icA
&R Nso

R

OFFICERS

President

William F. Haning, Ill, MD, DLFAPA, DFASAM
President-Elect

Brian Hurley, MD, MBA, DFASAM

Vice President

Timothy Wiegand, MD, FACMT, FAACT, DFASAM
Secretary

Aleksandra Zgierska, MD, PhD, DFASAM
Treasurer

Kenneth I. Freedman, MD, MS, MBA, FACP, AGAF,
DFASAM

Immediate Past President

Paul H. Earley, MD, DFASAM

BOARD OF DIRECTORS

Directors-at-Large

Anthony Albanese, MD, DFASAM

Adam J. Gordon, MD, MPH, FACP, DFASAM
Nzinga A. Harrison, MD, FASAM

Margaret A.E. Jarvis, MD, DFASAM

Marla D. Kushner, DO, FSAHM, FACOFP, DFASAM
Melissa Weimer, DO, MCR, FASAM

REGIONAL DIRECTORS

Anika Alvanzo, MD, MS, FACP, DFASAM

Emily Brunner, MD, DFASAM

Itai Danovitch, MD, MBA, FAPA, DFASAM
Keyghobad Farid Araki, MD, FRCPC, ABAM, FASAM
Teresa Jackson, MD, FASAM

Audrey M. Kern, MD, DFASAM

Kelly S. Ramsey, MD, MPH, MA, FACP, DFASAM
Shawn Ryan, MD, MBA, FASAM

Stephen M. Taylor, MD, MPH, DFASAM

William H. Yarborough, MD, FACP, FASAM

EX-OFFICIO

Nicholas Athanasiou, MD, MBA, DFASAM
Julia L. Chang, MS, MBA

Michael Fingerhood, MD, FACP, DFASAM
Joseph M. Garbely, DO, DFASAM

Jeffrey Selzer, MD, DFASAM

FOUNDING PRESIDENT
Ruth Fox, MD
1895-1989

FDUNDED

(,j“ oF "Oo

aw\“o

American Society of
Addiction Medicine

1954

ASA

March 27, 2023

&
’1’,'3’0

Asath

The Honorable Anne Milgram

Administrator

Drug Enforcement Administration

Attention: DEA Federal Register Representative/DPW
8701 Morrissette Drive

Springfield, Virginia 22152

Re: RIN 1117-AB78/Docket No. DEA-948 - Expansion of
Induction of Buprenorphine via Telemedicine Encounter

Dear Administrator Milgram:

On behalf of the American Society of Addiction Medicine
(ASAM), a national medical specialty society representing more
than 7,000 physicians and associated health professionals who
specialize in the prevention and treatment of addiction and co-
occurring conditions, thank you for the opportunity to comment
on the Drug Enforcement Administration’s (DEA) notice of
proposed rulemaking (the NPRM) regarding the expansion of
induction?® of buprenorphine via telemedicine encounter.

ASAM is deeply committed to ensuring every person with
substance use disorder (SUD) has access to high-quality, full-
spectrum addiction care and to closing the addiction treatment
gap.? This commitment includes advocating for optimizing
telehealth access and utilizing it to advance health equity in
addiction medicine. With the illegal drug supply becoming
increasingly lethal,® and the COVID-19 pandemic’s exacerbation
of challenges faced by people with SUD,* racial and ethnic
health disparities have widened with record numbers of drug
overdose deaths.’ Although telehealth for addiction care grew
more slowly than it did for other types of medical care before
the onset of COVID-19,¢ the pandemic catalyzed sweeping
changes that brought the use of telehealth for addiction care
beyond where it was previously underutilized or prohibited.

The emergency administrative actions of the DEA and the

Substance Abuse and Mental Health Services Administration
(SAMHSA) during the COVID-19 public health emergency
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(PHE), which allowed for greater flexibilities in the treatment of opioid use disorder (OUD) via
telemedicine encounters, have been critical tools for expanding access to OUD treatment.

