Improving minds. Improving lives.

February 10, 2023

Dr. Delphin-Rittmon, Ph.D.

Assistant Secretary

Substance Abuse and Mental Health Services Administration
Department of Healthand Human Services

5600 Fishers Lane

Rockville, MD 20857

RE: Medications for the Treatment of Opioid Use Disorder [RIN 0930-AA39]

On behalf of the American Association of Psychiatric Pharmacists (AAPP), we appreciate the opportunity
to provide feedback on the Substance Abuse and Mental Health Services Administration’s (SAMHSA)
proposed rule on Medications for the Treatment of Opioid Use Disorder.

About AAPP

AAPP is a professional association of nearly 3,000 members who envision a world where all individuals
living with mental illness, including those with substance use and neurologic disorders, receive safe,
appropriate, and effective treatment. Members are specialty pharmacists,and most are Board Certified
Psychiatric Pharmacists (BCPPs) who specialize in psychiatry, substance use disorders (SUDs),
psychopharmacology. With a significant shortage of mental health care professionals, psychiatric
pharmacists offer another resource to improve outcomes for patients with psychiatricand SUDs.

Role of Psychiatric Pharmacists

Pharmacists graduate with a Doctor of Pharmacy degree, requiring six to eight years of higher education
to complete, and have more training specific to medication use than any other health care professional.
Psychiatric pharmacists, a specialty within clinical pharmacy, are primarily board certified and residency-
trained mental health care practitioners who have specialized training in providing direct patient care
and medication management for the complete range of psychiatric disorders and SUDs. Psychiatric
pharmacists work as treatment team members but alsoin decision-making and leadershiproles in state
and federal organizations, academia, and industry.

Psychiatric pharmacists are animportant member of the health care team working in collaboration with
the patient and other health care providers including, but not limited to, psychiatrists, other physicians,
therapists, social workers, and nurses (including advanced practice nurses). Psychiatric pharmacists
provide expert, evidence-based Comprehensive Medication Management (CMM) services for the most
complex patients with mental health disorders and SUDs. Psychiatric pharmacists increase capacity of
the health careteamto provide care and psychopharmacology expertise, as well as improve patient
outcomes and reduce overall health care costs.

AAPP Comments on Notice of Proposed Rulemaking
The current regulation, which has not been updated for more than 20 years, perpetuates stigma for
individuals seeking care and may create barriers to care, including requiring recurrent visits to the
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provider and requiring in-person dosing. As such, AAPP applauds SAMHSA for making the proposed
changes to opioid treatment program operations.

Specifically, AAPP supports:
e Making permanent the ability to use telehealth to initiate buprenorphine treatment.

An August 2022 study?! in JAMA Psychiatry examined telehealth service use, treatment engagement, and
medically treated overdoses among Medicare beneficiaries following the institution of the COVID
flexibilities. The study found that telehealth access was widely used by Medicare beneficiaries initiating
opioid use disorder (OUD) treatment. In addition, beneficiaries that received telehealth services had
improved treatment retention and “lower odds of medically treated overdose.”

A recent study in JAMA Open Network examining patients with OUD on commercialinsurance or
Medicare found “no evidence that telemedicine was unsafe or overused or was associated with
increased access to or improved quality of OUD care, suggesting that telemedicine may be a comparable
alternative to in-person OUD care.”? Furthermore, a study by the National Institute on Drug Abuse
(NIDA) determined that the proportion of opioid overdose deaths involving buprenorphine did not
increase in the moths after the COVID-19 prescribing flexibilities were in place.3 The study’s findings call
for more equitable access to MOUD and greater flexibility in prescribing as critical components to the
response to the overdose crisis.

e Updating the criteria for the provision oftake-home doses of methadone and allowing early
access to take-home doses of methadone for all patients to promote flexibility in treatment plans
and supporteveryday needs like employment or support individuals with transportation
limitations.

