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HARM REDUCTION AND OVERDOSE PREVENTION
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Background

On December 29, 2022, President Biden signed the 2023 Consolidation Appropriations Act (“the Act”) into
law.' Among many other provisions, the Act included substantial regulatory changes to remove barriers and
promote access to evidence-based treatment of substance use disorders (“SUD”). In particular, the Act
removed legal barriers to the prescription of buprenorphine for opioid use disorder (“OUD”). It also requires
almost all prescribers to obtain training in the identification and treatment of SUD. Although it will add a small
educational burden to most providers who prescribe controlled substances, these changes should make it
easier for all prescribers to provide buprenorphine treatment to individuals with OUD and significantly expand
the base of prescribers who receive at least some training in identifying and treating individuals with SUD.

History of buprenorphine regulation

From 1972 to 2002, methadone was the only controlled substance permitted to be prescribed for OUD
treatment in the United States.? Although methadone can be prescribed for pain by any provider authorized by
federal and state law to prescribe controlled substances, methadone treatment for OUD is highly regulated,
with restrictions on who can provide it as well as where and how it can be provided.® One of these many
requirements, added by the 1974 Narcotic Addict Treatment Act, requires medical professionals treating OUD
with “narcotic drugs” to obtain a separate Drug Enforcement Administration (“DEA”) registration in addition to
the registration that all providers who prescribe controlled substances are required to obtain.*

In late 2000, Congress passed the Drug Addiction Treatment Act of 2000.5 This law amended the Controlled
Substance Act to allow some practitioners to prescribe and dispense Schedule lll, IV, and V controlled
substances approved by the Food and Drug Administration (“FDA”) for SUD treatment and waived most of the
requirements that apply to methadone treatment for such substances, including obtaining a separate DEA
registration.® In 2002, the FDA approved buprenorphine for OUD treatment, and the DEA rescheduled it from
Schedule V to Schedule IIl.”



Because this law “waived” many of the requirements that otherwise apply to the treatment of OUD with narcotic
drugs and prescribers who were granted this waiver were issued a new DEA number that begins with an “X,”
this registration became known as the “X-waiver”. To obtain one, the prescriber was required to submit an
application to the Secretary of Health and Human Services (“HHS”).2 Among other requirements, the
application was required to contain a certification that the applicant was qualified to prescribe medication for
treating opioid dependence, had the capacity to provide their patients with “appropriate counseling and other
appropriate ancillary services” directly or by referral ® and would comply with limitations on the total number of
patients that they could treat at a time.'® Providers were originally limited to treating thirty patients at any one
time during the first year after they obtained a waiver, and 100 patients thereafter.’* A 2016 modification
permitted certain qualified practitioners who had held a 100-patient waiver for at least a year to treat a
maximum of 275 patients at a time.'? In April 2021, the Biden Administration issued practice guidelines that
permitted all individuals who are eligible to obtain an X-waiver to treat up to 30 patients without having to
complete the otherwise required training. However, all other requirements to obtain the waiver continued to
apply to those individuals. '3

Prior to the Act, most prescribers were required to complete an eight-hour training to obtain an X-waiver. This
training was required to include information on opioid maintenance and detoxification; appropriate clinical use
of all drugs approved by the FDA for the treatment of OUD; initial and periodic patient assessments (including
substance use monitoring); individualized treatment planning, overdose reversal, and relapse prevention;
counseling and recovery support services; staffing roles and considerations; diversion control; and other best
practices, as identified by the HHS Secretary.

While originally only physicians were permitted to obtain an X-waiver, the Comprehensive Addiction and
Recovery Act of 2016, amended existing law to temporarily allow certain nurse practitioners and physician
assistants to prescribe buprenorphine for OUD treatment.'® The SUPPORT for Patients and Communities Act
made those changes permanent and expanded the types of advanced practice nurses that were permitted to
obtain an X-waiver.'® Non-physician prescribers were generally required to obtain 24 hours of relevant training
to qualify for a waiver.'” If those providers were required by state law to be supervised by or work in
collaboration with a physician, that physician was also required to be waivered for the non-physician prescriber
to prescribe buprenorphine for OUD. "8

In addition to the training requirements, practitioners who did not hold a subspecialty board certification in
addiction medicine or addiction psychiatry were required to practice in a “qualified practice setting.”'® These
qualified practice settings were required to ensure patients could access emergency care when the practice is
closed, provide access to case management services, use health information technology systems such as
electronic health records, utilize their state prescription drug monitoring program, and accept third-party
payment.2°

Changes made by the 2023 Consolidation Appropriations Act

As noted above, “practitioners who dispense narcotic drugs to individuals for maintenance treatment or
detoxification treatment” were previously required to obtain “a separate registration for that purpose.”?' Section
1262 of the Act, which was previously introduced as a separate bill called the Mainstreaming Addiction
Treatment (“MAT”) Act, modified that language to exclude narcotic drugs in schedules lll, IV, or V from the
separate registration requirement. It also removes the entirety of the section that specified the requirements for
obtaining an X-waiver. The practical effect of this change is to exclude buprenorphine, a schedule Il controlled
substance, from the requirements that apply to methadone for OUD treatment. These include all limitations on
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the types of providers otherwise qualified to prescribe controlled substances who can prescribe the medication
and the number of patients that can be treated.??

