THE GEORGE WASHINGTON UNIVERSITY
WASHINGTON, DC

Public Interest Comment! on the DEA Proposed Rules on (1) Telemedicine Prescribing of
Controlled Substances When the Practitioner and the Patient Have Not Had a Prior In-Person
Medical Evaluation and (2) Expansion of Induction of Buprenorphine via Telemedicine
Encounter

Document ID Nos. DEA-2023-0029-0001; DEA-2023-0028-0001
RINs: 1117-AB40; 1117-AB78
Docket Nos. DEA-407; DEA-948

March 31, 2023
Bridget C.E. Dooling?

The George Washington University Regulatory Studies Center

The George Washington University Regulatory Studies Center improves regulatory policy
through research, education, and outreach. As part of its mission, the Center conducts careful and
independent analyses to assess rulemaking proposals from the perspective of the public interest.
This comment on the Drug Enforcement Administration (DEA) proposed rules on telemedicine
does not represent the views of any particular affected party or special interest.

Introduction & Background

In response to the COVID-19 pandemic, DEA made several significant changes to long-standing
policy to accommodate social distancing while supporting patient care for treatment of opioid use
disorder (OUD) with buprenorphine. Most relevant to these particular regulatory proceedings was
DEA’s action to invoke the public health emergency (PHE) to waive the Ryan Haight Act
requirement for an initial, in-person visit before a patient could begin treatment with
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buprenorphine. This cleared the way for patients and prescribers to meet via telehealth.’ DEA at
first required audio-video connections and later provided additional flexibility to permit audio-
only connections. These steps were important and undoubtedly saved lives.

In prior work, Laura E. Stanley and I found that DEA possessed sufficient legal authority to make
its pandemic flexibilities permanent,* so it is encouraging to see DEA moving forward to make
telehealth a more realistic option for patients. While we worked on this legal question, public
health researchers leapt into action and produced an impressive amount of research exploring the
changes in the field. I am part of an interdisciplinary team at The George Washington University
and New York University that produced two narrative reviews, one on pandemic flexibilities for
methadone take-home supplies® and another on buprenorphine initiation via telehealth.® This
comment shares the results of the buprenorphine initiation narrative review with DEA and offers
recommendations to DEA based on its findings.

DEA should be commended for supporting patient treatment in the pandemic, despite what may
have been some apprehension on DEA’s part about potential risks that their flexibility might
exacerbate. We now have much more information about how those pandemic flexibilities worked
in practice, and the evidence very strongly suggests that any risks of telehealth are outweighed by
its tremendous benefits. With the end of the pandemic PHE expected in May 2023, DEA should
also be commended for using lessons from the pandemic to make telehealth a permanent option
for patients. While this progress is encouraging, DEA’s proposed rules impose an arbitrary
limitation on telehealth that DEA should reconsider prior to finalizing.

In-Person Visit Requirements in 1306.31(c)(2) & 1306.34(b)(4)

In DEA’s proposed rule “Telemedicine Prescribing of Controlled Substances When the
Practitioner and the Patient Have Not Had a Prior In-Person Medical Evaluation,” DEA would
restrict initial prescriptions via telehealth for non-narcotic controlled substances on Schedules I1I-
V. This proposal retreats from some of DEA’s pandemic flexibility, which applied to narcotic and
non-narcotic controlled substances on Schedules II-V. See proposed § 1306.31(c)(1)(i). The

The Ryan Haight Act contains exemptions for telehealth, but as implemented these exemptions do not generally
make telehealth a viable option for most people.

4 Bridget C.E. Dooling & Laura E. Stanley, Extending Pandemic Flexibilities for Opioid Use Disorder Treatment:
Authorities and Methods, 106 MINN. L. REV. HEADNOTES 74 (2021). This essay summarizes the findings of two
reports, support for which was provided by The Pew Charitable Trusts.

Noa Krawczyk, Bianca D. Rivera, Emily Levin, & Bridget C.E. Dooling, Synthesising evidence of the effects of

COVID-19 regulatory changes on methadone treatment for opioid use disorder: implications for policy, 8
LANCET PUB. HEALTH E238 (2023).

This manuscript is under review at a peer-reviewed journal. A preprint is available at
https://www.medrxiv.org/content/10.1101/2023.03.16.23287373v1 and is attached at the end of this comment in
Appendix A. Both of these reviews were supported by a grant from The Pew Charitable Trusts.
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agency also proposes that prescribers may only prescribe a supply of medication beyond 30 days
if the patient undergoes an in-person evaluation. See proposed § 1306.31(c)(2). In DEA’s proposed
rule “Expansion of Induction of Buprenorphine via Telemedicine Encounter,” DEA proposes to
extend this same approach to buprenorphine, which would otherwise be left out because it is
classified as a narcotic. See proposed § 1306.34(b)(4).

Stated more simply, these proposed requirements allow a prescriber to use telehealth to give a new
patient a prescription buprenorphine to treat opioid use disorder, but only for up to 30 days unless
the patient has an in-person medical evaluation. This is a new kind of policy for DEA, and as such
it deserves careful consideration before adoption. No matter how well-intentioned, the introduction
of a new limit on access to healthcare services sparks the potential for significant, unintended
consequences for patients, prescribers, pharmacies, payers, and more. Unfortunately, DEA does
not delve into potential consequences or explain its reasoning for this 30-day limit; instead it
asserts that this limit is proposed “in order to balance benefits and risks to individual and public
safety” without explaining how DEA would describe, assess, or weigh the relevant benefits and
risks. See 88 Fed. Reg. 12,875, 12,882 (Mar. 1, 2023).

In rulemaking, DEA bears the burden of explaining that its actions are not arbitrary under 5 U.S.C.
§ 706(2). As the Supreme Court explained in Motor Vehicle Manufacturers Association v. State
Farm Mutual Automobile Insurance Co., 463 U.S. 29 (1983):

“Normally, an agency rule would be arbitrary and capricious if the agency has
relied on factors which Congress has not intended it to consider, entirely failed to
consider an important aspect of the problem, offered an explanation for its decision
that runs counter to the evidence before the agency, or is so implausible that it could
not be ascribed to a difference in view or the product of agency expertise. The
reviewing court should not attempt itself to make up for such deficiencies; we may
not supply a reasoned basis for the agency’s action that the agency itself has not
given.” State Farm, 463 U.S. at 43.