ASAM applauds the NPRM to the extent it preserves ongoing flexibility for physicians and other
prescribers of controlled medications to initiate prescriptions of Schedule 111-V narcotic’
medications approved for SUD treatment, such as buprenorphine for OUD, via telemedicine
encounter. However, ASAM opposes other elements of the NPRM to the extent they devolve
into the regulation of the practice of addiction medicine without a strong public health
justification; represent poorly tailored controls against diversion; or constitute actions that
threaten public health and safety. In summary, ASAM strongly encourages the DEA to:

¢ Eliminate the proposed in-person evaluation requirement?® for prescribing more than a
30-day supply (across prescriptions) of Schedule IlI-V medications approved for SUD
treatment (including buprenorphine for OUD) while engaging in the practice of
telemedicine, as defined in 21 U.S.C. 802(54)(G), and, instead, reinforce the long-
standing precedent and the DEA's expectation that services and procedures rendered,
including for the evaluation and management of OUD, be for a legitimate medical
purpose by a practitioner acting in the usual course of professional practice and
adequately documented in the patient’s medical record;

¢ Finalize its proposal for continued flexibility in telehealth initiation format (i.e., audio-
only or audio-visual), including its flexible understanding of the term “home,” for
prescribing buprenorphine for OUD via audio-only telehealth initiation;

e Exclude all prescriptions of Schedule I11-V medications approved for SUD? treatment via
telemedicine encounters from the definition of “telemedicine prescription;”1° revisit its
proposed definitions of (1) “telemedicine prescription” and (2) “qualifying telemedicine
referrals” in the proposed rule at Docket No. DEA-407 and consider if there are less
burdensome (and confusing) ways for the DEA to define such terms;

¢ Consider whether its recordkeeping proposals are consistent with the significant public
health interest in expanding appropriate access to addiction medications and if there are
less complex mechanisms to achieve the DEA’s goals without requiring prescribers of
addiction medications to alter their practice workflows;

¢ Delay, at a minimum, any enforcement of new recordkeeping requirements to a time
sufficient for practitioners who prescribe addiction medications to comply with a new
regulatory environment; and

e Continue the COVID-19 PHE telehealth flexibilities for buprenorphine for OUD using its
authorities under the opioid PHE to avoid disruptions to addiction care, which may
increase overdose deaths, while the DEA works towards an improved, final rule, if a final
rule incorporating this letter's recommendations cannot be issued by the end of the
COVID-19 PHE.

In addition, ASAM notes that the Consolidated Appropriations Act, 2023 (CAA 2023), eliminated
the DATA 2000 waiver program. Thus, ASAM urges the DEA to eliminate all references related
to the former DATA 2000-waiver program, including any related separate recordkeeping
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requirements under the DATA 2000-wavier program, prior to finalizing its rule. ASAM offers
further detailed comments below on these recommendations.

Requirement of a Medical Evaluation In Person Or in the Presence of Another DEA Registrant

DEA Proposal

In its NPRM, the DEA proposes new circumstances in which individual practitioners treating
OUD may prescribe buprenorphine via telemedicine encounters, following the conclusion of the
COVID-19 PHE. Specifically, the DEA proposes to add a new paragraph (e) to 21 CFR 1306.04
to clarify when, and for what purpose, an individual practitioner may issue prescriptions pursuant
to a telemedicine encounter under the authority of the proposed 21 CFR 1306.34. Under the
NPRM, such purpose is limited to “maintenance or detoxification treatment,”*! and the proposed
§1306.34 adds requirements for prescribers who initiate prescriptions for Schedule 1l1-V
“narcotic” medications approved for SUD treatment via telemedicine encounters and who have
never conducted an in-person medical evaluation with the patient and are not otherwise
authorized to engage in the “practice of telemedicine,” as defined in 21 CFR 1300.04(i).

