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SAMHSA Is Missing Opportunities To Better Monitor Access to
Medication-Assistéd Treatment Through the Buprenorphine Waiver

Program

What OIG Did

Combating the opioid crisis by expanding treatment services
is a key priority for the Substance Abuse and Mental Health
Services Administration (SAMHSA)." The Buprenorphine
Waiver Program—one of SAMHSA's primary initiatives to
address this priority—authorizes 90,000 providers to provide
medication-assisted treatment (MAT) to patients with opioid
use disorder.? However, SAMHSA does not know how many
total patients actually receive MAT through the program
because it does not collect this information from all enrolled
providers.

Instead, SAMHSA requires a subset of waivered providers—
those authorized to treat the maximum number of patients
allowed by law (i.e., 275)—to annually report the number of
patients to whom they provided MAT.? The primary purpose
of this annual reporting requirement is to allow SAMHSA to
monitor providers’ compliance with additional requirements
in place for providers authorized at this 275-patient limit.
However, because these data constitute the only such
information that SAMHSA collects from waivered providers,
OIG used the data to examine the waiver program'’s success
in a broader goal—expanding access to treatment. Although
they represent only a small percentage of waivered providers,
the 6,000 providers approved at the maximum patient level
are important for access to MAT, because they are permitted
to treat a much greater patient load and often specialize in
addiction treatment.

In this data snapshot, we examined how many providers
submitted the required annual report during 2019. For the
latest month with complete data (June 2019), we examined
the number of MAT patients whom providers reported
treating and whether providers located in counties with a
high need for MAT services treated more patients on average
than providers located outside of these areas.*

Key Takeaway

The data reported to SAMHSA indicated
that providers who were waivered at the
highest patient level treated an average of
116 MAT patients each—far below the
limit of 275 patients. However, less than a
quarter of the providers who were
required to submit data on their patient
caseloads actually did so. Although
SAMHSA collects these data to monitor
provider compliance, the agency has
exercised its discretion and not taken
enforcement actions to improve reporting.
OIG believes that these data have benefits
beyond compliance and enforcement.

We recommend that SAMHSA develop
methods to better measure access to MAT
via waivered providers. As policymakers
consider changes to the waiver program, it
will be critical to have valid data on the
number of patients accessing MAT. With
improved data, SAMHSA could better do
the following: understand providers’ MAT
prescribing practices; monitor trends in the
number of MAT patients being served;
identify geographic areas where patients
with opioid use disorder remain
underserved; and target where to deploy
its training and technical assistance
resources. SAMHSA concurred with this
recommendation.
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In 2019, 77 percent of providers did not submit required data to SAMHSA regarding the number
of MAT patients they served

+ Of the 4,546 providers subject to reporting requirements during 2019,
77 percent (3,512 providers) did not submit data to SAMHSA.> o)
» SAMHSA staff told us that SAMHSA uses the data it does receive to 7 7 A)
inform its MAT policies and to assess how localities are performing in

the waiver program. did not
* Although SAMHSA sends reminders to providers when their annual report
reports are due, it has opted to exercise its enforcement discretion and patient

not take any actions when providers do not comply with reporting
requirements.

+ SAMHSA says that it is electing not to enforce the reporting SAMHSA
requirements because the opioid crisis is a public health emergency,
and it does not want to disrupt patients’ access to MAT services by
rescinding the patient-limit authorization for providers who fail to Source: OIG analysis of data from the Buprenorphine
meet administrative requirements. Waiver Notification System (BWNS), 2020.

data to

Providers who reported data to SAMHSA treated an average of 116 MAT patients—far below the
275-patient limit

* Nationwide, 66,217 patients received buprenorphine for MAT from
the 568 providers who reported data to SAMHSA for June 2019
(the latest month for which complete data were available).® =

* Although authorized to treat up to 275 MAT patients each, these 29%
providers each treated 116 patients, on average, during June 2019.

« Twenty-nine percent of providers treated fewer than 70 patients.

In contrast, only 13 percent (77 providers) treated at or near the
275-patient limit (i.e., 208 or more patients).

» These results are consistent with prior studies indicating that 13%
providers waivered to treat at the highest level were, on average,
treating roughly 100 MAT patients each and that few were treating
at or near the 275-patient limit.7 8

* An individual provider who treats far less than 275 patients—
possibly to focus on providing quality care to fewer patients—
does not necessarily indicate a problem.

* However, the large proportion of providers doing so—especially in
the midst of an opioid crisis—raises overall concerns about
patients’ access to MAT.

1-69  70-138 139-207 208-275

MAT Patients
Source: OIG analysis of BWNS data, 2020.

Note: Total sums to less than 100 percent because of rounding.

According to the limited data available, providers located in high-need counties treated more
MAT patients than providers located elsewhere

* Ina prior study, we identified 1,119 counties (36 percent of U.S. counties) that had indicators of "high
need” for MAT services, according to 2016 public health data.’