DEA’s final rule, therefore, must do more to explain the agency’s basis for its novel telehealth
limit in general, and for buprenorphine in particular. DEA could include this kind of explanation
in the alternatives section of its regulatory impact analysis as required by EO 12,866. The results
of our narrative review of 41 studies related to the pandemic flexibilities for telehealth and
buprenorphine (see Appendix A) suggests, however, that DEA will find it challenging to argue
that a limit based on any particular number of days is non-arbitrary. Our review found
overwhelmingly positive results on the benefits of telehealth for buprenorphine initiation, and—
despite worries and concerns—few to no materialized downsides. These results call into
question—at a fundamental level—the need for DEA to impose an in-person visit requirement at
all, especially one which is based on a number of days. While other commenters might suggest a
“compromise’” number of days, this comment calls upon DEA to consider its obligation to avoid
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arbitrary decision-making in the first instance. A “compromise” number of days that is no better
explained or grounded in reason remains arbitrary.

Recommendation 1: In its final rules, DEA should abandon a time-based limitation on
telehealth unless it can articulate a well-reasoned rationale.

Another concern about the telehealth limitation described above is that it appears to override
flexibility provided by SAMHSA in its recent proposed rule relevant to opioid treatment programs.
In that proposal, SAMHSA did not place an in-person visit requirement on telehealth for
buprenorphine initiation that takes place in opioid treatment programs. See 87 Fed. Reg. 77,330
(Dec. 16, 2022). DEA’s proposal appears to override the SAMHSA proposal by imposing a time-
based limit on all prescribers—including those in opioid treatment programs—that SAMHSA did
not. DEA and SAMHSA should resolve this policy conflict prior to finalizing these proposed rules
so that both agencies can provide the public with a clear explanation of how the rules intersect.

Recommendation 2: DEA and SAMHSA should deconflict their rules and explain to the
public how they intersect.

Leveraging Recent Research

Our narrative review on the pandemic flexibilities for buprenorphine initiative via telehealth is
under review with a peer-reviewed journal. It summarizes 41 studies that help shed light on
telehealth’s role in getting patients started on buprenorphine in the pandemic. Nothing we saw
suggests that telehealth should always replace in-person care for every patient. Instead, the results
show that telehealth has an important role to play, especially for those who might not otherwise be
able to get it. The great risk of regulations that limit telehealth is that a set of patients will simply
not have access to life-saving treatment with buprenorphine.

As DEA finalizes its proposed rule, this comment encourages the agency to consider ways to
bolster its analysis with the findings of the studies that we summarize in our review. To facilitate
this review, this comment includes a preprint version of our narrative review, which contains
citations to the relevant studies.

A Role for the Opioid PHE

With the end of the pandemic PHE coming up very soon, DEA should consider shifting the legal
basis for its pandemic telehealth flexibilities for buprenorphine from the pandemic PHE to the
opioid PHE. We discuss this option in an article published in 2021:

“DEA relied on the COVID-19 public health emergency as the basis for its action
to permit telemedicine. As discussed above, under 21 U.S.C. § 802(54)(D), DEA
has the authority to allow the ‘practice of telemedicine’ when it is being ‘conducted
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during a public health emergency declared by the Secretary under section 247d of
title 42.” Both the opioid crisis and the COVID-19 public health emergencies were
declared under section 247d. Just as DEA used its authority to allow for the initial
evaluation to be conducted via telemedicine during the COVID-19 public health
emergency, it has the discretion as a matter of law to use that authority to extend
that policy under the opioid-specific public health emergency.”’

Relying on the opioid PHE would leave the highly net beneficial pandemic policies in place while
giving DEA more time to complete its analysis of this important agency decision. DEA could use
some extra time to consult with stakeholders on the implications of its novel telehealth policy
proposal, assess the extent to which buprenorphine should be treated differently from other
controlled substances in light of its unique safety profile, likelihood of diversion relative to other
medications, etc., all while leaving the pandemic flexibilities in place and therefore helping to
ensure continuity of care for patients.

Recommendation 4: DEA should consider using the opioid PHE to provide ongoing
flexibility for buprenorphine prescribed via telehealth while working on a long-term
solution.

Conclusion

In its proposed rules, DEA takes significant steps towards supporting the use of telehealth for
patients receiving treatment for opioid use disorder with buprenorphine. In the four
recommendations above, which are summarized below, this comment encourages DEA to
reconsider its proposed in-person visit requirements, leverage recent research to bolster its
rationale, and consider how the opioid public health emergency could help alleviate some of the
time pressure to resolve these important issues.

7 Bridget C.E. Dooling & Laura E. Stanley, Extending Pandemic Flexibilities for Opioid Use Disorder Treatment:
Authorities and Methods, 106 MINN. L. REV. HEADNOTES 74, 97-98 (2021) (internal citations omitted).
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Summary of Recommendations

In-Person Visit Requirements in 1306.31(c)(2) & 1306.34(b)(4)

1. | In its final rules, DEA should abandon a time-based limitation on telehealth unless it can
articulate a well-reasoned rationale.

2. | DEA and SAMHSA should deconflict their rules and explain to the public how they
intersect.

Leveraging Recent Research

3. | DEA should consider how recent studies can enhance the evidentiary basis for decisions
about the final rules. The preprint narrative review in Appendix A provides a head start on
the relevant research.

A Role for the Opioid PHE

4. | DEA should consider using the opioid PHE to provide ongoing flexibility for buprenorphine
prescribed via telehealth while working on a long-term solution.
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Appendix A

Noa Krawczyk, Bianca D. Rivera, Carla King & Bridget C.E. Dooling, “Pandemic telehealth
flexibilities for buprenorphine treatment: A synthesis of evidence and policy implications for
expanding opioid use disorder care in the U.S.”

