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This Clinical Practice Update was developed by the ACOG Committee on Clinical Consensus—Obstetrics in collaboration
with Meredith L. Birsner, MD, and Mark |. Zakowski, MD, FASA, with the assistance of Mark Turrentine, MD.

This Clinical Practice Update provides revised guidance related to an update to the requirements related to the
elimination of the DATA-Waiver program. This document is a focused update of related content in Committee Opinion
No. 711, Opioid Use and Opioid Use Disorder in Pregnancy (Obstet Gynecol 2017;130:681-94).

BACKGROUND

Overdose deaths involving opioids remain a leading
cause of injury-related death in the United States, and
deaths involving synthetic opioids (largely illicitly made
fentanyl) and stimulants (such as cocaine and metham-
phetamine) have increased along with an acceleration of
overdose deaths during the pandemic (1). Among
pregnant and postpartum women aged 35-44 years,
the mortality ratio more than tripled between 2018 and
2021, to 15.8 per 100,000 live births (2). Between 2010
and 2017, the number of women with opioid-related diag-
noses at delivery increased by 131% (3). The first year
postpartum is the highest-risk period for maternal drug-
related deaths (4). Deaths involving synthetic opioids,
primarily illicitly manufactured fentanyl, continued to rise,
with 73,838 overdose deaths reported in 2022 (5).

All health care professionals, especially
obstetrician-gynecologists, must play active roles in
combating the opioid epidemic, and pregnancy provides
an opportunity to identify and treat individuals with opioid
use disorder. Additionally, obstetrician-gynecologists
and other health care professionals can help prevent
persistent opioid use after cesarean delivery
by minimizing opioid prescribing (6). There is an abun-
dant and growing body of maternal and neonatal data (7)
supporting the use of buprenorphine, a form of medica-
tion for opioid use disorder, in pregnancy as mono-
therapy or in combination with naloxone (8). With 6.6% of
pregnant people reporting opioid prescription use during
pregnancy, 21% of those reporting misuse, and 27% of
pregnant people wanting to stop or cut down (9), all
health care professionals should remain aware of the
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scope of the opioid epidemic and be prepared to initiate
medical therapy (10).

UPDATED CLINICAL RECOMMENDATIONS

Based on the elimination of the DATA-Waiver, the
American College of Obstetricians & Gynecologists
(ACOG) recommends:

« Obstetrician-gynecologists and other health care
professionals should recognize that unwillingness or
inability to treat opioid use disorder in pregnancy with
medications for opioid use disorder further contrib-
utes to the systemic and cultural barriers that cur-
rently make accessing care difficult (11).

« Obstetrician—gynecologists and other health care
professionals should be aware of existing inequities
in opioid overdose deaths and the use of medica-
tions for opioid use disorder and recognize their role
in perpetuating such disparities (12, 13).

« Obstetrician-gynecologists and other health care
professionals should seek training on treatment of
opioid use disorder in pregnancy to help facilitate
universal access to treatment and reduce overdose
deaths in pregnant women (11). The American Society
of Addiction Medicine and the Substance Abuse and
Mental Health Services Administration offer training.

« Obstetrician-gynecologists who have completed
residency training are eligible for fellowship training in
addiction medicine, and subsequent training could
be beneficial (14).

« Obstetrician-gynecologists and other health care
professionals should educate pregnant patients
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about naloxone as a life-saving medication and
facilitate access as appropriate (15).

« Obstetrician-gynecologists and other health care pro-
fessionals should partner in a multidisciplinary fashion
with colleagues in emergency medicine, internal medi-
cine, family medicine, toxicology, obstetric anesthesiol-
ogy, and addiction medicine to tailor treatment for
pregnant patients with opioid use disorder (16).

« Obstetrician-gynecologists and other health care
professionals should understand federal and local
requirements for Plan of Safe Care (17) and partner
with patients and families, ideally by discussing this in
the antepartum period.

