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Expanding Access to Medications for Opioid Use
Disorder (MOUD)

On December 29, 2022, President Biden signed into law the Consolidated Appropriations Act of 2023. This
omnibus budget bill included a wide range of healthcare-related provisions, including the Mainstreaming Addiction
Treatment (MAT) Act. This now-enacted law removes a provision that required physicians to receive a waiver
(DATA-Waiver, sometimes referred to as the “X-Waiver”) to treat patients suffering from opioid use disorder
(OUD) with certain medicines (including buprenorphine) and removes the limit on the number of OUD patients
physicians may treat. This was done to streamline and expand access to medications for opioid use disorder
(MOUD).

Since the passage of this law, the administrator of the Drug Enforcement Administration (DEA) issued a directive
stating:

Medication for opioid use disorder helps those who are fighting to overcome opioid use disorder by
sustaining recovery and preventing overdose. At DEA, our goal is simple: we want medications for opioid
use disorder to be readily and safely available to anyone in the country who needs it.

All DEA registrants should be aware of the following:

o A DATA-Wavier registration is no longer required to treat patients with buprenorphine for opioid
use disorder.

e Going forward, all prescriptions for buprenorphine only require a standard DEA registration
number. The previously used DATA-Waiver registration numbers are no longer needed for any
prescription.

e There are no longer any limits or patient caps on the number of patients a prescriber may treat for
opioid use disorder with buprenorphine.

e The Act does not impact existing state laws or regulations that may be applicable.

Separately, in mid-December 2022, the Health and Human Services (HHS) Substance Abuse and Mental Health
Services Administration (SAMHSA) issued a proposed rule: “Medications for the Treatment of Opioid Use
Disorder [OUD]” intended to improve Americans’ access to, and experiences with, OUD treatment, in particular
through Opioid Treatment Programs (OTPs). The proposed changes reflect the widespread desire by many
stakeholders for SAMHSA to provide greater autonomy to OTP practitioners, positively support recovery, and
continue certain flexibilities that were put in place at the start of the nation’s COVID-19 public health emergency.

With most DEA-registered providers now having the ability to prescribe buprenorphine, and with the
simplifications outlined in SAMHSA'’s proposed rule, it is likely that more patients suffering from OUD will be able
to receive these important medications. With this expanded access, there may also be a corresponding increase
in the demand for buprenorphine to support any rise in prescriptions.


https://www.deadiversion.usdoj.gov/pubs/docs/index.html
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.govinfo.gov%2Fcontent%2Fpkg%2FFR-2022-12-16%2Fpdf%2F2022-27193.pdf&data=05%7C01%7Caducca%40hda.org%7Cbeb2bf3d5e594132210908db0926c7e1%7C949df7f57f2c4f29a9efffb2ecbe8a6e%7C0%7C0%7C638113835066193784%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=TF9WpKWElZogIePwxp5Zb0FyLtNM3M%2BS6K%2F3QE93DFE%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.govinfo.gov%2Fcontent%2Fpkg%2FFR-2022-12-16%2Fpdf%2F2022-27193.pdf&data=05%7C01%7Caducca%40hda.org%7Cbeb2bf3d5e594132210908db0926c7e1%7C949df7f57f2c4f29a9efffb2ecbe8a6e%7C0%7C0%7C638113835066193784%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=TF9WpKWElZogIePwxp5Zb0FyLtNM3M%2BS6K%2F3QE93DFE%3D&reserved=0
https://www.samhsa.gov/newsroom/press-announcements/20221213/update-federal-rules-expand-access-opioid-use-disorder-treatment
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MOUD products are important, often lifesaving, medications aiding the treatment of opioid addiction. They are
also scheduled opioids under the Controlled Substances Act (CSA), the statute governing the manufacture,
distribution, dispensing and prescribing of controlled substances. While the Act removed a regulatory obligation
for physicians, wholesalers’ responsibilities regarding the distribution of MOUD products remain the same.
Specifically, wholesale distributors must:

e Be appropriately registered with DEA;

e Provide effective controls and procedures to guard against the theft and diversion of controlled
substances; and,

e Operate a system to identify suspicious orders of controlled substances and report those orders to DEA
and any state agencies with similar reporting requirements.

Many distributors use thresholds to identify “suspicious orders” of controlled substances, including those of
unusual size, pattern or frequency.? If an order is determined to be suspicious due to a distributor’s internal
processes for identifying such orders (which may involve automated thresholds and/or a manual due diligence
review), the order should not be filled, and it must be reported. The July 2021 settlement entered into by three of
the nation’s largest distributors (the 2021 National Opioid Settlement Agreement) also requires using thresholds
and specified methods that must be applied to their development and use. These methods were established in
connection with heightened protocols and requirements around suspicious orders.

It is possible that, as more prescribers issue prescriptions for MOUD products, the pharmacies filling those
prescriptions will have a corresponding increase in the volume of MOUD products ordered from distributors that
may, in turn, result in more pharmacy orders being identified by distributors as suspicious under their respective
suspicious order monitoring programs.

Fortunately, most distributors have processes in place to amend and change customer thresholds. Threshold
changes must be supported by documentation and may take time to approve. Ordering patterns for controlled

1 Pharmacists and prescribers also have a responsibility to help prevent diversion, although due to their respective roles in
patient treatment, this responsibility differs from that of the manufacturer or wholesale distributor. For example, DEA’s
regulations (21 CFR 1306.04) state:

“A prescription for a controlled substance ... must be issued for a legitimate medical purpose by an individual
practitioner acting in the usual course of his professional practice. The responsibility for the proper prescribing and
dispensing of controlled substances is upon the prescribing practitioner, but a corresponding responsibility rests
with the pharmacist who fills the prescription. An order purporting to be a prescription issued not in the usual
course of professional treatment or in legitimate and authorized research is not a prescription within the meaning and
intent of Section 309 of the Act (21 U.S.C. 829) and the person knowingly filling such a purported prescription, as
well as the person issuing it, shall be subject to the penalties provided for violations ...."



https://nationalopioidsettlement.com/wp-content/uploads/2023/01/Final-Distributor-Settlement-Agreement-3.25.22-Final-Exhibit-C-as-of-5.27.22_-Exhibit-G-as-of-01.10.23_4498795_1.pdf
https://www.ecfr.gov/current/title-21/chapter-II/part-1306/subject-group-ECFR1eb5bb3a23fddd0/section-1306.04
http://www.deadiversion.usdoj.gov/21cfr/21usc/829.htm
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substances may change for various reasons, and there are many legitimate reasons for increasing customer
thresholds. One such reason may relate to the increased availability of MOUD products considering the recent
DEA and SAMSHA changes. Should pharmacies experience a legitimate need to purchase more MOUD
products, they should work with their distributor to address their need in accordance with the distributor’s
processes and procedures.

Additionally, the distributors who are subject to the National Opioid Settlement have a multi-prong process for
adjusting thresholds in the event a change is necessary. Under the agreement, a “distributor may increase or
decrease a Customer Threshold as set forth in its CSMP policies and procedures, subject to Sections XII.C.3.b
through XII.C.3.e [of the distributor settlement agreement].?

Many, if not most, of the wholesale distributors not subject to the settlement agreement maintain similar
processes for adjusting thresholds if/when it is determined that modifications are warranted.
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between the nation’s pharmaceutical manufacturers and pharmacies, hospitals, long-term care facilities, clinics
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