(manuscript under review; preprint attached)
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Abstract

Buprenorphine is a highly effective treatment for opioid use disorder and a critical tool
for addressing the worsening U.S. overdose crisis. However, multiple barriers to treatment -
including stringent federal regulations - have historically made this medication hard to reach for
many who need it. In 2020, under the COVID-19 Public Health Emergency, federal regulators
substantially changed access to buprenorphine by allowing prescribers to initiate patients on
buprenorphine via telehealth without first evaluating them in person. As the Public Health
Emergency is set to expire in May of 2023, Congress and federal agencies can leverage
extensive evidence from studies conducted during the wake of the pandemic to make evidence-
based decisions on the regulation of buprenorphine going forward. To aid policy makers, this
review synthesizes and interprets peer-reviewed research on the effect of buprenorphine
flexibilities on uptake and implementation of telehealth, and its impact on OUD patient and
prescriber experiences, access to treatment and health outcomes. Overall, our review finds that
many prescribers and patients took advantage of telehealth, including the audio-only option,
with a wide range of benefits and few downsides. As a result, federal regulators—including
agencies and Congress—should continue non-restricted use of telehealth for buprenorphine

initiation.


https://doi.org/10.1101/2023.03.16.23287373
http://creativecommons.org/licenses/by-nc-nd/4.0/

medRxiv preprint doi: https://doi.org/10.1101/2023.03.16.23287373; this version posted March 17, 2023. The copyright holder for this preprint
(which was not certified by peer review) is the author/funder, who has granted medRxiv a license to display the preprint in perpetuity.
It is made available under a CC-BY-NC-ND 4.0 International license .

Introduction

COVID-19 struck the United States (U.S.) during an overdose crisis that has claimed over
one million lives.! Limited access to highly effective medications for opioid use disorder
(MOUD) has long hampered their success as a countermeasure to overdose deaths.?3
Buprenorphine, a partial opioid agonist that can be prescribed by non-specialty providers, is a
particularly advantageous MOUD, given its safety profile and its strong protection against
overdose risk.* Despite increased availability of buprenorphine over the past two decades,? a
vast amount of unmet treatment need persists.®

One reason for this gap is that buprenorphine is highly regulated. Until recently,
buprenorphine prescribers required a special “X-waiver,” which demanded additional
paperwork, training, and prescribing limits.® These barriers left vast regions of the U.S. —
especially rural counties — without buprenorphine prescribers.” Moreover, the Ryan Haight
Online Pharmacy Consumer Protection Act of 2008 prohibits internet-based prescribing of
controlled substances like buprenorphine. The Drug Enforcement Administration (DEA)
implemented this statute with regulations that define a “valid prescription” as one made after
“at least one in-person medical evaluation.”® Another U.S. regulator, the Substance Abuse and
Mental Health Services Administration (SAMHSA) required patients to undergo a physical
evaluation before admission to an opioid treatment program (OTP) for buprenorphine
treatment.’

In response to the COVID-19 public health emergency (PHE), federal regulators issued
numerous policy changes that significantly impacted the opioid use disorder (OUD) treatment
landscape.® On March 16, 2020, DEA permitted controlled substances, including
buprenorphine, to be prescribed via telemedicine (defined as a two-way audio-visual
connection) without a prior in-person visit.1* On March 31, 2020, DEA relaxed this policy further
to allow an audio-only connection.!? In April 2020, SAMHSA issued comparable telehealth
prescribing guidelines for OTPs.!3

But in early 2023, the Biden administration signaled the end of the PHE, raising concerns
about the pandemic telehealth flexibilities for buprenorphine. SAMHSA recently issued a

proposed rule that would incorporate its April 2020 policy into its regulations for OTPs.1* DEA
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also recently proposed to retain some aspects of its pandemic telehealth policy,*>'® and
Congress has considered proposals to better integrate telehealth into OUD treatment. As
Congress and federal agencies consider policy options, they can leverage extensive research to
make evidence-based decisions. In this review, our team of public health and regulatory experts
synthesizes the evidence on the impact of pandemic buprenorphine telehealth? flexibilities on
patient and prescriber experiences and health outcomes. We then interpret the findings for

policymakers.

Methods
1. Search strategy

We searched for peer-reviewed studies published between March 1, 2020 and
November 15, 2022 focused on measuring the effects of pandemic buprenorphine telehealth
flexibilities. We adapted the search strategy from a related review on the impact of pandemic
regulatory changes on methadone treatment.'” We searched PubMed and Psycinfo with
combinations of the following terms: COVID-19, pandemic, buprenorphine, telehealth, opioid
treatment program/OTP, opioid-related disorder, and opiate substitution treatment (see
Supplemental Table 1 for full search strategy). We also reviewed reference lists from included

articles for relevant studies not identified by the database search.

2. Screening and data extraction

We included articles that were: (1) English-language and U.S.-based, (2) original
research, and (3) measuring the role or effect of the pandemic buprenorphine telehealth
flexibilities. Unlike previous reviews of telehealth for buprenorphine, #2! we focused
exclusively on articles reporting outcomes after the onset of the COVID-19 pandemic and
related regulatory changes. Using Covidence, a systematic review tool,?> we removed
duplicates, screened titles and abstracts, and reviewed the full-text to assess eligibility based on
inclusion criteria. The study team conferred to select the final list of articles and then extracted

findings based on five research questions deemed to have policy relevance: How the new

@ We use the term "telehealth" for consistency while some studies may use the term telemedicine for healthcare conducted via
audio-only or audio-video communication. We use "telephone" to refer to audio-only (i.e., non-video) telehealth visits.
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flexibilities for buprenorphine telehealth provision (1) were implemented in practice; (2)
influenced perceptions and experiences of buprenorphine patients and (3) buprenorphine
prescribers®; (4) affected utilization and retention in treatment, and (5) affected adverse

outcomes such as illicit drug use, treatment non-adherence, diversion, and overdose.

3. Synthesis of findings

Our team reviewed and synthesized findings related to each of the research questions,
considering the different samples, study designs, analytic methods used, and limitations and
strengths of each study. We then assessed implications of the findings in terms of potential

regulatory or legislative change.

