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Ambitious Agenda

• Audience: moderate+ understanding of SUD continuum
• Federal policy (demand reduction focus)

• Prevention
• Treatment
• Harm reduction
• Recovery

• Federal appropriations 
• Notable studies
• Clarifications, Q&A, and discussion



Policy Highlights

• Marijuana and cannabinoids
• X-waiver elimination
• Opioid treatment program rules
• Telehealth prescribing
• OTC naloxone 



Public Health Emergencies 

Drug Poisoning: Oct. 26, 2017 COVID-19: Jan. 31, 2020



Change Is Law 
• Third wave of drug poisoning crisis
• Complicated by illicit market and polysubstance use
• March 2020 OUD treatment flexibilities:

• Unsupervised doses of methadone
• Telehealth initiation of buprenorphine

• “First substantial change to OTP treatment and 
medication delivery standards in over 20 years”

• Federal legislation 
• Public health emergency flexibilities end May 11
• Federal regulation 

“Change is the law of 
life. And those who look 
only to the past or the 
present are certain to 
miss the future." 

--Pres. John F. Kennedy
Address in Frankfurt, Germany

June 25, 1963



https://www.nih.gov/news-events/news-releases/words-matter-language-can-reduce-mental-health-addiction-stigma-nih-leaders-say

https://www.nih.gov/news-events/news-releases/words-matter-language-can-reduce-mental-health-addiction-stigma-nih-leaders-say


PREVENTION





Medical Marijuana and CBD 
Research Expansion Act
• FDA has approved four cannabinoid prescription medications: 3 synthetic 

delta-9-THC and 1 natural CBD
• FDA has not deemed other CBD products safe as drugs, supplements, or 

food additives
• Research Expansion Act signed Dec. 2, 2022
• Permits registrants to manufacture, distribute, dispense, or possess product 

for medical research
• Requires HHS to report on: 

• The therapeutic potential of marijuana
• Its impact on adolescent brains and the ability to operate motor vehicles

• Directs DEA to:
• Register practitioners to conduct research and manufacturers to supply product for research
• Assess whether there is an adequate supply of marijuana for research



Cannabinoids

• FDA declined to regulate CBD under current law 
• Status quo: FDA has not deemed CBD supplements, food additives safe
• Asked Congress for new law (Jan. 2023)

• Delta-8 THC
• 9th Circuit: hemp derivative is legal under federal CSA (May 2022)
• DEA: hemp extract is legal under federal CSA (Sep. 2021)

• DEA: Delta-8 THC-O and delta-9 THC-O (synthetic 
hemp derivatives) are Schedule I (Feb. 2023) 



FDA Guidance

• FDA published final guidance on the development of 
drugs containing cannabis and cannabis-derived 
compounds (Jan. 2023)

• FDA published draft guidance, Development of Non-
Opioid Analgesics for Acute Pain, to assist industry in 
developing non-opioid treatments (Feb. 2022)



988 and Crisis Response (1/2)

• 988 National Suicide Prevention and Mental Health 
Crisis Hotline – live on July 16, 2022 - #988Lifeline

• SAMHSA 988 & Behavioral Health Crisis Coordinating 
Office

• Established in section 1101 of the Consolidated Appropriations Act of 2023 
(Dec. 29, 2022)

• To recommend ways to expand access to local crisis call centers, mobile 
crisis care, psychiatric emergency services, and rapid follow-up care 

• The Act authorized appropriations of $5,000,000 per year for fiscal years 
2023 through 2027



988 and Crisis Response (2/2)

• Mental health mobile crisis response pilot program
• Section 1122(a) of the Consolidated Appropriations Act of 2023 established a 

pilot program 
• Will award grants to states, municipalities, and tribes to establish or enhance 

crisis response teams 
• Divert MH and SUD crises from law enforcement 
• Provide immediate stabilization and referrals to MH and SUD services 
• Triage to a higher level of care if medically necessary 

• Teams may include licensed counselors, clinical social workers, physicians, 
paramedics, peer support specialists, and others 

• The Act authorized appropriations of $10,000,000 per year for fiscal years 
2023 through 2027



https://impactcarolina.org/wp-content/uploads/FINAL-Community-Paramedicine-Fact-Sheet.pdf
https://impactcarolina.org/wp-content/uploads/FINAL-Community-Paramedicine-Overview.pdf


Community Coalitions
• ONDCP announced ≈ $81 million for 645 community coalitions 

as part of the Drug-Free Communities (DFC) Continuation 
Grants (July 2022)

• The DFC program was created by the Drug-Free Communities Act of 1997
• Provides grants to coalitions to create and sustain reductions in youth 

substance use
• In 2021, 745 DFC-funded community coalitions across all states served 

communities with ≈ 57 million people (18% of the U.S. population)



Arkansas Medicaid 1115 Waiver
• Arkansas Medicaid 1115 demonstration waiver approved by CMS (Nov. 

