that this
exemption has enhanced and encouraged use of OTP services at a
time of significant fentanyl-related overdose mortality.

SAMHSA published a Methadone Take-Home Flexibilities Extension
Guidance in November 2021. SAMHSA is updating this November 2021
Guidance in full by revising the standards applicable to OTP provision
of methadone for unsupervised use. This newly revised April 2023
Guidance (hereinafter “the Guidance”) will be effective upon the
expiration of the COVID-19 Public Health Emergency, and will remain
in effect for the period of one year from the end of the COVID-19 Public
Health Emergency, or until such time that the U.S. Department of
Health and Human Services publishes final rules revising 42 C.F.R part
8, whichever occurs sooner. A notice of proposed rulemaking has been
published that proposes revisions to 42 C.F.R. part 8 entitled
‘Medications for the Treatment of Opioid Use Disorder’ (87 FR 77330),
which SAMHSA is working to finalize.

Subject to the conditions identified below, this Guidance will offer an
exemption from the unsupervised take-home medication
requirements of 42 C.F.R. § 8.12(i). Specifically, OTPs taking advantage
of this exemption, may provide unsupervised take-home doses of
methadone in accordance with the following time in treatment
standards:

In treatment 0-14 days, up to 7 unsupervised take-home doses of
methadone may be provided to the patient

Treatment days 15-30, up to 14 unsupervised take-home doses of
methadone may be provided to the patient

From 31 days in treatment, up to 28 unsupervised take-home
doses of methadone may be provided to the patient

In all instances, it is within the clinical judgement of the OTP
practitioner to determine the actual number of take-home doses
within these ranges. OTP decisions regarding dispensing methadone
for unsupervised use under this exemption shall be determined by an
appropriately licensed OTP medical practitioner or the medical
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director. In determining which patients may receive unsupervised
doses, the medical director or program medical practitioner shall
consider, among other pertinent factors that indicate whether the
therapeutic benefits of unsupervised doses outweigh the risks, the
following criteria:

(a) Absence of active substance use disorders, other physical or
behavioral health conditions that increase the risk of patient harm as
it relates to the potential for overdose, or the ability to function safely;

(b) Regularity of attendance for supervised medication
administration;

(c) Absence of serious behavioral problems that endanger the patient,
the public or others;

(d) Absence of known recent diversion activity; and

(e) Whether take home medication can be safely transported and
stored; and

(f) Any other criteria that the medical director or medical practitioner
considers relevant to the patient's safety and the public's health.

Such determinations and the basis for such determinations consistent
with the criteria outlined in a – f, above, shall be documented in the
patient's medical record. If it is determined that a patient is safely able
to manage unsupervised doses of MOUD in accordance with the time
in treatment standards outlined above, the following dispensing
restrictions apply:

During the first 14 days of treatment, the take home supply is
limited to 7 days. It remains within the OTP practitioner's
discretion to determine the number of take home doses up to 7
days, but decisions must be based on the criteria a-f listed above.
The rationale underlying the decision to provide unsupervised
doses of methadone must be documented in the patient's clinical
record.

From 15 days of treatment, the take home supply is limited to 14
days. It remains within the OTP practitioner's discretion to
determine the number of take home doses up to 14 days, but
decisions must be based on the criteria a-f listed above. The



rationale underlying the decision to provide unsupervised doses of
methadone must be documented in the patient's clinical record.

From 31 days of treatment, the take home supply provided to a
patient is not to exceed 28 days. It remains within the OTP
practitioner's discretion to determine the number of take home
doses up to 28 days, but decisions must be based on the criteria a-f
listed above. The rationale underlying the decision to provide
unsupervised doses of methadone must be documented in the
patient's clinical record.

This exemption only applies to OTPs whose states concur with the
exercise of this exemption and its conditions within their states. The
duration of this exemption shall be for the period of one year from the
end of the COVID-19 Public Health Emergency, or until such time that
final rules revising 42 C.F.R. part 8 are published by the U.S.
Department of Health and Human Services, whichever occurs sooner.
To be clear, this exemption will replace and supersede the exemption
provided in the guidance published in November 2021. All other
requirements of 42 C.F.R. § 8.12(i) that are not in direct conflict with
the exercise of this exemption will remain in force. SAMHSA will
publish a list of States that have concurred with this exemption on
Statutes, Regulations, and Guidelines.

SAMHSA reiterates that although the exemption allows for up to 28
take home doses, the exercise of this exemption remains subject to
the clinical judgement of the provider that the patient can manage
take home medication without incident. The exemption is meant to
support recovery and eliminate a barrier to care. Therefore, it is
expected that OTP providers use clinical judgment in determining the
number of unsupervised doses an individual can safely manage,
keeping in mind that the input of the multi-disciplinary OTP clinical
team can help provide important information about the patient, their
progress in treatment, and ability to safely handle take home
medication. The risks of a patient losing access to medication
continuity should also be considered, as well as the medical
provider’s own assessment of the patient to make the final decision to
approve or resume a patient’s use of take-home medication. Such
decision-making and discussions must be documented in the
individual’s medical record consistent with 42 C.F.R. § 8.12(i)(3).

https://www.samhsa.gov/substance-use/treatment/statutes-regulations-guidelines


Frequently Asked Questions:
Expand All | Collapse All

Will states that are currently operating under the
exemption announced on March 16, 20201 (and
furthered in November 2021), be required to take
additional action in order to utilize this exemption when
the COVID-19 public health emergency officially ends?

What is the procedure for State Opioid Treatment
Authorities to register their concurrence with this
exemption?

How soon after beginning treatment can an individual
be considered for take-home doses of unsupervised
medication under this exemption?

What additional safeguards are in place to prevent
diversion or other misuse of medication?

What is meant by an ‘absence of active substance use
disorders that increase the risk of patient harm as it
relates to the potential for overdose, or the ability to
function safely?
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