Results
1. Characteristics of reviewed studies

The search resulted in 255 articles, of which 41 met inclusion criteria (Figure 1).
Characteristics of included articles are summarized in Table 1, with detailed outcomes of each
study available in Supplemental Table 2. Most studies were observational outcome studies
(N=22 (54%)) and were conducted across multiple treatment settings (N=13, 32%) and multiple
U.S. states (N=16, 39%). We include a subset of direct quotes from qualitative research studies
conveying patient and prescriber experiences (Table 2). Table 3 summarizes findings on each of

the five research questions, described in detail below.

2. Synthesis of findings

2.1. Uptake of Telehealth Buprenorphine
Many studies assessed implementation of telehealth regulations by analyzing changes in
use of telehealth among patients in buprenorphine treatment. In a study of commercially

insured and Medicare Advantage enrollees, telehealth visits for OUD patients filling

b We use the term "prescribers" for consistency for what different studies may also refer to as providers or clinicians that
prescribe buprenorphine
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medications (primarily buprenorphine) increased from 0.52% in week 1 of the pandemic (March
1) to 27.33% in week 13.23 A survey conducted in the early months of the pandemic sampling
people who use drugs found that among 27 people receiving buprenorphine, 77.8% reported
more visits by phone or video.?* Some specifically assessed the extent of uptake of telehealth to
initiate® buprenorphine, which DEA regulations effectively prohibited before the pandemic. A
study using Optum commercial and Medicare Advantage claims found that 14% of 2,703
patients who initiated buprenorphine between April 2020-April 2021 did so via telehealth.?

Some assessed the implementation of telehealth regulations by measuring uptake
among buprenorphine prescribers and programs. While there was variability across studies, all
reported increased use of telehealth for buprenorphine continuation and most for initiation,
although often to a lesser magnitude.?®=3! For example, one survey of 602 buprenorphine
prescribers in late 2020 found that 55.8% of all past-month visits and 33.9% of past-month
initiation visits were delivered via telehealth.?® Another survey found that telehealth utilization
rose during the early COVID-19 era (29% pre—COVID-19 to 66% post) and that more prescribers
exclusively used telehealth (47%) than in-person visits (33%) for initiation.?° Other surveys and
interviews of providers similarly found significant uptake of telehealth for buprenorphine
among prescribers,27,283031

Trends in uptake of telehealth varied across different types of programs offering
buprenorphine: A survey of 57 primary care practices found that 92.3% were conducting
initiation visits via telehealth,3? and a survey of 325 syringe service programs (SSPs) found that a
quarter were initiating buprenorphine via telehealth.?® In a survey of OTP directors in
Pennsylvania, 40% (8) offered video appointments and 50% (10) offered telephone
appointments for buprenorphine follow-up visits, but only 25% (5) and 10% (2) respectively did
so for initiation. In a survey of local health departments, 72.2% reported their MOUD programs
increased telehealth options for OUD.3* In a survey distributed by SAMHSA-funded Addiction
Technology Transfer Centers, 48% of substance use programs used telephone-based services

for buprenorphine, and 57.1% of used video-based services.®

¢ We use the term "initiation" for consistency to describe a patient’s initial buprenorphine visit while some studies refer to a is
as "induction"
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A few studies assessed prescriber characteristics associated with uptake of telehealth.
One survey found that prescribers more likely to use telehealth for initiation were younger; of
emergency medicine specialty vs. primary care; were not in an office-based solo practice;
prescribed buprenorphine to more than four patients a month; reported their practice setting
closed during the COVID-19 emergency; and had prescribed buprenorphine remotely to
established patients prior to COVID-19.2” Another found that prescribers were more likely to
use telehealth as their prescribing capacities increased, with 50%, 63%, and 71%, using
telehealth at patient capacities of 30, 100, and 275, respectively. Addiction medicine physicians
used telehealth at higher rates (75%) than physicians from other specialties (61%-63%).2° Some
studies assessed whether any patient factors were associated with receiving buprenorphine via
telehealth. In a study of Medicare Advantage enrollees, younger patients and those in counties
with higher median household income were more likely to initiate treatment via telehealth vs.
in-person.?> On the other hand, in a study of Veterans Health Administration (VHA) patients,
younger patients were less likely to have telehealth visits but were more likely to use video
versus telephone-only when they did have a telehealth visit.3® In a sample of individuals
receiving buprenorphine via a mobile health clinic, women and white individuals were more
likely to be initiated via telehealth vs. in person.?’
2.2. Feasibility of Telehealth Buprenorphine

Multiple studies found that telehealth successfully engaged buprenorphine patients
with various health and socioeconomic challenges. This included veterans,3¢ individuals
experiencing homelessness,*®39 individuals with co-occurring psychiatric needs,?® individuals
with criminal justice involvement,3® individuals from rural areas,*! individuals who inject

42 and individuals from minoritized racial/ethnic groups.3® Multiple studies analyzed

drugs,
patient data from ‘low-threshold’ buprenorphine treatment programs, which aim to eliminate
as many barriers as possible to accessing care.*® Many such programs offered telehealth
programs out of mobile vans,3”44 SSPs,404245 and COVID-19 isolation sites®® to provide
continued access to buprenorphine initiation and continuation during the pandemic.?®4® These

programs reported high acceptability and feasibility of patient engagement exclusively via

telehealth.3839.46:47
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Studies of low-threshold programs noted the importance of offering telephone-only
options for patients who did not have access to video technologies.*” A few studies thus
assessed the feasibility of buprenorphine treatment via telephone, without video technology.
An assessment of four telehealth programs across four states found high acceptability of
telehealth initiation, with over half of the visits via telephone.*” Another study of one
buprenorphine practice found that 94.6% of 75 patients had at least one documented

telephone-only visit.*®

2.3. Practice Modifications to Support Telehealth

Many studies explored other changes to MOUD service delivery implemented to
support the shift to telehealth-based buprenorphine. Some mentioned the implementation of
home-initiation protocols, either via staff education3® or use of support technologies such as
the “BUP Home Induction”® app.*® A program located in a jail described having staff monitor
buprenorphine intake for patients who met with a prescriber via telehealth.*® Programs also
used check-in calls to support patients’ in the transition to telehealth and other difficulties
during the pandemic.3”38 Others offered patients the option to access remote technologies
from a clinic to communicate with a prescriber if they did not have access to personal
technologies for telehealth visits.>® Others shifted psychosocial services to virtual platforms,>!
discontinued or required less frequent drug screening,?®2%:3237415152 or required less frequent
psychosocial service utilization.?>°! Some practices offered longer days-supply to reduce
burden,?%323751 while others offered shorter days-supply to encourage more frequent check-
ins.30
2.4. Patient Positive Experiences with Telehealth

Many studies found that patients highly supported a telehealth option. They valued that
telehealth facilitated initiation and supported access to MOUD throughout the pandemic.>3>*
Additionally, telehealth reduced transportation and other geographic barriers,?°> improveed
patients’ ability to serve as caretakers®® and helped them better cope with opioid withdrawal.>?