Once all proposed requirements are met, the DEA’s proposal would permit prescribing up to a
30-day supply (across all prescriptions) of buprenorphine for OUD via telemedicine encounters
under the authority of the proposed 21 CFR 1306.34, but prohibit additional telemedicine
prescribing of the such medication unless and until an in-person evaluation has been conducted.
As currently proposed, it appears that the required in-person evaluation could be satisfied if one
or more of the following conditions are met: (1) the prescriber conducts a medical evaluation
while the patient is in the physical presence of the prescriber; (2) the patient is in the physical
presence of a DEA-registered practitioner'? while the remote prescriber, patient, and on-site
DEA-registered practitioner participate in real-time, audio-video conference allowing for
simultaneous communication;*® or (3) the prescriber received a “qualifying telemedicine
referral”!* based on the diagnosis, prognosis, or treatment that occurred as a result of the in-
person medical evaluation that was conducted by the referring practitioner. Notably, these
requirements would limit the supply of buprenorphine prescribed pursuant to an audio-only
telemedicine encounter with a patient in their “home”?> to a maximum 30-day supply.t¢

ASAM'’s Response

During the COVID-19 PHE, telehealth became a valuable tool for more addiction clinicians,’
providing greater access®® and convenience for patients,'’ and was associated with improved
retention in addiction treatment.?%2! It is well-established that receipt of medications for OUD
lowers the odds of overdose; a recent study found reduced medically treated overdoses among a
cohort of patients who received medications for OUD during the COVID-19 pandemic, with high
rates of telehealth use.?? ASAM supports DEA’s proposal to the extent it preserves ongoing
flexibility for physicians and other prescribers to initiate prescriptions of Schedule IlI-V narcotic
medications approved for SUD treatment via telemedicine encounters. ASAM also appreciates
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the DEA’s proposal to continue telehealth format flexibility - e.g., audio-visual telehealth or
audio only telephone care - for establishing a clinician-patient relationship for initiating
buprenorphine for OUD under certain circumstances. ASAM further appreciates the proposal’s
flexible definition of "home" for the location of the patient in the context of audio-only
initiation of buprenorphine for OUD.

However, ASAM opposes the proposal to the extent it calls for the codification of a fixed
period? (i.e., 30 days) within which the proposed in-person evaluation must take place before
any additional prescribing beyond that 30-day supply of a Schedule lll, IV, or V medication
approved for SUD treatment (such as buprenorphine for OUD) can occur- when the initiation of
the prescription is by an individual practitioner who engages in the practice of telemedicine, as
defined in 21 U.S.C. 802(54)(G). Such an in-person evaluation requirement should be based
upon the clinician’s determination of clinical need, and the references to this requirement
within the proposed rule should be eliminated. Instead, the DEA should reinforce the long-
standing precedent and the DEA's expectation that services and procedures rendered, including
for the evaluation and management of OUD, be for a legitimate medical purpose by a
practitioner acting in the usual course of professional practice and adequately documented in
the patient’s medical record.

Rationales for ASAM'’s opposition to the DEA's proposed in-person evaluation requirement in
the NPRM are as follows:

(1) The Appropriate Use of Telemedicine Technologies in the Practice of Addiction Medicine

The ASAM National Practice Guideline for the Treatment of Opioid Use Disorder 2020 Focused
Update (ASAM’s NPG),?* which predates the COVID-19 PHE telemedicine flexibilities, provides
that, prior to (or soon after) treatment of a diagnosed OUD?° with pharmacotherapy, the
prescriber should ensure that a current physical?® [i.e., in-person versus virtual is not specified]
examination is contained within the patient medical record. Note that HHS has acknowledged
that some physical exams can be conducted virtually.?” While not all potential components of a
physical exam can be conducted via telehealth, it is up to the prescribing practitioner to
determine what is appropriate based on the individual patient’s clinical presentation. Further, in
2022, the Federation of State Medical Boards (FSMB), which supports its member boards in their
mandate to protect the public’s health, safety and welfare through the proper licensing,
disciplining, and regulation of physicians, concluded in its white paper that a “physician patient
relationship may be established via either synchronous or asynchronous telemedicine technologies
without any requirement of a prior in-person meeting, so long as the standard of care is met.”?® The
FSBM paper goes on to state that a medical evaluation and treatment of the patient via
telemedicine are appropriate, so long as the physician or other practitioner can maintain the
standard of care.

