March 30, 2023
[TO BE SUBMITTED ELECTRONICALLY VIA REGULATIONS.GOV]

Drug Enforcement Administration

Attn: DEA Federal Register Representative/DPW
8701 Morrissette Drive

Springfield, VA 22152

RE: Docket No. DEA-948
To the Drug Enforcement Administration (DEA):

AMERSA, Inc (Association for Multidisciplinary Education and Research in Substance use and
Addiction) supports the DEA’s efforts to update federal regulations related to buprenorphine
telehealth.

AMERSA, founded in 1976, is a non-profit professional organization with a mission to improve
health and well-being through interdisciplinary leadership and advocacy in substance use
education, research, clinical care, and policy. Its membership consists of 450 experts in the field
of addiction from multiple disciplines, including but not limited to, physicians, nurses, social
workers, psychologists, dentists, pharmacists, and public health professionals. Many of us serve
on the frontlines of the overdose crisis as federally funded scientists, teachers, treatment
providers, and expert public health consultants, including to the DEA. As an organization deeply
committed to improving health and well-being among people with substance use disorders, we
have provided detailed comments on several topics related to the proposed regulations, as well
as making several added considerations that are currently not included.

For the last three years during the COVID-19 pandemic and associated public health
emergency, telehealth has been used effectively and often exclusively by patients to receive
buprenorphine for opioid use disorder (OUD) treatment. Patients and providers are highly
satisfied with this treatment model, which has shown high treatment retention, treatment follow
up, and reductions in overdose deaths.

To maintain and improve OUD treatment access and reduce overdose deaths, we are
urging the DEA to 1) remove the 30-day in person visit requirement and 2) maintain
audio-only telehealth for buprenorphine treatment as a permissible primary modality for
the delivery of buprenorphine telehealth. We recommend these actions be taken through
the allowances granted by the Opioid Public Health Emergency, pursuant to section 319
of the Public Health Service Act.



COMMENTS RELATED TO PROPOSED RULES BY TOPIC

The requirement for an in-person visit and physical exam to continue buprenorphine
after an initial 30-day prescription will impose inordinate barriers to care, is not based
on scientific evidence, and will lead to disruptions in care that may likely result in
increased overdose deaths.

Specific requirements for timing of an in-person evaluation should be removed. If the
regulation must include a time-limit for an in-person evaluation, DEA should extend it
from 30 to 180 days and this requirement should reset after 90 days of an individual
being out of treatment.

AMERSA has significant concerns that the proposed DEA 30-day in-person requirement will
impose yet another barrier to accessing lifesaving buprenorphine treatment that will result in
significant harm. The DEA proposal that would require the buprenorphine prescriber (or another
DEA licensed prescriber in coordination with the buprenorphine prescriber) to conduct an in-
person examination within 30 days is not reasonable.

Requiring an in-person evaluation, especially one within 30 days of an initial
buprenorphine prescription, will remove any option of buprenorphine access using
telehealth for hundreds of thousands of people. As DEA Administrator Anne Milgram has
said in the proposed regulations, “DEA is committed to ensuring that all Americans can access
needed medications.” Unfortunately, the proposed 30-day in-person requirement would
undermine this goal, limiting access to these needed, lifesaving medications.

Most individuals cannot reasonably obtain an in-person evaluation within 30 days
that meets the proposed DEA criteria for buprenorphine prescribing. Scheduling in-person
visits with a primary care clinician is already challenging regardless of OUD status. Currently,
more than 100 million individuals in the US do not have a primary care provider, and the
average wait time for a new primary care visit is 26 days." For others who have a primary care
provider, the average wait time for a routine follow up visit is on the order of weeks to months.
For people with OUD, access to a buprenorphine prescribing clinician who can offer in-person
visits is further constrained. Almost 40% of US counties do not have any buprenorphine
prescribers, and the median buprenorphine capacity is 4 prescribers per 100,000 people.?
Appointment wait times with existing buprenorphine prescribing clinicians range from 2 weeks to
4 months, while nearly 75% of clinicians do not have any available appointments.? Although the
recent elimination of the buprenorphine X-waiver is expected to increase the supply of
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buprenorphine prescribers, this increase will likely take years before an adequate supply of
buprenorphine prescribers is reached. Requiring an in-person evaluation within 30 days for
patients seeking buprenorphine treatment is unrealistic given the existing barriers to
accessing in-person care and will create unnecessary and stringent barriers to treatment
access.