Some described virtual visits as less stigmatizing, more comfortable, and fostering self-
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empowerment and mutual respect between patients and providers.>® Some specifically
emphasized the importance of having a choice in treatment modality (in-person vs.
telehealth).>® In a community-based survey that asked about buprenorphine telehealth
experiences, 92.8% of participants said that they had the internet/phone connection they
needed, 88.6% said they got clear instructions about how to connect, and 84.5% said their care

was going pretty well.?*

2.4. Patient Challenges with Telehealth

Despite overall support for telehealth flexibilities, some patients expressed experiencing
challenges. They noted that remote visits did not allow them to connect as well as in person,
including the loss of tactile connections, which could lead to isolation.>® Some noted that in-
person care was helpful when experiencing the physical effects of drug use or withdrawal, and
that it facilitated meeting their health care needs in one place.>® Some patients perceived
virtual visits as less serious or easier to delay.>® Some patients also reported experiencing unfair

treatment by clinic staff via phone®® and bureaucratic hurdles at the pharmacy.>®

2.5. Prescriber Positive Experiences with Telehealth

Buprenorphine prescribers generally supported the ability to prescribe buprenorphine
via telehealth, with most expressing few to no challenges.?”-?8303157 Some even noted that they
observed better engagement and retention in treatment.3? Other observed benefits to patient
care included having a better understanding of patients’ lives by being able to see into their
homes; reduced burden of patient surveillance from fewer in-person visits and urine drug
screens; reduced crowding and exposure to COVID-19; reduced burden of seeing people or
places associated with past drug use or trauma; and reduced transportation challenges for
those who live in rural areas or have competing responsibilities like work and childcare.?%:31.0.56~
>8 |n addition, some described the ability to provide initiation via telehealth as critical to
engaging new patients with ambivalence or fluctuating motivation for treatment by allowing for

initiation when a patient was ready.>°
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Many prescribers support temporary telehealth flexibilities becoming permanent,2°:30:50
including one survey that found 85% of 971 prescribers in support.2° Some mentioned that
reinstating the in-person requirement would be detrimental and prevent patients from
accessing needed treatment.3® Many specifically mentioned maintaining hybrid models that
allow in-person or telehealth care flexibility depending on provider and patient needs and
preferences.3%°° Some prescribers mentioned the benefit telehealth afforded them personally,
such as workplace flexibility>® and improved clinic operation efficiency.3! Many noted the need
to secure equal reimbursement for telehealth services.3%°!

Some studies assessed factors influencing whether and when prescribers preferred in
person vs. video or audio visits. In a study of SUD service providers, respondents preferred
video to telephone for most SUD services, but believed audio services were more accessible.
Some prescribers noted prioritizing telehealth for patients at high risk for COVID-19 morbidity
or living far away,3! while preferring in-person visits for patients who were new, had recently
relapsed, had a history of medication non-adherence, lacked devices to support telehealth,
were homeless, or had comorbid conditions that required a physical exam or laboratory
testing.3! Prescribers noted using the telephone for patients with limited computer literacy, or

who lacked devices, disliked video, or experienced technical problems with video visits.?!

2.6 Prescriber Challenges with Telehealth

While prescribers generally supported telehealth practices, many noted challenges or
drawbacks, and some preferred telehealth not replace in-person care for an extended period.3!
Noted challenges included inability to rely on clinical tests to monitor treatment adherence,>®
patient distractions while on video,® inadequate technology among patients or clinics,** and
issues with pharmacy dispensing following telehealth visits.>> Some felt uncomfortable caring
for new patients via video visits,? or had difficulty adapting to the reliance on technology,
reduced communication across care teams, and potential for increased liability.?832 Others
mentioned hesitancy due to a lack of regulatory clarity,? financial challenges due to lower
reimbursement for telephone-only visits, or cost challenges related to purchasing

technologies.?®
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Other reasons noted for preferring in-person visits was to gather “tangible and
intangible” information®® or better engage and connect with patients.3%°° Some said they
thought patients preferred in-person visits®? or benefitted more from them, especially when
patients had co-occurring mental health needs.>® Some mentioned the difficulty of observing
specific physical symptoms of opioid withdrawal via telehealth, detecting “lies” about drug use
or diversion,3! or believed telehealth could increase diversion and other risks.>* Some
mentioned difficulty balancing patient preferences with clinician perceptions of patient
“stability”>? and shifting from “paternalistic” standards of care such as frequent drug screens.>®
Some of these preferences were associated with provider characteristics. For example, in one
study, prescribers working in an OTP were less likely than prescribers working in other settings
to prefer telehealth visits.?® In a study of buprenorphine prescribers, those with fewer OUD

patients were less likely to report feeling comfortable treating patients via telehealth.2®

2.7. Telehealth Impact on Buprenorphine Utilization

Multiple studies compared buprenorphine utilization and initiation rates before and
after pandemic flexibilities were implemented. However, they did not always distinguish
whether telehealth was involved. One study in a family medicine clinic reported that total
MOUD visits increased during the pandemic (436 pre vs. 581 post, p < 0.001), while new patient
visits remained constant (33 pre vs. 29 post, p = 0.755).%! A study of Texas prescription records
found that in the 90 days after the COVID-19 national emergency declaration, 36,225 patients
filled buprenorphine prescriptions, up from 30,013 in the preceding 90 days (p < .001). While
the number of new buprenorphine patients increased from 4,291 to 13,604 (p < .001), the
number of existing buprenorphine patients declined from 25,722 to 22,621 (p < .001).%°
Another study of Wisconsin Medicaid claims found buprenorphine prescriptions remained
stable at about 28% of eligible beneficiaries with OUD leading up to and during early months of
the pandemic.®? A study using Optum commercial and Medicare claims found no decrease in
medication fills or visits among patients receiving MOUD in the first three months of the

pandemic. However, they did find that fewer individuals initiated OUD medications.?
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2.8. Telehealth Impact on Buprenorphine Retention

