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Introduction

● Legal epidemiology is the 
deployment and scientific study of 
law as a factor in the cause, 
distribution, and prevention of 
disease and injury in a population

● A team of lawyers/policy analysts 
follow the policy surveillance 
process to collect and code the 
law

● Turning text of the law into 
numeric legal data





Does the state explicitly regulate buprenorphine prescribing for opioid use 
disorder?







42 CFR Part 8 Final Rule
Overview of Changes
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42 CFR Part 8 Final Rule
● Regulations that guide opioid treatment programs (OTPs)

○ Set federal baseline 
○ Preserves states’ authority to regulate OTPs

● 42 CFR Part 8 HHS revision via SAMHSA
○ Published February 2, 2024
○ Effective April 2, 2024
○ Compliance date October 2, 2024

● General changes
○ “promotes practitioner autonomy, removes stigmatizing or 

outdated language, supports a patient-centered approach, and 
reduces barriers to receiving care.” - SAMHSA
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Changes with State Law Implications

● Admissions: Eliminates 1-year opioid addiction history requirement 

● Take-Home Doses: Expansion of criteria for take-home doses of methadone

● Telehealth: Buprenorphine and methadone initiation doses 

● Scope of Practice Expansion: NPs & PAs ordering MOUD

● Accreditation & Compliance: Clarified responsibilities and extended 
corrective action timelines
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Take-Home Doses
● March 2020: SAMHSA exemptions permitting states to 

request blanket exceptions to allow more take-home 
doses of methadone during COVID-19
○ 43 States & DC

● OTPs allowed to dispense up to 28 days of take-home 
methadone to “stable” patients 
○ Up to 14 doses of take-home methadone to “less stable patients”

● Subsequent SAMHSA guidance (Nov. 2021 & April 2023) 
extended methadone take-home flexibility for 1 year past 
the end of the COVID-19 PHE (May 11, 2024)

● Final Rule makes this permanent 



https://www.samhsa.gov/medications-substance-use-disorders/statutes-regulations-guidelines/methadone-guidance
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Take-Home Doses
● Final rule makes COVID-19 flexibilities permanent 

○ Removes “stable”/”less stable” terminology

■ Take-home doses based on the number of days in treatment

● First 14 days: limited to 7 days of medication

● 15-30 days: limited to 14 days of medication

● After 31 days: up to 28 days of medications 
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State Laws Limiting Take-Home 
Medication

https://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state

• Rules limiting take-home 
medications in the first 30 and 
90 days of treatment as of 
June 1, 2021

• Reflects permanent rules in 
statutes or regulation 

• Does not include federal 
waivers related to COVID-19 , 
which likely expired in May 
2023

• Wyoming = no OTPs or 
regulations
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State Stability Requirements for 
Take-Home Medication

https://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state

• States with a definition of 
stability beyond the federal 
rule definition as of June 1, 
2021

• Additional state stability 
criteria examples include 
demonstration of employment 
or attending school
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Telehealth
● Allows screening patients for initiation of buprenorphine 

via audio-only or audio-visual telehealth technology with 
provider discretion
○ Also allows for screening patients for the initiation of methadone 

via audio-visual telehealth under certain conditions
■ Goes beyond COVID-19 flexibilities 

● Only applies to initial screening (in-person examination 
still required upon admission)

● Methadone must still be dispensed by OTP practitioners
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Scope of Practice
● Final rule includes any health care professionals licensed 

by the state to prescribe and dispense MOUD
○ Allows nurse practitioners and physician assistants to order 

MOUD for dispensing at the OTP if consistent with the state law

○ Need to know state scope of practice laws for NPs & PAs: 
■ Dispensing/Prescribing authority
■ Supervision requirements 
■ Collaboration agreements 

○ Similar barriers for other health care professionals licensed by the 
state to prescribe and dispense MOUD
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States Requiring Pharmacist 
Services

https://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state

• States requiring OTPs to 
hire a pharmacist or 
consultant pharmacist as of 
June 1, 2021

• Not required by federal law
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State Pharmacy License or 
Registration Requirements

https://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state

• States requiring pharmacy 
licensure or registration for 
new OTPs as of June 1, 
2021

• Not required by federal law
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Accreditation & Compliance

● Improving monitoring to uphold quality standards at OTPs
○ Reporting time frames
○ Follow-up on OTP implementation of corrective measures
○ Communication with SAMHSA

● Allows for continuity of operations if compliance issues 
arise
○ Extend time for OTPs to take corrective actions 
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State Restrictions on New OTPs

https://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state

• States with barriers to 
opening new OTPs as of 
June 1, 2021

• Certificate of need = legal 
document demonstrating 
need for new facility
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Other State Law Barriers Remain

● Zoning restrictions
● Business hours
● Medication unit authorization
● Government ID requirement
● Set counseling schedules
● X-Waiver language
● Increased frequency of drug 

screenings
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Resources

● PDAPS.org 
● Pew Overview of Opioid Treatment Program Regulations by State: 

https://www.pewtrusts.org/en/research-and-analysis/issue-
briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state

● Andraka-Christou B, Saloner B, Gordon AJ, Totaram R, Randall-Kosich O, 
Golan M, Stein BD. Laws for expanding access to medications for opioid use 
disorder: a legal analysis of 16 states & Washington D.C. Am J Drug Alcohol 
Abuse. 2022 Jul 4;48(4):492-503. doi: 10.1080/00952990.2022.2082301. 
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