A recently published synthesis of studies® found that allowing more patients with OUD to take doses of
methadone at home during the COVID-19 pandemic—instead of requiring them to travel daily to receive
treatment in person—benefited both patients and health care providers and did not lead to increased
overdose deaths. Across the studies reviewed, researchers found that these flexibilities substantially
improved patients’ quality of life, including feelings of self-esteem and autonomy and lessened burdens
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associated with daily in-person treatment, such as long travel times, and reduced the number of
stressfulin-person treatment encounters for patients.

Unnecessarily stringent restrictions ontake-home methadone undermine a patient’s autonomyand
propagates stigma against patients with SUD — a bona fide medical condition, as they are attempting to
access the treatment for that condition. A patient should not have to be threatened with the
precipitation of withdrawal, the risk of using street opioids, or losing access totreatment should that
flexibility be needed.

e Removing outdatedterms suchas detoxification.

AAPP lauds SAMHSA for their continued effort to remove stigmatizing language and to educate
providers and the public on the role of language in perpetuating SUD stigma. AAPP has made concerted
efforts to educate our membership and other pharmacists onthe impact stigmatizing language
surrounding substance use disorder treatment can have on patients not engaging in the care they need.

e Strengthening the patient-practitioner relationship through promotion of shared and evidence-
based decision making.

AAPP is a strong advocate for shared decision-making when providing medication management for
psychiatricand substance use disorders. In 2017, only 23% of SUD treatment clinics regularly invited
patients into care decision-making meetings when their cases were discussed. Patient-centered care
variables have been found to significantly correlate with service utilization.> AAPP members are trained
in shared decision-making as part of their professional education and AAPP believes patient-centered
carein SUD treatment can enhance utilization of evidence-based services

e Updating admission criteria and removingthe requirement that an OTP only ad mits people with a
year of an opioid addiction.

There is no requirement in the diagnostic criteria of OUD for individuals to have symptoms for one year
to be considered to have an OUD. There are countless clinician anecdotes that such an arbitrary delay
can lead to overdose. Furthermore, studies have shown that medications for OUD can increase
treatment retention, reduce drug use, and reduce fatal overdoses by 50%-70%,° a statistic which
strongly supports a medication-based treatment approach for OUDs. Studies have also demonstrated
that effective agonist medication usedfor an indefinite period of time s the safest option for treating
OUDs.” As such, AAPP strongly supports removing the one-year requirement from the admission criteria
for OUD, which is a significant barrier to treatment.
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We urge SAMHSA to swiftly finalize this rule to ensure these important changescan begin to benefit
individuals with OUD that seek care at OTPs.

Broadening the Scope of Telehealth for Buprenorphine Treatment

As SAMHSA notes in the preamble to the proposed rule, a growing body of research has demonstrated
that initiating buprenorphine treatment via telehealth has “facilitated access totreatment and
eliminated criteria that promote stigma and discourage people from accessing care from OTPs.” 8 We
believe this benefit should extendto individuals outside of OTPs since often, those with OUDs are
unable to leave the house due to complications of theirillness or transportationissues.

Currently, the Drug Enforcement Administration (DEA) has a proposed rule pending at the Office for
Management and Budget to establish a special registration process for providers which would allow
them to utilize telemedicine to prescribe buprenorphine. As you are aware, Congress recently passed
the Mainstream Addiction Treatment (MAT) Act that eliminates the barrier of requiring providers to
obtain an X-waiver before prescribing buprenorphine. While this reduces the burden on providers,
individuals who need treatment still contend with stigma and the burden of traveling for treatment.
However, it is unclear how the MAT Act will affect the pending DEA rule. While we are hopeful that
telehealth will continue to be available to patients without barriers for OUD treatment, we urge
SAMHSA to monitor and if necessary, advocate to Congress for legislationto make the use of telehealth
for buprenorphine permanent.

Thank you again for the opportunity to comment. If you have any questions, please do not hesitate to
contact me or our Health Policy Consultant, Laura Hanen at lahanen@venable.com.

Sincerely,

Brenda K. Schimenti
Executive Director

8 ProposedRule, 87 Fed.Reg.77331.
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