Other studies aimed to assess the impact of the new flexibilities on patient retention. A
study of patients in one urban buprenorphine treatment program found a not statistically-
significant increase in patient “show rate” from 74.1% (n = 497/671) for prior routine in-person
care t0 91.7% (n = 166/181) for telehealth visits (p=.06).%* In another study of 81 patients at a
community clinic, those referred during the pandemic were more likely to be in treatment at 90
days compared to those referred before the pandemic, (68.0% vs. 42.9%, p < 0.05).°2 Another
study assessed 6-month discontinuation among patients receiving buprenorphine from an SSP
and found that, compared to patients receiving care prior to the pandemic, those receiving care
during the pandemic (either telehealth or in-person) had a lower hazard of discontinuation
(respectively, hazard ratios with confidence intervals (Cl) of 0.29 (95% Cl 0.18, 0.47) and 0.49
(95% C1 0.31, 0.77)), with greatest retention among those receiving care via telehealth.®? A
study of patients receiving buprenorphine at a rural federally-qualified health center found
similar 3-month treatment retention rates pre- and post-COVID-19.%3

Some feasibility studies of telehealth-based buprenorphine programs established during
the pandemic also reported rates of engagement or retention. While these standalone
assessments lacked a comparison group, most reported high rates of continued treatment
engagement (60% or higher) in the 30 days following the initial prescription.44647.64 One study
found high levels of treatment retention (>80%) at one year among patients who initiated or
continued treatment via telehealth through a mobile van program.3’ Finally, one study, among
a sample of VHA patients who initiated buprenorphine following COVID-19—-related regulatory
changes, found higher odds of retention among those who had telehealth visits compared to
those who had only in-person visits (odds ratio (OR) 1.31; 95% Cl, 1.12-1.53).2®* However, among
those who received telehealth, odds of retention was higher among patients who had video

visits than only telephone visits (OR: 1.47; 95% Cl, 1.26-1.71).3¢

2.9. Telehealth Impact on Adverse Outcomes
No studies in our review empirically studied the impact of these flexibilities on

overdose, illicit drug use, or buprenorphine diversion. However, two studies assessed whether
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there were any adverse events associated with telehealth initiation: A study of 12 patients
initiated on buprenorphine in a COVID isolation site reported no serious adverse events,® and a
study of 199 patients who accessed a virtual buprenorphine program reported few adverse
events, including 21 patients who reported withdrawal during induction, four musculoskeletal
pain, and one overdose (not necessarily involving buprenorphine).3® Only one study assessed
buprenorphine adherence by reviewing toxicology records of 21 patients from an office-based
treatment program and found a change in positive buprenorphine screens from 92% of patients
pre-pandemic to 76% post-pandemic. However, no tests were performed to assess the
statistical significance of this change, and no data was reported on what percent of patients

were receiving telehealth.*®

3. Discussion and Policy Implications

The wealth of published evidence around the use of telehealth for buprenorphine
treatment during the COVID-19 pandemic helps inform important and time-sensitive policy
considerations. Following the recent removal of the federal X-waiver requirement for
buprenorphine prescribing, questions about the mode of delivery become even more central to
expansion efforts for buprenorphine treatment going forward.®® Until the pandemic, DEA
regulations® made it unlawful for prescribers to use telehealth to initiate patients on
buprenorphine. A major finding of our review is that once regulators cleared the way for
telehealth initiation, many prescribers and patients took advantage of this new mode of care
delivery, including some who might find in-office care to be out of reach for any number of
factors. Telehealth visits rapidly increased across various care settings for initiating and
continuing buprenorphine treatment. As a result, allowing telehealth likely strongly contributed
to relatively stable levels of buprenorphine usage after the pandemic began.

In addition to being feasible, initiation of buprenorphine via telehealth was found to be
successful for a variety of patients and generally associated with better retention in care. While
the evidence on adverse outcomes was limited, it suggests that telehealth was associated with
few-to-no-overdoses, which is consistent with protective effects and known safety profile of

buprenorphine.? Since the completion of our review, a recently published study found that
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despite increasing overdose deaths during the COVID-19 pandemic, there was no increase in
the proportion of overdose deaths involving buprenorphine.®” Patient experiences were
overwhelmingly positive for many reasons including decreased burden, less stigmatized
interactions, increased access and freedom, and reduced risks of exposure to COVID-19.
However, such experiences varied across patients, as some did not prefer telehealth to in-
person care. This dynamic was generally similar among prescribers, with some enthusiastic
about telehealth and hopeful that the flexibilities would continue. Others acknowledged
challenges that made telehealth less preferred for them. The preponderance of studies in this
review supports the idea that patients and prescribers generally agree that telehealth
flexibilities should remain, even while acknowledging that telehealth should not go so far as to
replace in-person care for everyone.

The future of telehealth use for buprenorphine is currently in question as the Biden
administration announced that the COVID-19 PHE will expire on May 11, 2023. Policymakers
should consider the evidence of support for and success of the buprenorphine telehealth
experience and act to officially retain telehealth as a mode of initiation for buprenorphine. So
far, SAMHSA has proposed a rule to continue to make telehealth available in the OTP setting,'*
but for all other prescribers, DEA has proposed to extend only a portion of its pandemic
flexibility for buprenorphine initiation.'>® The new DEA rule proposes that while prescribers
may initiate buprenorphine treatment for 30 days, the patient must make an in-person visit to
continue treatment. This is despite prior legal research showing that the DEA possesses ample
regulatory authority to keep all of the current regulations, without limits on duration of
telehealth.%®

Findings in our review highlight that a lack of clarity around telehealth regulations may
create apprehension to provide these services.?®3%32 DEA’s proposed requirement for an in-
person visit!® may lead to uncertainties around prescribing, limiting uptake. In addition, many
studies pointed to the benefits of reaching otherwise hard-to-engage populations via
telehealth,383946 making it likely that a 30-day mandate for an in-person visit will prevent some
at-risk patients from engaging or continuing in care. Given these findings, the DEA should

consider removing in-person requirements altogether. Congress could also legislate to make
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the full pandemic telehealth flexibilities permanent by making audio-only prescribing for
buprenorphine clearly acceptable under the Ryan Haight Act. Recent legislation that extended
Medicare coverage for telehealth and eliminated the X-waiver demonstrates that there may be
a political appetite for such changes that improve access to MOUD.®°

Even after making these telehealth flexibilities permanent, at least two other policy
questions remain. For both, we emphasize that additional access could save lives and suggest a
policy approach prioritizing access over other precautionary concerns. Our findings also imply
that a treatment landscape without a realistic telehealth option likely means some patients,
and perhaps those at greatest risk, will not receive treatment.