Patients with OUD already face inordinate barriers to lifesaving treatment, and
imposing a 30-day in-person evaluation requirement for telehealth treatment initiation
adds to these barriers. For decades, we have barely moved the needle on the OUD treatment
gap, with less than 20% of people with OUD in the US receiving any form of medical treatment.*
The many barriers for people with OUD seeking treatment include: long commutes to nearest
treatment or lack of transportation to get to in-person treatment; lack of paid time off or back up
childcare to attend frequent required appointments; work and insurance policies that discourage
the disclosure of addiction treatment; lack of insurance or being underinsured. These barriers to
addiction care disproportionately affect those living in rural areas, persons who are Black,
Indigenous, Latinx, and other socially and economically disadvantaged groups. Telehealth has
been an important tool that helps bridge some of these treatment barriers for patients with OUD,
and high-quality telehealth for buprenorphine treatment is feasible and essential. People with
OUD who face many existing barriers to care will likely face significant disruptions in
buprenorphine treatment if they are required to complete an in-person evaluation within
30-days of initiating treatment through telehealth.

People with OUD who are initiating treatment are particularly vulnerable to return
to using non-prescribed opioids and are at high risk for overdose death with any
disruption in buprenorphine treatment. Robust scientific and public health data show that
buprenorphine saves lives, and patients do best when they are retained on buprenorphine for at
least 6 months.® Individuals who are tapered off buprenorphine within 28-day period have higher
likelihood of returning to non-prescribed opioid use in 3 months,® and 93% of individuals with
OUD who complete shorter than a month’s worth of buprenorphine treatment will return to non-
prescribed opioid use.” The supply of non-prescribed opioids is easily accessible, dramatically
variable in potency, and dangerous, dominated by fentanyl and fentanyl analogs. Still, patients
who experience opioid withdrawal symptoms will seek out this supply for relief, knowingly risking
the chance of a fatal overdose. It is imperative to allow patients to continue buprenorphine
for as long as is needed for their treatment. Even a single day of sudden discontinuation of
buprenorphine results in withdrawal that is traumatic, discouraging, and poses risk of recurrent
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use of non-prescribed opioid use. Given the toxic nature of the current drug supply, a return to
use has a high likelihood of death.

The proposed rule that an in-person evaluation be completed within 30-days of
telehealth-initiated buprenorphine for OUD is not backed by evidence. The 30-day time
period is arbitrary and does not reflect the realities of barriers that patients with OUD face. The
regulation as it is currently proposed suggests that no treatment after 30 days is superior to
ongoing virtual care regardless of the quality or lack of alternative options that patients may
have. During the ongoing opioid public health emergency, we urge DEA to not require an in-
person examination. If the regulation must include a temporal requirement for receipt of in-
person evaluation, we recommend this time limit be extended to 180-days or longer to ensure
continuity of care and to prevent the negative health outcomes of stopping medication treatment
including withdrawal, return to use, overdose, and increased utilization of health care resources.
If a patient has not received an in-person evaluation within 180 days of a telehealth prescription,
we recommend that prescribers be permitted to provide a subsequent prescription by telehealth
if the patient has not been in their care in the last 90 days.

INFEASIBILITY OF PHARMACY VERIFICATION OF AN IN-PERSON VISIT

The requirement for an in-person visit after an initial 30-day telehealth buprenorphine
prescription cannot practically be verified by pharmacists, thereby placing an undue
burden on pharmacists, patients, and prescribing clinicians. This verification would be
infeasible in many situations and thus create a new barrier to dispensing
buprenorphine in addition to existing pharmacy-related barriers

As pharmacies already face deficits in willingness to stock and dispense
buprenorphine, these proposed rules would significantly limit buprenorphine
prescription refills, and essentially revert back to pre-COVID-19-erabuprenorphine
prescribing only following in-person visits.