According to reviewed literature, incorporation of telehealth technology with treatment for OUD
is associated with higher patient satisfaction, comparable rates of retention, an overall reduction
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in health care costs, and an increase in both access to and uptake of buprenorphine.?’
Preliminary research also suggests that the use of telemedicine to treat OUD during the COVID-
19 PHE was a comparable alternative to in-person OUD care.’>3! Indeed, consistent with
ASAM’s NPG and FSMB'’s 2022 white paper, the DEA’s proposal would permit the initiation of
buprenorphine for OUD via telemedicine encounter, thus triggering the establishment of a
legitimate clinician-patient relationship. Therefore, the DEA, in consultation with the Department
of Health and Human Services (HHS), concedes that, for purposes of the CSA, a legitimate
clinician-patient relationship can be established prior to an in-person visit for the purposes of
diagnosing and treating OUD, and furthermore, the DEA concedes that related prescribing can
meet the standard of care and can constitute prescribing for a legitimate medical purpose while
acting in the usual course of professional practice.®? As a result, ASAM contends that the proper
role of the DEA and HHS, thereafter,® is limited to promulgating rules that are consistent with
effective controls against diversion and otherwise consistent with the public health and safety,
as articulated under 21 U.S.C. 802(54)(G).

ASAM further maintains that when and whether any such in-person evaluation occurs should
remain a clinical decision between the prescriber of the addiction medication and the patient.®* It
should not be rigidly dictated by DEA regulations, which will inevitably result in the continuation
of some clinically appropriate prescriptions of buprenorphine for OUD via telemedicine
encounters constituting a federal crime. Rather, ASAM agrees with FSMB that “prescribing
medications via telemedicine, as is the case during in-person care, is at the professional discretion of
the physician.”3>

Therefore, ASAM urges the DEA to eliminate the proposed in-person evaluation requirement
for the prescribing of more than a 30-day supply (across prescriptions) of Schedule I1I-V
medications approved for SUD treatment, including buprenorphine for OUD, while engaging in
the practice of telemedicine, as defined in 21 U.S.C. 802(54)(G). Instead, with respect to these
medications, the DEA should finalize its rule in a manner that allows for the decision about
when and whether treatment is to be provided via an in-person evaluation to remain a clinical
decision left to the treating practitioner, governed by what (1) constitutes a clinician-patient
relationship under applicable state law and (2) is within the confines of the Controlled
Substances Act (CSA) (which does not require the proposed in-person evaluation, but a bona fide
evaluation, where the practitioner is “engaged in the practice of telemedicine” within the
meaning of the Ryan Haight Act (21 U.S.C. 802(54), as further detailed below).

(2) Diversion and Public Health and Safety in the Unique Context of Buprenorphine for OUD

The DEA's concerns over buprenorphine diversion appear to be driving the proposal to require
an in-person evaluation within a specified time. To support such concerns, the DEA cites the
deaths of a very small number of individuals in Tennessee in 2018 without providing figures for
other states, additional years, or whether these deaths were associated with people
appropriately treated for OUD. The DEA also lists three federal cases as evidence for the need to
balance expanded legal, medical access to buprenorphine with controls against diversion. ASAM
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is extremely concerned about the disproportionate weight the DEA, in consultation with HHS,
appears to be giving buprenorphine diversion concerns, even when it may mean reducing
appropriate access to OUD treatment that benefits public health and safety, as detailed herein.
Indeed, rates of and disparities in overdose deaths have been increasing due to a lack of access
to treatment with addiction medications.3¢

Although the DEA has previously stated that "[p]rescribing a controlled substance without
conducting an in-person medical evaluation has always been, and remains under the Act [CSA], a
strong indication (or “red flag”) of likely diversion,”>” ASAM maintains that the decision of (1) when
to require an in-person evaluation still should be made by the prescriber within a context that
balances the urgency for an in-person evaluation, the urgency of initiating buprenorphine for
OUD, and the urgency for managing the risk of diversion and (2) when and for how long to defer
in-person evaluation components should be a clinical decision, not a regulatory one.

