
New Federal Regulations in Opioid Treatment Programs

What does this mean for 
Massachusetts?



Session Reminders
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Introduce yourself via the chat

What are you looking forward to this summer

Turn your camera on if you are able

Mute yourself when you are not speaking

Write your questions in the chat . . . 

Please fill out your evaluation at the end of the session

IT Trouble? Contact Gretchen via chat or email



MA OTP TTA Team
Today’s Presenters

Melissa Schoemmell Jo Morrissey Lili Njeim Nadia Syed



Agenda

1. Welcome and Introductions

2. Background Information

3. Overview of the Waiver from Certain Regulatory 

Requirements and Guidance

4. Evaluation Survey and Available Resources

5. Wrap Up and Upcoming Opportunities



Regulations At-a-Glance

Federal  
Regulations

42 CFR Part 8

DPH BSAS 
Regulations

105 CMR 164.000

Massachusetts Waiver from Certain 
Regulatory Requirements and Guidance

https://www.federalregister.gov/documents/2024/02/02/2024-01693/medications-for-the-treatment-of-opioid-use-disorder
https://www.mass.gov/regulations/105-CMR-16400-licensure-of-substance-use-disorder-treatment-programs
https://www.mass.gov/doc/waiver-from-certain-regulatory-requirements-and-guidance-42-cfr-part-8-and-105-cmr-164000-pdf
https://www.mass.gov/doc/waiver-from-certain-regulatory-requirements-and-guidance-42-cfr-part-8-and-105-cmr-164000-pdf


Today’s Objectives
By the end of today’s session, participants will be able to: 

1. Describe the MA Waiver from Certain Regulatory Requirements 
and Guidance

2. State how the waivers and guidance apply within the OTP setting

3. Provide suggestions and feedback regarding what topics in the 
new regulations may require training and technical assistance

https://www.mass.gov/doc/waiver-from-certain-regulatory-requirements-and-guidance-42-cfr-part-8-and-105-cmr-164000-pdf
https://www.mass.gov/doc/waiver-from-certain-regulatory-requirements-and-guidance-42-cfr-part-8-and-105-cmr-164000-pdf


Temperature check

How are we feeling?



Timeline: New Federal OTP Regulations

January 2024

Released

April 2, 2024

Went into 
effect

October 2, 2024

Full compliance 
expected by 



A New Day in Opioid Treatment Programs

Underlying values and principles of SAMHSA’s Revised Rule:

● Shared practitioner-patient decision-making
● Practitioners’ clinical judgment 
● Responsive, flexible OTP services
● Evidence-based practices
● Non-stigmatizing language



Low Barrier Care

Reduces requirements and restrictions 
that may limit access to care and increases 
access to treatment for people with SUD.

Meets individuals where they are and 
helps provide culturally sensitive care 
tailored to the challenges they face.



So what does this mean for your OTP? 
Let’s get into it!

01.
Guidelines for 
Licensed and/or 
Approved Providers

02.
Waivers from 
Certain Regulatory 
Requirements



New Regulations 
by Topic Area



Required Services 
Provide adequate:

medical, counseling, vocational, 
educational, and other screening, 
assessment, and treatment services

Meet patient needs with:

combination and frequency of 
services tailored to each patient based 
on an individualized assessment.



Definitions, Roles, and 
Responsibilities

Medical Directors
● Must be a physician
● Responsible for all medical and behavioral health services  
● Can now delegate specific responsibilities to mid-level practitioners

Practitioners
● Physicians, Physician Assistant, or Advanced Practice Registered Nurse 

acting within the scope of service pursuant to state and federal law
● Can initiate and make all MOUD dosing decisions and review laboratory 

results



Assessments and Examinations

1. A screening examination
● Ensures that the patient meets the criteria for admission
● Ensures no contraindications to treatment with MOUD

2.   A full history and examination
● Full in-person physical and behavioral health assessment 

within 14 days of admission



Assessments and Examinations 

What if the licensed practitioner is not an OTP practitioner?
The screening examination must be completed no more than seven days 
prior to OTP admission

What if the examination is performed outside of the OTP?
The written results and narrative of the examination, as well as available lab 
testing results, must be transmitted, consistent with applicable privacy 
laws, to the OTP, and verified by an OTP practitioner



Assessments and Examinations   

OTHER
ASSESSMENTS

Annual Medical Exam –
Completed by an OTP Practitioner

Periodic Behavioral Health 
Assessment Services

Minimum of 8 random drug 
screens per year*



Assessments and Examinations 

Requirements removed for admission: 

● Determining that the patient has a current physiological dependence on
opioid for at least a 12-month duration

● Adult patients with two or more unsuccessful episodes of supervised
withdrawal within a 12-month period

● Patients under 18 have two documented unsuccessful attempts at
short-term withdrawal or drug-free treatment within a 12-month period



Assessments and Examinations  

Care Planning

Treatment plans are 
referred to as care plans
within the Final Rule. 