Section 1263 of the Act enacts most of the language that was previously introduced as the Medication Access
and Training Expansion (“MATE”) Act. This section requires prescribers, as a condition of obtaining or
renewing what is typically referred to as a “DEA number” that enables a provider to prescribe controlled
substances, to meet certain requirements related to controlled substances education.??® Unlike the training that
was previously required only for providers who sought to become waivered to prescribe buprenorphine for
OUD treatment, these new requirements apply to all controlled substance prescribers other than veterinarians.
Holding a board certification in addiction psychiatry or addiction medicine continues to satisfy these
requirements, and funding is earmarked to encourage these specialties through various programs.?#

The details of the training requirements under the Act are similar to those under the old law, but with several
differences. Most importantly, the new training requirements are broader, requiring training on “the treatment
and management of patients with opioid or other substance use disorders, or the safe pharmacological
management of dental pain and screening, brief intervention, and referral for appropriate treatment of patients
with or at risk of developing opioid or other substance use disorders.”?® The organizations that are permitted to
provide the training are more numerous, and include any organization accredited by a State medical society
accreditor that is recognized by the Accreditation Council for Continuing Medical Education (“ACCME”") or the
Commission for Continuing Education Provider Recognition (“CCEPR”), any organization accredited by the
American Osteopathic Association to provide continuing medical education, or any organization approved by
the Assistant Secretary for Mental Health and Substance Use, the ACCME, or the CCEPR.%¢

Further, providers are deemed to meet the requirements if they graduated in good standing from an accredited
school of allopathic medicine, osteopathic medicine, dental surgery, or dental medicine in the United States in
the five-year period prior to first registering with the DEA or renewing their registration after the requirements
came into effect. Such graduates are deemed compliant only if they completed a comprehensive medicine,
dental medicine, or dental surgery curriculum or accredited medical residency that included at least 8 hours of
training in treating and managing patients with opioid or other substance use disorders, including the
appropriate clinical use of all drugs approved by the FDA for the treatment of a substance use disorder or the
safe pharmacological management of dental pain and screening, brief intervention, and referral for appropriate
treatment of patients with or at risk of developing opioid and other substance use disorders.?’ It is not yet
known how it will be determined whether a curriculum meets these requirements.

The requirements related to graduation for non-physicians are similar to those for physicians; a non-physician
applicant must have “successfully completed a comprehensive physician assistant or advanced practice
nursing curriculum that included not fewer than 8 hours of training on treating and managing patients with
opioid and other substance use disorders, including the appropriate clinical use of all drugs approved by the
Food and Drug Administration for the treatment of a substance use disorder.” The eight-hour training
requirement, whether satisfied during formal education or through a stand-alone training, apply beginning 180
days after the Act went into effect.

These changes do not require any further action by the DEA, Substance Abuse and Mental Health Services
Administration (SAMHSA), or any other agency. They became effective as of the signing of the Act. The DEA
has sent a letter to registrants giving its full support to the changes and confirming that, though there will be
further guidance regarding training requirements, the X-waiver no longer exists.?® The Department of Health
and Human Services has proposed a rule that would remove the provisions of DATA 2000 that created the X-
waiver restrictions.?® SAMHSA has likewise confirmed that it will no longer be accepting applications for the
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waiver, as all practitioners with “current DEA registration that includes Schedule IIl authority, may now
prescribe buprenorphine for Opioid Use Disorder.”30

Conclusion

The 2023 Consolidation Appropriations Act took important steps forward in making buprenorphine for OUD
easier to access. While significant barriers remain, these changes will likely improve access, decrease stigma,
and encourage equitable access to treatment for all.

Support for the Network is provided, in part, by the Robert Wood Johnson Foundation. The views expressed in
this document do not necessarily reflect the views of the Foundation.

This document was developed by Corey Davis, JD, MSPH at the Network for Public Health Law’s Harm Reduction
Legal Project (harmreduction@networkforphl.orqg) with assistance from Amy Lieberman, JD. The legal
information provided in this document does not constitute legal advice or legal representation. For legal advice,
please consult specific legal counsel.
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