Furthermore, the most common reason for buprenorphine diversion is likely self-treatment due
to a lack of access to legitimate treatment.*® Considering the unique profile of a partial agonist
like buprenorphine for OUD,*? a clinician manages the risks around its diversion differently than
when they evaluate potential diversion risk and public harm of Schedule Il medications approved
for indications other than SUD.*° The DEA acknowledges itself the benefits of expanded access
to medications for OUD, as well as no increase in the percentage of opioid overdose deaths
involving buprenorphine in the months following related COVID-19 PHE telemedicine
flexibilities.** Yet, without providing any substantiated evidence for such a decision in the
context of buprenorphine for OUD, the DEA appears to believe that its diversion concerns now
warrant significantly more restrictive post COVID-19 PHE regulations. Additionally, the DEA’s
proposal does not provide analysis to the public as to whether more direct methods at the DEA'’s
disposal to control buprenorphine diversion are failing to protect against buprenorphine
diversion that threatens public health or safety.

The DEA's arbitrary use of authority runs in direct opposition to the Biden-Harris
Administration’s goal of significantly expanding access to effective medications for treating
OUD. The proposed regulations, if finalized as written, may deter practitioners from treating new
patients with buprenorphine for OUD via telemedicine encounters, even when clinically
appropriate. The patients who have benefited most from the DEA's expanded flexibilities,
including individuals experiencing homelessness, with disabilities,*? without reliable
transportation, or who may live in US counties that do not have an active prescriber of
buprenorphine, stand to first lose access to lifesaving treatment if this rule is finalized as
proposed. Furthermore, while numbers extend into the millions for those who need SUD
treatment, but do not receive it,*® disproportionate weight has been given to the data and
concerns about buprenorphine diversion, which is simply not commensurate with the sheer rates
of people who need medical access to effective medications for OUD. Moreover, the DEA has
demonstrated it has other tools at its disposal to address diversion in the past. Should the DEA
finalize its untimely rule, as written, ASAM maintains there will likely be deadly consequences for
patients from vulnerable populations during an elevation in opioid-related overdose deaths, and
an opioid public health emergency remains declared.
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(3) The Ryan Haight Act’s Practice of Telemedicine Exceptions

The DEA states in the NPRM that the proposed in-person requirement “...is necessary because the
CSA generally requires each prescription for a schedule Il through V controlled substance to be
predicated upon at least one in-person medical evaluation. Although the proposed regulations would
create an exception to this requirement, they must still maintain the CSA standard that prescriptions
be tied to a medical evaluation in the physical presence of a DEA-registered practitioner. Without this
provision, practitioners could theoretically prescribe buprenorphine without ever conducting a
thorough medical evaluation of the patient.”

ASAM does not concur with the DEA'’s interpretation of the CSA in the NPRM and points out
that requiring prescriptions to be tied to a medical evaluation in the physical presence of a
DEA-registered practitioner in no way guarantees that practitioners are prescribing
buprenorphine with thorough medical evaluations of the patient. Although the CSA does
predicate initial prescriptions for controlled substances upon at least one in-person medical
evaluation (21 U.S.C. 829(e)), the statute also specifically provides at 21 U.S.C. 829(e)(3) that
“nothing in this subsection [21 U.S.C 829(e)] shall apply to—(A)the delivery, distribution, or
dispensing of a controlled substance by a practitioner engaged in the practice of telemedicine...”
According to the DEA’s statements in a prior interim rule,* the definition of “practice of
telemedicine”:

[lIncludes seven distinct categories that involve circumstances in which the prescribing
practitioner might be unable to satisfy the Act's in-person medical evaluation requirement, yet
nonetheless has sufficient medical information to prescribe a controlled substance for a
legitimate medical purpose in the usual course of professional practice. In these circumstances,
provided certain safeguards are in place to ensure that the practitioner who is engaged in the
practice of telemedicine is able to conduct a bona fide medical evaluation of the patient at the
remote location, and is otherwise acting in the usual course of professional practice, the Act
contemplates that the practitioner will be permitted to prescribe controlled substances by
means of the Internet despite not having conducted an in-person medical evaluation. The Act
defines these categories, through the definition of “practice of telemedicine,” which is set forth
in 21 U.S.C. 802(54).