First, policymakers should be neutral between video and audio-only telehealth for
buprenorphine initiation. DEA’s proposed rule permits audio-only telehealth if the patient does
not agree to video, but requires the prescriber to document the patient’s reason for declining
video. This implies that the prescriber’s preference is video, when in fact that prescriber’s
judgment might be that an audio-only connection is medically acceptable. In reviewed studies,
some prescribers preferred video to audio-only modes of communication, but also recognized
the access trade-offs of requiring video, a sign of the complexity of this policy choice.
Importantly, our review did not identify substantive evidence that audio-only is less safe or
effective than video telehealth. Therefore, as attitudes towards telehealth evolve, it may be
wise for policymakers to allow for true flexibility rather than putting a thumb on the scale for
video.

Second, the federal government should consider how it might support implementation
and adoption of telehealth for buprenorphine initiation. Technical assistance or grant support
could help prescribers adapt to new technologies offering secure, HIPAA-compliant, and high-
quality telehealth services. With this support, prescribers may consider other practices that
may be needed to make telehealth a practical option, such as the frequency of urine screening
or shifting other support services online.”® Our review found that some prescribers, such as
older prescribers, those in solo practices, and prescribers treating smaller numbers of OUD
patients, lagged behind their counterparts regarding telehealth uptake. Further research is

needed to determine if policy interventions, such as training, financial incentives, and more
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favorable reimbursement rates for telehealth visits,’Y’2 are cost-effective in encouraging
telehealth uptake among prescribers. This will be particularly important in expanding these
practices to prescribers who were previously not X-waivered but may now consider prescribing
buprenorphine. Of course, 100% telehealth uptake is not necessary for a telehealth policy

option to improve and save lives.

Limitations

First, our search was confined to peer-reviewed studies published before November 15,
2022, and may have missed more recent studies. Second, the synthesis and interpretation of
the evidence were limited by small sample sizes, variation in settings, time periods assessed,
outcomes, and methods used to answer each research question, including solely descriptive
approaches. As a result, many of the associations described are not causal. Third, social
desirability bias may be present in responses to self-report surveys and interviews. Fourth, the
multiple social and structural changes in the pandemic make it challenging to attribute
outcomes directly to telehealth regulatory changes. Outcomes should therefore be interpreted

in context.

Conclusion

Under pressure from the pandemic, federal regulators allowed prescribers to initiate
patients on buprenorphine via telehealth without first evaluating them in person. Our review
finds that many prescribers and patients took advantage of the telehealth option, with a wide
range of benefits and few downsides. As a result, federal regulators—including agencies and
Congress—should continue the use of telehealth for buprenorphine initiation. Unfortunately,
the PHE is set to expire soon and DEA’s proposed rule fails to carry its full pandemic flexibility
forward. Given the significant enthusiasm for telehealth and limited-to-no evidence of bad
outcomes, DEA should broaden its proposal. If it does not, Congress should act to ensure

continuous and low-barrier access to this lifesaving treatment.
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Table 1. Characteristics of Included Studies

Study Design n (%)
Observational outcomes study 22 (53.66)
Qualitative study 10 (24.39)
Closed-ended survey 10 (24.39)
Setting of Buprenorphine

Treatment

Physician Office-Based 11 (26.83)
Virtual Clinic 4 (9.76)
Opioid Treatment Program 3(7.32)
Syringe Service Program 4 (9.76)
Mobile Clinic 2 (4.88)
Detention Center 1(2.44)
Multi-Setting 13 (31.71)
Other/Not specified' 5(12.2)
U.S. Region

Northeast 14 (34.15)
South 6 (14.63)
Midwest 1(2.44)
West 4 (9.76)
Multistate 16 (39.02)

'Other settings included private and public addiction treatment clinics,>® outpatient setting,3!
Veterans Health Administration3® low-barrier, outpatient OUD treatment programs>°
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Table 2. Selected quotes from qualitative studies capturing patient and provider experiences

How did use of telehealth for buprenorphine treatment influence perceptions and experiences of
buprenorphine patients?

Patient Positive Experiences

"I feel like it’s better when it was video on the phone, because | was in my own personal space where | felt
more relaxed, more comfortable. It wasn’t such a clinical setting that made me feel nervous and made me
feel more like | was a patient or where | was being looked down upon.”>3

“I don’t like to go to a doctor’s office where there’s germs...it"s an unnecessary risk. If there’s another
avenue to be able to perform the same function rather than going to a place that is infested with different
bacteria in a dirty, scummy doctor’s...l just don’t want to be in that airspace. | don’t want to be around other
people that are infectious.”>3

“It could take the whole day to find a ride and get there and back otherwise">>

“I’'m a single mom of two children and with COVID and them doing school at home, | can’t exactly leave kids
at home, so the virtual visits, they were just the better option.”>3

“1 think there’s some trust that is established [in virtual visits] that wouldn’t be established otherwise. | find
that to be a positive thing. It makes me feel warmer towards you guys as an organization, because there’s
not this level of distrust that comes along with constant observation... you guys just kind of trust that we’re
taking care of ourselves, and trust that if we’re not, we would tell you.”>3

Patient Challenges
"Well | just find when visits are in-person... you’re seen as more of a person.">3

"As an addict you definitely need human contact and care and love and respect. It’s something you’ve lost
from other people and yourself, so to have that from somebody, especially in the medical profession...is
really something, it mattered.”>3

How did use of telehealth for buprenorphine treatment influence perceptions and experiences of
buprenorphine providers?