Shared decision-making
is emphasized.



Medication, Dosing, and Supervised 
Withdrawal

● In addition to Physicians, Practitioners can now initiate and make 
dosing decisions in OTPs.

● Choice of medication and the initial dose of medication should be 
individually determined

● Total dose is at the discretion of the practitioner



Medically Supervised Withdrawal

● The Department waived the requirement that a waiting period of at 
least one week is required between withdrawal attempts.

● Practitioners are expected to determine the rate of decrease for each 
patient

● The Department waived the requirement for monthly drug screens if 
the withdrawal period extends beyond 30 days

● The Department waived the requirement prohibiting take-home 
medication for withdrawal management



Questions



Telehealth

● Audio/Visual telehealth platforms are allowable
for screening 
○ Acceptable to use audio-only devices for 

methadone  only if the patient is in the presence 
of a licensed practitioner registered to prescribe 
& dispense controlled medications

● If the patient is appropriate for MOUD via the 
screening, the physical exam needs to be 
performed in person 



Take-Home Medication 
NEW: Revised Criteria for dispensing MOUD to patients for unsupervised 
use - Risk/Benefit Analysis 

Any other 
criteria relevant 
to the patient's 
safety and the 
public's health.

Medication can 
be safely 

transported 
and stored.

No known recent 
diversion 
activity.

Absence of 
serious behavioral 

problems that 
endanger the 

patient, the public 
or others.

Attendance at 
supervised 
medication 

administration. 

Risk of overdose or 
ability to function 

safely. 



Take-Home Medication   

and time in treatment 



Take-Home Medication 
Eligibility assessments must be completed regularly, at minimum:

1. Upon admission 
2. Monthly following admission dependent on each patient’s schedule 

and need

Documentation must include: 

1. Why the patient is deemed ineligible (if need be)
2. Why the patient’s number of take-home doses has increased or 

decreased 
3. The individualized education, guidance, and support provided to 

the patient to be eligible for initial or increases in take-homes
4. Evidence that the patient was educated on the safekeeping of 

take-home medication



Take-Home Medication   

OTPs are expected to: 

● Create opportunities for touchpoints with 
patients 

● Support discussions on treatment progress 
● Educate patients on what is needed to 

advance in their care
● Revise take-home policies
● Educate the patient on safekeeping of 

take-home medication



Pregnant Women

● Prioritize admission 

● Pregnancy should be confirmed
● Evidence-based treatment protocols for pregnant patients, such 

as split dosing regimens, may be instituted 

● Prenatal and other sex-specific services, including reproductive 
health services for pregnant and postpartum patients, must be 
provided (directly or through a referral)



Consent to Treat Policies
Program policies must ensure:

○ Patients are informed of their consent options and relevant facts 
concerning the use of MOUD

○ Program staff clearly record when consent is given either verbally 
or electronically



Interim Treatment

Interim treatment: Interim treatment means that on a temporary basis, a patient 
may receive some services from an OTP, while awaiting access to more 
comprehensive treatment services. The duration of interim treatment is limited to 
180 days.

● Maximum time for interim treatment increased  from 120 days to 180
days and allows for profit OTPs to utilize interim maintenance



Questions 



Evaluation Survey
Your feedback will… 
● Inform future session topics and discussion

● Be used to develop new trainings and
technical assistance resources

● Refine our delivery of information to best suit
your needs



Register Today!
Roundtable discussion, Session 1

Wednesday, July 10, 2024, 2 - 3:30 pm

Roundtable discussion, Session 2

Monday, July 15, 2024, 2 - 3:30 pm

MASAM'S SUD Pearls for Practice

September 13th and 14th

https://jsi.zoom.us/meeting/register/tJItfuuqqz8pGdULYKwqdVXS2AG2R-KQohPv
https://jsi.zoom.us/meeting/register/tJIucOqrqzooG9akc6w9xcG4pJpwrcDG5MbC
https://www.masam.org/pfp-main-page.html


Resources
42 CFR Part 8 Regulations
● Table of Changes

● FAQs

DPH BSAS Regulations

Provider and Patient Letters

https://www.samhsa.gov/medications-substance-use-disorders/statutes-regulations-guidelines/42-cfr-part-8
https://www.samhsa.gov/medications-substance-use-disorders/statutes-regulations-guidelines/42-cfr-part-8/final-rule-table-changes
https://www.samhsa.gov/medications-substance-use-disorders/statutes-regulations-guidelines/42-cfr-part-8/faqs
https://drive.google.com/file/d/1DB9f5lDXuOfVDqBC9ve9Ppaw3V8w-L86/view?usp=sharing
https://www.mass.gov/info-details/information-for-licensed-substance-use-disorder-treatment-programs


Thank you! 

Questions? Ideas? 
Email us at otptta-ma@jsi.com

Subscribe to our listserv for updates!

mailto:otptta-ma@jsi.com
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