The DEA specifically notes in the NPRM that it is using the last exception for “practice of
telemedicine” defined at 21 U.S.C. 802(54)(G), which allows telemedicine to be “...conducted
under any other circumstances that the Attorney General and the Secretary have jointly, by regulation,
determined to be consistent with effective controls against diversion and otherwise consistent with the
public health and safety.”

In other words, even though the CSA requires prescriptions for a controlled substance to be
predicated on at least one in-person medical evaluation, the CSA is clear there is no application
of such requirement for an in-person medical evaluation in cases where a practitioner is engaged
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in the practice of telemedicine, including pursuant to regulations promulgated under 21 U.S.C.
802(54)(G). Indeed, in the same prior interim rule,*> the DEA acknowledges such an
interpretation where it states:

[t]he Act [CSA] simply made the failure to perform an in-person medical evaluation in certain
circumstancesan automatic violation of the CSA, while leaving it as a factor indicative of
possible diversion in all other circumstances" and further "[s]pecial registration for
telemedicine—A practitioner who is engaged in the practice of telemedicine within the meaning
of the Act is not subject to the mandatory in-person medical evaluation requirement of 21 U.S.C.
829(e) (although such practitioner remains subject to the requirement that all prescriptions for
controlled substances be issued for a legitimate medical purpose).

While ASAM acknowledges that the CSA requires a bona fide medical evaluation, practitioners
can conduct bona fide virtual medical evaluations of patients with OUD without an in-person
evaluation (by either the prescribing practitioner or another DEA-registered practitioner in the
physical presence of the patient), as is illustrated in ASAM’s NPG and FSMB's recent
telemedicine paper, as well as in the DEA's own proposal in the NPRM to allow telehealth
initiation of buprenorphine for OUD. ASAM maintains that a bona fide evaluation (whether in
person or via a telemedicine encounter) is one that is sufficient for the prescriber to
make/confirm*¢ the diagnosis of OUD. Clinicians have, at their disposal, the opportunity to (1)
review their state’s prescription drug monitoring program (PDMP), (2) access other collateral
information and informants, (3) obtain toxicology data remotely, and (4) evaluate how a patient
sounds and appears when considering when to require their patients present for an in-person
encounter for their next prescription for buprenorphine for OUD. Therefore, a bona fide virtual
medical evaluation for prescribing buprenorphine for OUD occurs when the prescriber obtains
sufficient information from the patient, based on their examination of the patient through audio
and/or visual means, and collateral sources including checking the PDMP - to make/confirm a
diagnosis of OUD and determines that the benefits of prescribing buprenorphine for OUD via a
telemedicine encounter outweigh the risks. Importantly, the latter determination is made on a
patient-by-patient basis, which factors in the extraordinary risk to the patient’s health and well-
being of untreated OUD,*” and the buprenorphine diversion risks in the community where the
patient resides. Such a risk-benefit analysis is quite different in the comparative contexts of
prescribing buprenorphine for OUD via telemedicine encounters and prescribing Schedule
stimulants via telemedicine encounters (by way of one example) for conditions other than SUD,
in part given buprenorphine’s unique safety profile when prescribed for a diagnosed OUD.

ASAM concurs that on the continuum of standard of care,*® it is best practice for the prescribing
clinician to ensure that there's an in-person evaluation that includes a history, physical, and
confirmation from collateral sources including the PDMP, either before (or soon after) a patient
is started on pharmacotherapy. The DEA's proposal, on the other hand, provides anecdotal
evidence to support it constituting a per se federal crime for continuing telemedicine prescribing
of buprenorphine for OUD in the absence of its required in-person evaluation within an arbitrary
time period, creating criminal legal interference with the appropriate clinical decision-making of
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DEA registered practitioners prescribing lifesaving addiction medications for a legitimate medical
purpose in the usual course of professional practice.