Whether the prescribing practitioner has conducted the required in-person visit
after an initial telehealth buprenorphine prescription cannot practically be verified by
pharmacists. DEA’s proposed rules do not explicitly describe the pharmacist’s role nor
their needed process to verify the requisite in-person visit has been completed. Current
regulations on pharmacists’ controlled substance “corresponding responsibility” would
likely be interpreted as requiring them to take actions to verify fulfillment of in-person
exam requirements to meet the “legitimate medical use” legal standard before
dispensing. Without these defined processes, and with very limited time before the
COVD-19 PHE ends, we expect pharmacists and pharmacy businesses to refuse refills
beyond the arbitrary 30 days. Sublingual buprenorphine products for OUD are most often
dispensed for outpatient use by community pharmacies. Thus, it is critical that the impact of this
proposed restriction on pharmacists be carefully considered. Concerning deficits in pharmacists’
willingness to stock and dispense buprenorphine for OUD have been identified even under



current regulations.®® Particular bias against non-local and telehealth prescribers has been
noted and appears related to concerns about DEA scrutiny and opaque wholesaler
limitations.'® 112

AMERSA supported abolition of the X-waiver and believed this action would have a
positive impact on pharmacy stocking, dispensing, and future collaborative prescribing.
However, implementation of this proposed restriction on telehealth prescribing would spoil this
achievement by adding a new layer of confusion — and an undue and unpaid burden on
pharmacists — related to buprenorphine dispensing. Recent civil cases in states and counties
across the country targeting pharmacy chains have sought to establish a far-ranging definition
of a pharmacist’s corresponding responsibility related to controlled substance dispensing. As a
result, pharmacists and pharmacy chains reasonably fear that their failure to aggressively police
every buprenorphine prescription will lead to future punitive actions by regulators and financial
penalties in court.

Thus, it is a relative certainty that, although the DEA’s proposed rules do not place
specific requirements on pharmacists, pharmacists would interpret the DEA’s proposed rule to
require them to undertake a proactive process for investigation and documentation of the origin
of EVERY buprenorphine prescription. Pharmacies would be faced with at least three major
challenges when considering how to meet this new obligation: (1) lack of interoperability
between prescriber electronic health records and pharmacy dispensing systems, (2) lack of
interoperability between dispensing systems in different pharmacy chains, and (3) episodic use
of buprenorphine due to the chronic nature of OUD. Given these challenges, pharmacies
would be likely to implement policies with the following components for the following
reasons:

1. Refusal to dispense any telehealth (if indicated) prescription for buprenorphine
regardless of whether an in-person evaluation for OUD had already been completed by

a referring clinician, due to:

o Infeasibility of confirming the validity of the prior in-person evaluation for OUD
completed by a different referring clinician; and

o Infeasibility of confidently determining that the patient had not already received
an initial 30-day telehealth prescription filled by another pharmacy
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2. Requirement to call the prescriber’s office and confirm that any initial in-person
prescription was issued following an in-person evaluation prior to dispensing, due to:
o Uncertainty regarding the setting of the prescriber visit even when their physical
address is proximal given the increased prevalence of telehealth programs; and
o Fear of future punitive action by regulators and financial penalties for anything
less than documentation of a live discussion with a representative of the
prescriber.

Prior research shows it can be challenging for pharmacists to reach buprenorphine prescribers
with these types of clarifying questions, and that responding to these types of questions can be
disruptive to the prescriber’s workflow."" The additional administrative burden associated with
these policies would lead some pharmacists to simply refuse to dispense buprenorphine
altogether. This type of blanket refusal may even be codified as policy governing all pharmacists
by some independent and small chain pharmacies. Short of refusing to dispense buprenorphine
altogether, pharmacists and pharmacies may establish approximate physical distances from the
pharmacy’s physical address (e.g., 10 miles) that they deem likely to indicate that an in-person
visit did not occur and to refuse to even consider those prescriptions. Stringent requirements
like this have already been implemented by Wal-Mart pharmacies, leading clinicians to seek
alternative locations to send prescriptions. These actions would have a disproportionate
negative impact on people living in rural communities given the lower density of both
pharmacies and buprenorphine prescribers.’'