Provider Positive Experiences

“For the patients who've been maintained in care, and that’s the majority of them, by and large they’ve
really liked [telehealth]. | think it allows them a lot of flexibility. Some of my patients are parents to younger
children and so childcare was always an issue...[Patients] would often tell me they would miss an
appointment because they couldn’t get off of work. So, being able to kind of see their provider and see their
treatment team without it being so disruptive, | think has been overall positive.”>°

Patients have been very satisfied, and in fact, patient satisfaction has improved and ‘no show rates’ have
dramatically

decreased which has improved the outcomes for many patients (especially those who lived at a significant
distance from the clinic or with significant financial or transportation challenges).”’?

“Virtual visits have been a joy, | know my patients much better and outcomes are improved.”’?®

“I have 100% compliance [no no shows]. Because like if they say, ‘Call me at one o'clock,” then they're there,
they're ready to roll. Whereas in office, they roll in late sometimes, or no show at all. So, it definitely
increased patient engagement.”3!
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"Patients talk. . .more by telemedicine than before.”?®

"[Telecare] is really polarizing. There are some folks who greatly benefited from this shift to telecare, people
that didn’t want to come in for their induction, were now able to tackle that at home, without ever setting
foot in a clinic. And for those folks, it was transformational. | mean, | can think of a few sex workers that
were living in a motel who, you know, over the weeks of getting to know me and me showing up with
donuts and like hugs, | guess not hugs because COVID, fist bumps, and just like, you know, explain to them,
you know, how easy it would be. Like | can literally go to the pharmacy and pick it up for you and you can be
like, yeah, have your meds, you know, in your house tonight. And, um, also comfort medicines to get you
through the ugly part [of withdrawal], you know? And there was a few people that definitely would never
have stepped foot in that building because it’s in the County building where probation is and, um, DSS and,
you know, all the bureaucracy that they’ve been treated so poorly by their whole lives. So the fact that they
could skirt around that was huge. And | do believe that | know at least like five folks, you wouldn’t never
gone on bup if it weren’t for a telecare.">®

“I'have a lot of patients who will never want to go back...A lot of people don't have transportation, gas
money. We live in a rural area so it's hard. | have patients that drive an hour to come and see me, so if it's
easier to just put up their camera versus driving an hour and an hour back. So, it's definitely been more
convenient. | don't see that things are going to go back to 100% normal once the pandemic's over, because it
just doesn't make sense after it's been working this way.”3!

The beauty of this ritual is that it’s — so I’'m working with patients right now in rural Pennsylvania where
buprenorphine is very kind of random, but the accessibility to it, the lack of stigma, not having to go to a
clinic and possibly see other people and it’s like the floodgates have open, people are really gravitating
towards this platform.>’

Provider Challenges

“I'like to connect with my patients in the room, the body language. It’s hard, right? We like can’t give hugs.
That’s what we do. We connect with the patients. [Telehealth] was better than nothing, so I’'m really grateful
that we didn’t have to be completely disconnected to our patients, but it’s not the same.”°

On telehealth initial bupe visits: “If you look at the guidelines, they're very inconsistent. We've reached out
to the DEA for clarification, and we've gotten two different stories or answers, so we personally chose not to
doit”3°

““[1] miss the direct [patient] interaction and would not do well providing only telehealth.”?8

“There's a lot of times when you make a decision to initiate suboxone for somebody through
videoconferencing you are relying more heavily on patient endorsement of those symptoms so you run a
higher risk of putting somebody in withdrawal because they are telling you they are having withdrawal
symptoms but you can't assess as well to observe those symptoms...there is a responsibility on patients to
be truthful with you about those things.”3!

“It has been difficult to engage patients who do not have access to a phone. We have purchased phones to
distribute among these patients, however it is a major cost for our clinic [and] required diverting funds from
other programs.”’28
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Table 3. Summary of evidence by policy-relevant question of interest

1. How did use of telehealth for buprenorphine treatment become implemented?

A. Uptake of telehealth for buprenorphine treatment increased following the pandemic regulation changes?3-3651

B. Initiation of buprenorphine via telehealth was feasible using both video and audio-only technologies, and was
successful at engaging patients with health and socioeconomic challenges.3674244-48

C. The shift to telehealth was often accompanied by several practice modifications to support continued patient
engagement.28‘30'32'37‘39'41'45'49‘52

2. How did use of telehealth for buprenorphine treatment influence perceptions and experiences of
buprenorphine patients?

A. Patients reported positive experiences with receiving buprenorphine via telehealth, noting it allotting greater
ease and flexibility, reduced burden and stigma, and improved autonomy,242853-55

B. Some patients expressed challenges with telehealth, including a lowered sense of connection, and ongoing
hurdles in accessing medications through remote visits.>3>>°6

3. How did use of telehealth for buprenorphine treatment influence perceptions and experiences of
buprenorphine providers?

A. Many prescribers expressed positive experiences with telehealth, noting benefits to patient care and reduced
barriers for initiating and continuing treatment. 2273250515658 pregcribers often preferred video technologies over
audio only, but believed audio services could be more accessible to patients.3135°1

B. Prescribers noted some challenges and drawbacks of telehealth visits relative to in-person care, including lack

of access to technologies, reduced connections and contact with patients, and costs associated with remote
visits,26:28,30-32,50,51,55,58

4. How did use of telehealth for buprenorphine treatment impact utilization and retention in buprenorphine
treatment?

A. Population-based rates of buprenorphine utilization remained relatively stable pre and post-pandemic, but
rates of initiation varied across care settings and patient samples.2341>960

B. Telehealth flexibilities were generally associated with equal or improved retention in care.36:37:444647,52,61-64

5. How did use of telehealth for buprenorphine treatment impact adverse outcomes such as illicit drug use,
treatment non-adherence or diversion, and overdose?

There was limited assessment of illicit drug use, treatment non-adherence, diversion or overdose risk, but
findings did not indicate major concerns around these adverse events.383%48
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Figure 1. Studies considered and selected in the narrative review
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