Definitions of (1) “Telemedicine Prescription” and (2) “Qualifying Telemedicine Referral” in
Docket No. DEA-407

In a separate proposed rule found in Docket No. DEA-407 - governing telemedicine prescribing
of controlled substances when the practitioner and the patient have not had a prior in-person
medical evaluation - the DEA proposes to define the new term “telemedicine prescription” as “a
prescription issued pursuant to § 1306.31 by a physician, or a “mid-level practitioner” as defined
in 21 CFR 1300.01(b), engaging in the practice of telemedicine as defined in 21 CFR
1300.04().”* A prescription of a non-narcotic controlled substance in schedules IlI-V issued via
telemedicine encounter by a practitioner who has not conducted an in-person medical
evaluation; a controlled medication prescription via a “qualifying telemedicine referral;” and a
controlled medication prescription by a practitioner for a patient with a “telemedicine
relationship established during the COVID-19 public health emergency,” appear to be covered by
the proposed definition of “telemedicine prescription.”

By way of contrast, (1) prescription(s) issued via telemedicine encounters for buprenorphine for
OUD that do not cumulatively exceed a 30-day supply, without an in-person evaluation, issued
under the authority of the proposed 21 CFR 1306.34 and (2) such prescription(s), followed by
prescription(s) via an in-person evaluation in which the patient is in the physical presence of
another DEA-registered practitioner and the remote prescriber, patient, and other DEA-
registered practitioner on site with the patient can participate in real-time, audio-video
conference in which they can communicate simultaneously, do not appear to fall within the
proposed definition of “telemedicine prescription.” The proposed term “telemedicine
prescription” would also not apply to practitioners who issue a prescription via telemedicine
encounter permissible under one of the other six “practice of telemedicine” exceptions under the
Ryan Haight Act (i.e., not under 21 U.S.C. 802(54)(G)). Thus, this single definition of
“telemedicine prescription” has the potential to create enormous confusion for pharmacies,
pharmacists trying to fulfill their corresponding responsibilities under law, health plans,
prescribers, and patients as they may erroneously assume that all prescriptions issued via
telehealth encounters are “telemedicine prescriptions.”

ASAM is particularly concerned about how pharmacists will interpret or practically implement
the proposed definitions of “telemedicine prescription” and “qualifying telemedicine referral.”
ASAM fears that they will impede access to OUD treatment with buprenorphine. Patients and
prescribers encountering difficulties filling prescriptions for buprenorphine for OUD, particularly
prescriptions issued via telemedicine encounter, have been extensively documented by ASAM,>°
research studies,® and media outlets.’?> ASAM notes that should these proposed definitions be
finalized, patients and prescribers may encounter increased difficulties at pharmacies continuing
telemedicine prescribing of buprenorphine for OUD and filling those prescriptions for
buprenorphine for OUD. In essence, these definitions will create uncertainty, frustration, impede
the desire of clinicians to engage in the treatment of new patients with OUD via telehealth
encounters, and ultimately leave some patients without access to lifesaving treatment. ASAM
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strongly encourages the DEA to revisit its proposed definitions of “telemedicine prescription”
and “qualifying telemedicine referral” and consider if there are less burdensome (and confusing)
ways for the DEA to define such terms and still accomplish the DEA’s objectives. For starters, a
foreseeable alternative to the definition of “telemedicine prescription,” is to finalize a definition
that explicitly excludes prescriptions of all Schedule llI-V medications approved for SUD
treatment. Such an explicit exclusion would (1) streamline the appropriate dispensing of such
medications to the extent initiated and maintained via telemedicine encounters; (2) account for
the possibility of future developments and approvals of new Schedule llI- V, non-narcotic,
controlled medications for addiction treatment; and (3) align the final rule with the enactment
of Section 1262 of the Consolidated Appropriations Act, 2023, which eliminated the concept of
differential, heightened treatment for Schedule IlI-V “narcotic” medications for “maintenance or
detoxification treatment.” Finally, all requirements applicable to prescriptions of Schedule IlI-V
medications approved for SUD treatment via telemedicine encounters authorized under 21
U.S.C. 802(54)(G) should be consolidated in one place and set forth in the proposed 21 CFR
1306.34.