For the reasons outlined above, this proposed restriction on telehealth prescribing of
buprenorphine would, for many patients, effectively mark a return to telehealth prescribing
restrictions that were in place prior to the COVID-19 Public Health Emergency. Given the
publicity that this announcement would bring and the far greater prevalence of telehealth
prescribing of buprenorphine in 2023, this proposed restriction would also prompt increased
scrutiny of in-person prescriptions for buprenorphine. The result would be life-threatening delays
and disruptions in care leading to recurrence of use and death for many people with OUD.

RISK OF RISING OVERDOSE DEATHS FROM LIMITING TREATMENT ACCESS SHOULD
BE PRIORITIZED OVER RISK OF BUPRENORPHINE DIVERSION

Expanded use of buprenorphine by telehealth increases treatment access and
retention and reduces overdose deaths. In the fentanyl era, the risk of overdose from
ongoing fentanyl use outweighs risks of buprenorphine diversion.

Buprenorphine access is critical for reducing overdose deaths and improving
innumerable outcomes for people who use opioids. We applaud DEA’s acknowledgement
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of the importance of access to buprenorphine and other medications for OUD in stemming the
current overdose crisis, the agency’s belief that “increasing patient access to MOUD is
necessary to both prevent and ameliorate the catastrophic drug poisonings that are occurring as
a result of fentanyl", and its goal to “do everything in its power to safely expand access to
treatment to prevent further drug poisoning deaths.” Given buprenorphine’s safety profile and its
proven ability to reduce overdose risk among people with opioid use disorder, undue barriers to
access, including requirements for in-person appointments and limitations on audio-only
telehealth, should be eliminated.

Buprenorphine treatment reduces all-cause and overdose mortality by more than 50%,'®
and unintentional overdose involving buprenorphine is exceedingly low. Buprenorphine
treatment is associated with a more than 50% reduction in all-cause and drug-related mortality
across numerous contexts.'®' Buprenorphine improves other outcomes that are important for
individual and public health, including treatment retention, infectious disease transmission,
criminal justice involvement, and quality of life. In one study, buprenorphine treatment was
associated with a 37% reduction in all-cause mortality during the year after a nonfatal
overdose.'® Buprenorphine is far more effective than almost any common medication used for
other chronic conditions and, as the DEA has recognized, it is one of our most critical tools to
address the current overdose crisis.

AMERSA recognizes that the DEA is aiming to reduce potential harms of buprenorphine
diversion without limiting treatment access when drafting these proposed regulations. In
the proposed rule, DEA writes that it “believes increasing patient access to MOUD is necessary
to both prevent and ameliorate the catastrophic drug poisonings that are occurring as a result of
fentanyl." AMERSA agrees and notes that the risk of overdose from a poisoned drug supply
from fentanyl is and will be a more pressing societal issue than the risk of buprenorphine
diversion for the foreseeable future. This is due to 1) the pharmacologic safety profile of
buprenorphine; 2) maintenance of other strategies to prevent buprenorphine diversion (patient
health information confirmation and review of PDMP databases); and 3) the fact that diverted
and non-prescribed buprenorphine use is primarily a consequence of insufficient buprenorphine
access.' In fact, when barriers related to pharmacy dispensing, insufficient prescriber supply, or
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other reasons prevent patients from accessing buprenorphine, diverted buprenorphine use
increases.?’ When access to buprenorphine increases, diversion rates will decrease.

Expanded buprenorphine access via telehealth has not increased buprenorphine-related
overdose deaths; limiting buprenorphine access increases overdose risk among people
with opioid use disorder. Buprenorphine is a partial opioid agonist that when taken as
prescribed does not cause respiratory depression among people with opioid tolerance and has
a favorable safety profile compared to full agonist opioids. As a result, buprenorphine-involved
overdose is very rare and typically occurs in association with other respiratory depressant
substances. Widespread access to buprenorphine has been associated with substantial
reductions in overdose death.?’ Recent U.S. data from the COVID-19 pandemic were consistent
with prior findings: very low rates of buprenorphine-involved overdose that did not increase
despite reduced barriers to buprenorphine during the public health emergency.? Furthermore,
receipt of telehealth services for OUD treatment during the COVID-19 pandemic was associated
with lower odds of medically-treated overdose.?® Given the substantial benefit of buprenorphine
access for preventing overdose, the low risk of overdose from the medication itself, and the high
risk of overdose deaths in the non-prescribed opioid agonist supply, every effort should be
made to reduce barriers to this essential treatment.