RATIONALE

This Clinical Practice Update is provided to address the
December 29, 2022, elimination of the DATA-Waiver
program, a “federal requirement for practitioners to sub-
mit a Notice of Intent (have a waiver) to prescribe med-
ications, like buprenorphine, for the treatment of opioid
use disorder (OUD)” (18). The implications of this action
include:

. “A DATA-Waiver [X-waiver] registration is no longer
required to treat patients with buprenorphine for opi-
oid use disorder. Going forward, all prescriptions for
buprenorphine [or buprenorphine-naloxone] only
require a standard DEA [Drug Enforcement Admin-
istration] registration number. The previously used
DATA-Waiver registration numbers are no longer
needed for any prescription” (19).

« Under federal law, “There are no longer any limits or
patient caps on the number of patients a prescriber
may treat for opioid use disorder with buprenorphine.”
The Consolidated Appropriations Act does not affect
existing state laws or regulations that may be appli-
cable (19).

« The DEA has a new requirement that practitioners
applying for a new or renewed DEA registration com-
plete 8 hours of training on opioid or other substance
use disorders. The DEA requests a self-attestation of
completing this training requirement (20).

Elimination of the DATA-Waiver is a critically important
step for improving access to evidence-based treatment for
pregnant, postpartum, and parenting individuals with
opioid use disorder. Obstetrician-gynecologists and
other health care professionals can prescribe buprenor-
phine alone or in combination with naloxone in a medical
office setting, which can increase the availability of treat-
ment and decrease stigma (21). This is important,
because social stigma and threat of criminal prosecution
prevent many pregnant people from seeking prenatal care
and treatment for substance use disorder (22). Overdose
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deaths during pregnancy and postpartum often occurred
where medical services were available but not used (2).
ACOG is committed to improving access to treatment and
promoting the patient-practitioner relationship rather than
punitive measures through the criminal legal system (22).

In addition to the removal of the DATA-Waiver, in March
2023, the U.S. Food and Drug Administration expanded
access to naloxone by approving a 4-mg naloxone
hydrochloride nasal spray for over-the-counter, nonprescrip-
tion use (23). Naloxone is a medication that rapidly reverses
the effects of opioid overdose; it is the standard treatment
for opioid overdose regardless of pregnancy status.

Opioid use disorder remains a significant public health
issue of epidemic level, and there remains a crisis owing
to the widespread availability of fentanyl (24) with and
without xylazine (25), without a corresponding increase in
access to medications for opioid use disorder. ACOG will
continue to monitor the evidence as it evolves and
advocate for prevention strategies that are effective and
accessible to all patients for the reduction of maternal
death and harm.

For More Information

ACOG has identified additional resources on topics
related to this document that may be helpful for
obstetrician-gynecologists, other health care profes-
sionals, and patients. You can view these resources at
https://www.acog.org/topics/opioids.

Use of Language

The American College of Obstetricians & Gynecologists
recognizes and supports the gender diversity of all
patients who seek obstetric and gynecologic care. In
original portions of this document, authors seek to use
gender-inclusive language or gender-neutral language.
When describing research findings, this document uses
gender terminology reported by investigators. To review
ACOG’s policy on inclusive language, see https://www.
acog.org/clinical-information/policy-and-position-state-
ments/statements-of-policy/2022/inclusive-language.
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A Clinical Practice Update is a brief statement that communicates a
focused change in published ACOG guidance on a clinical topic or
issue. The American College of Obstetricians & Gynecologists reviews
its publications regularly; however, its publications may not reflect the
most recent evidence. Any updates to this document can be found on
www.acog.org/clinical.

This information is designed as an educational resource to aid clinicians
in providing obstetric and gynecologic care, and use of this information is
voluntary. This information should not be considered as inclusive of all
proper treatments or methods of care or as a statement of the standard
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of care. It is not intended to substitute for the independent professional
judgment of the treating clinician. Variations in practice may be warranted
when, in the reasonable judgment of the treating clinician, such course of
action is indicated by the condition of the patient, limitations of available
resources, or advances in knowledge or technology.

While ACOG makes every effort to present accurate and reliable
information, this publication is provided “as is” without any warranty of
accuracy, reliability, or otherwise, either express or implied. ACOG does
not guarantee, warrant, or endorse the products or services of any firm,
organization, or person. Neither ACOG nor its officers, directors,
members, employees, or agents will be liable for any loss, damage, or
claim with respect to any liabilities, including direct, special, indirect, or
consequential damages, incurred in connection with this publication or
reliance on the information presented.
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