Recordkeeping

The DEA also proposes new recordkeeping requirements for prescribers of controlled
substances via telemedicine encounters, including buprenorphine for OUD. The DEA notes that
the proposed, new requirements only apply to the “practice of telemedicine” exception at 21
U.S.C. 802(54)(G) and would not apply to prescribers practicing under any of the other “practice
of telemedicine” exceptions under the Ryan Haight Act. Apart from instituting a new, complex
regulatory scheme, ASAM is extremely concerned that this proposal does not comport with the
objectives of Section 1262 of the Consolidated Appropriations Act, 2023, which eliminated the
requirement that practitioners obtain a separate registration to prescribe certain controlled
medications for SUD, including buprenorphine. ASAM reiterates that the goal of this reform was
to make it easier for prescribers to treat addiction with Schedule IlI-V narcotic medications. Now,
the proposal set forth by the DEA intends to add an additional layer of requirements - some of
which are unlikely to further public health and safety or serve any meaningful purpose in the
context of prescribing buprenorphine for OUD - that may further dissuade practitioners from
engaging in the practice of treating addiction via telemedicine encounters. Additionally, neither
does the DEA justify the need for these new requirements in the context of prescribing
buprenorphine for OUD, nor does it consider whether these obligations are feasible for
practitioners prescribing addiction medications, nor does it proffer whether less burdensome
alternatives were considered to acquire the information sought. On their face, the burden that
these requirements will place on prescribers of addiction medications do not appear aligned with
the goal of expanding appropriate access to addiction medications. While ASAM concurs with
the proposals to require certain documentation and recordkeeping with respect to (1) audio-
only telemedicine encounters resulting in the initiation of a prescription for a controlled
addiction medication and (2) required PDMP checks,>3 ASAM strongly encourages the DEA to
consider whether its other documentation/recordkeeping proposals align with the significant
public health interest in expanding appropriate access to addiction medications, and if there are
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less complex mechanisms to achieve the DEA’s goals without requiring prescribers of addiction
medications to alter their practice workflows. At a minimum, the DEA should delay any
enforcement of new recordkeeping requirements to a time sufficient for practitioners who
prescribe addiction medications to comply with a new regulatory environment.

Conclusion

ASAM supports DEA’s proposals in the NPRM to the extent that they continue to promote
appropriate access to buprenorphine for the treatment of OUD. However, ASAM has grave
concerns about the DEA’s factoring - with disproportionate weight - its diversion concerns in
the proposed in-person evaluation requirement tied to an arbitrary day-limit for prescriptions of
buprenorphine for OUD via telemedicine encounters. The DEA cited few examples of
buprenorphine diversion, which appear unrelated to the proposed rule, and failed to consider
whether other methods at the DEA’s disposal are adequate to monitor against diversion of
buprenorphine for the benefit of public health and safety. In addition, the DEA’s interpretation of
the CSA in the NPRM fails to recognize that a bona fide virtual evaluation can constitute a
thorough medical evaluation of the patient with OUD for purposes of prescribing buprenorphine
for OUD without the patient being in the presence of a DEA registrant. ASAM is concerned the
proposals in the NPRM will have outcomes that are inconsistent with public health and safety, as
the proposal in the NPRM would decrease legitimate medical access to buprenorphine for OUD
via telemedicine encounters during an HHS-declared opioid PHE and the deadliest opioid-related
overdose crisis of our lifetimes. Therefore, ASAM strongly recommends that DEA not finalize
these rules, as proposed, to the extent they impact prescriptions of Schedule llI-V addiction
medications via telemedicine encounters. Instead, the DEA should seriously consider the
advice and recommendations set forth herein. In the event a revised, final rule cannot be issued
by the end of the COVID-19 PHE that incorporates this letter's recommendations, then ASAM
urges the DEA to continue the COVID-19 PHE telehealth flexibilities for buprenorphine for
OUD using the DEA’s authorities under the opioid PHE to avoid disruptions to addiction

care while the DEA works towards an improved, final rule.

Thank you for your attention to this important matter. Please contact Kelly Corredor, Chief
Advocacy Officer, at kcorredor@asam.org or Corey Barton, Associate Director, Advocacy and
Government Relations, at cbarton@asam.org to schedule further conversations regarding this
letter, or if you have any questions or concerns.

Sincerely,

William F. Haning, Ill, MD, DLFAPA, DFASAM
President, American Society of Addiction Medicine
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