AUDIO-ONLY TELEHEALTH FLEXIBILITIES FOR BUPRENORPHINE SHOULD BE
MAINTAINED BEYOND THE COVID-19 PUBLIC HEALTH EMERGENCY

Buprenorphine can be safely prescribed by audio-only telehealth with high rates of
treatment follow up. Current audio-only telehealth flexibilities should be maintained as
a primary option for addiction treatment initiation and linkage.

We commend the DEA for maintaining allowances to audio-only telehealth for
buprenorphine treatment, but the current regulation does not go far enough to preserve
recent gains in treatment access. Since March 2020, buprenorphine has successfully and
safely been provided via audio-only telehealth across the United States with high rates of
treatment follow up.?* This was a breakthrough in treatment access, as 21.3 million Americans
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live in “digital deserts™?*, lacking access to sufficient internet, almost a third of rural Americans
lack broadband access, and hundreds of thousands of Americans are unstably housed and lack
access to permanent phones.? Limiting buprenorphine access to audiovisual health
platforms excludes the most vulnerable Americans who already lack access to opioid
use disorder treatment.

CMS has recognized the importance of audio only telehealth in improving access to health care
and defines “interactive telecommunications systems” to include real time, audio-only
communication when necessary and appropriate, such as for the diagnosis, evaluation, or
treatment of a mental health disorder, including opioid use disorder. Allowing audio-only
telehealth, particularly in areas where broadband may be limited (“digital deserts”), would
greatly expand access among populations who face the greatest barriers to life-saving
treatment. The current DEA regulation contradicts CMS’s telehealth definition and would
significantly roll back gains in treatment access under the COVID public health
emergency which successfully and safely expanded buprenorphine treatment access.

We support the option of audio-only telehealth as it is supported and allowed for other
conditions by CMS.? While we agree that the option of audio-visual communication should be
made available to patients, we strongly support allowing individuals continued access to
buprenorphine through a telephonic modality. Removal of this allowance would be
reinstituting an unnecessary barrier. Audio-only buprenorphine telehealth has been provided for
two years with great success. Making it harder for people who want to access buprenorphine
through legitimate means (phoning a DEA registered prescriber) is bad for patients, bad for
public health, and goes against the DEA's own goals. All measures utilized in audio visual
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telehealth to evaluate for and prevent diversion remain intact with audio-only telehealth
including confirming patient identity, electronic prescribing, review of prescription drug
monitoring program databases, and individual receipt of medication at a pharmacy. The person
who cannot access buprenorphine through audio-only telehealth is likely to continue accessing
illicit opioids, which are likely to include fentanyl (placing them at increased risk for overdose) or
potentially even diverted buprenorphine (due to lack of supply of prescribed buprenorphine).
Patient-centered buprenorphine access by telehealth should be permitted while minimizing
documentation burdens on clinicians. Nonetheless, practitioners should follow CMS-issued
guidelines®® on conducting audio-only visits, and should gather all relevant clinical information
needed for both diagnosis and treatment plan formulation, as they would do with an in-person
visit.

Thank you again for your leadership and tireless work to finalize the proposed rules, and for
providing ongoing support to expanding treatment access which will affect hundreds of
thousands of people across the country. If you have questions, or if our organization can be of
further assistance, please contact our Executive Director, Rebecca Northup, at
rebecca@amersa.org.

Sincerely,

Clbivnes. . Hripavt

Deborah S. Finnell, PhD, CARN-AP, FAAN
President, AMERSA, on behalf of the 2022-2023 AMERSA Board of Directors

2Centers for Medicare and Medicaid. Telehealth for Providers: What You Need to Know. March 2021.
Available at: https://www.cms.gov/files/document/telehealth-toolkit-providers.pdf
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