2022)
• Will test innovations to provide health services and address health-

related social needs 
• Nutritional services
• Outreach
• Case management 

• Will provide medically-necessary services to targeted populations 
• Health services for individuals with SMI or SUDs in rural areas
• Maternal support up to two years postpartum 
• Actively engaging young adults at risk for poor health

• Prior incarceration or involvement with juvenile justice system
• Involvement with the foster care system
• Young veterans who are at high-risk of homelessness



Studies Supported by NIH & NIDA

• Updated figures:
• Approximately $54 million 
• To support over 100 

prevention and harm 
reduction studies

• Between Jan. 2021 and 
Mar. 2023



Drug Scheduling

• Section 601 of the Consolidated Appropriations Act of 
2023 extended DEA’s temporary scheduling of 
“fentanyl-related substances” under Schedule I until 
December 31, 2024 

• States have also placed fentanyl derivates in Schedule 
I of their own CSAs, such as NC’s GS § 90-89





TREATMENT



X-Waiver Eliminated

• Section 1262 of the Consolidated Appropriations Act of 
2023 removed the CSA requirement that practitioners 
apply for an X-waiver to prescribe buprenorphine for 
OUD 

• Current (regular) DEA registration is adequate

• Prescriber training required for DEA registration
• At least 8 hours of training on recognizing and managing patients with 

SUDs
• One-time requirement 



Opioid Treatment Program Rules

• 42 CFR Part 8 changes proposed (Dec. 16, 2022)
• Would allow medication units to provide the full range of OTP services

• Facilitates OTP services at med units within pharmacies, hospitals, homeless 
shelters, jails, prisons, public health departments, and FQHCs

• Would make permanent the COVID-19 PHE methadone take-home dose 
flexibilities (such as up to 7 days’ worth during the 1st 14 days)

• Would allow audio-visual telehealth for the evaluation and initiation of 
methadone (ordering and dispensing only)

• CSA amended: not required to have a separate 
registration for mobile medication units



42 CFR Part 2 Privacy Proposed 
Rule
• On December 2, 2022, HHS published a proposed rule 

that would amend the federal rules on confidentiality 
of SUD patient records set forth in 42 C.F.R. Part 2 

• If finalized, Part 2 will more closely align with the 
HIPAA rules 

• Many of the changes were required by the CARES Act, 
passed in 2020 



Telemedicine Prescribing: 
Buprenorphine for OUD 
• On March 1, 2023, the DEA published a proposed rule for 

induction of buprenorphine for OUD via telemedicine
• Proposed changes: 

• Allows DEA-registered practitioners to prescribe via telemedicine, including audio-
only, to a new patient without first conducting an in-person evaluation

• Limits the prescription to a 30-day supply until an in-person medical evaluation can be 
conducted

• In the physical presence of the prescribing practitioner
• By audio-visual telemedicine appointment In the physical presence of another DEA-registered 

practitioner 
• By DEA registered practitioner who conducted an in-person evaluation and provided a 

telemedicine referral

• [PHE patients would have 180 days to get an in-person 
evaluation]



Telemedicine Prescribing: 
Controlled Medications
• On March 1, 2023, the DEA published a proposed rule for telemedicine 

prescribing of controlled medications
• Proposed changes: 

• Allows DEA-registered practitioners to prescribe non-opioid Schedule III-V medications via 
telemedicine to a new patient without first conducting an in-person evaluation

• Limits the prescription to a 30-day supply until an in-person medical evaluation can be 
conducted

• In the physical presence of the prescribing practitioner
• By audio-visual telemedicine appointment In the physical presence of another DEA-registered 

practitioner 
• By DEA registered practitioner who conducted an in-person evaluation and provided a telemedicine 

referral
• Allows DEA-registered practitioners to prescribe Schedule II-V medications, including 

opioids, via telemedicine to a new patient upon receipt of a qualifying telemedicine referral 
from a referring practitioner who has conducted a medical evaluation

• PHE patients would have 180 days to get an in-person evaluation



3-Day & 45-Day Rules 
• DEA announced three-day rule waivers

• On March 23, 2022, the DEA announced that beginning in March 2022, 
practitioners working in hospitals, clinics, and emergency rooms can 
request an exception that would permit them to dispense three-day 
supplies of buprenorphine and methadone to treat patients experiencing 
acute opioid withdrawal symptoms. 

• Section 1264 of the Consolidated Appropriations Act of 
2023: Number of days to provide practitioner-
administered buprenorphine for OUD increased from 
14 to 45 days after receipt of medication 



California Medicaid 1115 Waivers
• Medi-Cal 1115 waiver for pre-release services approved

• On Jan. 26, 2023, CMS announced it approved California’s Medicaid program 
(Medi-Cal) to cover health care services for certain incarcerated individuals up 
to 90 days before they are released. 

• For example, the program may cover SUD treatment before a Medicaid 
beneficiary is released from jail. 

• Medi-Cal contingency management approved
• The California Department of Health Care Services began offering 

contingency management benefits on July 1, 2022.
• CM provides incentives for abstinence as evidenced by negative drug tests
• The pilot program will continue until March 31, 2024. 



CHIP Coverage
• State Medicaid and Children’s Health Insurance Program 

(CHIP) programs now required to provide to eligible juveniles:
• Behavioral health screening and diagnostic services 30 days prior to release
• Case management and referrals 30 days prior, and at least 30 days following, release 

• CHIP provisions in Soc. Sec. Act amended to conform with 
Medicaid provisions re: to suspensions and redeterminations of 
coverage while an inmate of a public institution

• Soc. Sec. Act amended to give states option to provide 
Medicaid and CHIP coverage to eligible juveniles in public 
institutions who are pending disposition of charges (beginning 
Jan. 1, 2025)



HARM REDUCTION



OTC Naloxone

• On Feb. 15, 2023, FDA advisory committees 
unanimously recommended approval of an OTC 
naloxone drug; approval expected soon

• Emergent BioSolutions, Harm Reduction Therapeutics 
(HRT), and Pocket Naloxone are pursuing OTC 
naloxone approvals 

• HRT to sell product at $18 per dose 



Safe-Use Sites

2022 2023
• January

• Filing deadlines suspended so 
parties can mediate

• Settlement conference held

• March
• Second settlement conference 

(scheduled for March 24) canceled 

https://www.pbs.org/newshour/health/a-look-inside-the-1st-official-safe-injection-sites-in-u-s


RECOVERY



Acknowledgments of Recovery
• President Biden declared September “National 

Recovery Month”
• Substance Abuse Prevention and Treatment block 

grant changed to the Substance Use Prevention, 
Treatment, and Recovery Services (SUPTRS) block 
grant

• Congressional explanatory statement strongly urges 
states to use portion of block funding for recovery 
support services



FY23 APPROPRIATIONS



SAMHSA (1 of 2) 

• Overall
• $7.5 billion FY23
• 15% ($970 million) increase from FY22

• Substance Use Prevention, Treatment, and Recovery Services 
(SUPTRS) Block Grant Program

• $1.9 billion FY23
• 2.7% ($50 million) increase from FY22

• State Opioid Response Grant Program
• $1.575 billion FY23
• 3.3% ($50 million) increase from FY22

• Tribal Opioid Response Grant Program 
• $50 million FY 23
• 0% increase 



SAMHSA (2 of 2)

• Center for Mental Health Services (CMHS) 
• $1.065 billion FY23
• 78% ($466 million) increase from FY22

• Center for Substance Abuse Treatment (CSAT) 
• $574,219,000 FY23
• 10% ($52,702,000) increase from FY22

• Center for Substance Abuse Prevention (CSAP) 
• $236,879,000 FY23
• 8.5% ($18,660,000) increase from FY22 



NIDA & NIAAA

• National Institute on Drug Abuse (NIDA) 
• $1,662,695,000 FY23
• 4% ($67,221,000) increase from FY22

• National Institute on Alcohol Abuse and Alcoholism 
(NIAAA) 

• $595,318,000 FY23
• 4% ($21,667,000) increase from FY22



ONDCP

~$416 million 
FY23

~2% increase



CDC – Select Programs

~3% increase



HRSA – Select Programs
~$6.2 billion 

FY23

~6% increase



ACF – Select Programs
~$15.44 billion 

FY23

~8% increase



DOJ – Select Programs ~$5.4 billion 
FY23

~8% increase



NOTABLE STUDIES









Pre-Poisoning Data

• Analysis of more than 4.5 
million urine specimens 
• Collected between 2015 

and 2022 
• Over 600,000 unique 

patients who received care 
in SUD treatment settings 
in the U.S.

https://www.millenniumhealth.com/signalsreport/


https://www.millenniumhealth.com/signalsreport/

Polysubstance Use

https://www.millenniumhealth.com/signalsreport/


Hints of Progress

https://www.millenniumhealth.com/signalsreport/

https://www.millenniumhealth.com/signalsreport/


Q&A AND DISCUSSION



Change is Law:
A Federal Drug Policy 

Update
THANK YOU
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