* Among the 568 providers who reported June 2019 data to SAMHSA, 46 percent were in high-need
counties.

* Providers in high-need counties reported treating more MAT patients on average than providers in other
counties—127 patients versus 107 patients, respectively.

* In high-need counties, 44 percent of providers treated in the upper half of the 275-patient limit (i.e., 139 to
275 patients), compared to 32 percent of providers in other counties.
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Why this Matters

Access to MAT is essential in addressing the high rates of opioid addiction and overdose mortality.'%
However, many individuals seeking treatment face challenges in finding providers who prescribe MAT
medications; in obtaining adequate insurance coverage for treatment services; and in accessing quality
legitimate care.’ Periodic independent studies have indicated that access to MAT via the Buprenorphine
Waiver Program is limited by providers who treat substantially fewer patients than their waivers permit and
also by geographic disparities in where these providers are located.’*'® Providers reported a range of barriers
that may limit their participation, including regulatory constraints (e.g., monitoring whether the patient limit
has been exceeded); constraints from insurance payors (e.g., inadequate reimbursement rates, prior
authorization requirements); lack of time for new patients; lack of training or experience working with patients
with addiction; lack of patient access to mental health and psychosocial support services; and stigmas related
to addiction and MAT."7-23

Over the 20-year history of the waiver program, SAMHSA and congressional policymakers have addressed the
persistent problem of inadequate patient access to MAT by continually modifying the waiver program to
encourage more provider participation. For example, Congress has twice raised the patient-limit levels for
providers and also expanded the types of providers (e.g., nurse practitioners, physician assistants) who qualify
for waivers.?#?’ During the COVID-19 public health emergency, SAMHSA and the Drug Enforcement Agency
(DEA) eased restrictions so that patients could receive MAT via telemedicine.?8 22 Further, in April 2021,
SAMHSA exempted providers who treat up to 30 MAT patients from training requirements and from a
mandate to offer MAT patients counseling and psychosocial services.?? Additionally, members of Congress
have reintroduced bipartisan proposals that would eliminate the waiver program altogether, so that any
provider with prescribing privileges could provide MAT.3

Despite these ongoing efforts to increase patient access, SAMHSA remains hard-pressed to monitor how many
patients are actually served by the waiver program and to identify unmet needs—much less address the more
difficult issue of ensuring quality care. SAMHSA does not collect data on the number of patients served by
most waivered providers (i.e., those authorized at the 30- and 100-patient limit levels). Therefore, its only
consistent source of patient access information is from the annual reports submitted by providers authorized
to treat up to 275 patients. However, because three-quarters of these providers did not submit the required
data, SAMHSA's ability to use this information for any purpose is extremely limited.

As the Department of Health and Human Services and policymakers consider additional changes to the waiver
program, it will be critical—at a minimum—for any new proposals to address the need for valid data on the
number of patients accessing MAT services. In the absence of such data, SAMHSA will not have reliable
information to evaluate how changes in buprenorphine policy affect patient access to MAT. For example,
telemedicine holds promise for addressing longstanding geographic disparities in the availability of waivered
providers, but without more valid data, SAMHSA will not know whether easing telemedicine restrictions
succeeded in expanding patients’ access.

What OIG Recommends

To ensure access to MAT, SAMHSA should:

Develop comprehensive methods and measures to assess access to MAT via waivered providers

SAMHSA currently collects data from waivered providers for compliance and enforcement purposes. We
recommend that SAMHSA expand the way it uses data to also measure performance on an overarching agency
goal—combating the opioid crisis through the expansion of treatment services. In the regulations
implementing the reporting requirement, SAMHSA noted its need to balance program oversight with reducing
the burden on providers participating in the program.3? Minimizing burden is important because the
buprenorphine waiver program is completely voluntary and does not directly reimburse providers for MAT

services, meaning that SAMHSA has few incentives at its disposal to encourage providers’ compliance with
SAMHSA Is Missing Opportunities To Better Monitor Access to MAT Through the Buprenorphine Waiver Program 3


http:program.32
http:services.30
http:telemedicine.28
http:mortality.10

program requirements. OIG recognizes that although SAMHSA would be permitted to revoke the 275-patient
limit authorization for the three-quarters of providers who fail to report, doing so would undermine SAMHSA's
goal of increasing patient access to MAT during the overdose epidemic.

Given the competing demands of ensuring compliance with reporting requirements and maintaining patient
access, SAMHSA should consider alternative methods for assessing whether the agency is achieving its goal of
increasing access to MAT. Rather than relying on individual providers to report data, SAMHSA could develop
its own capacity to collect and analyze existing administrative data from other sources to monitor access to
MAT. This approach aligns with the Foundations for Evidence-Based Policymaking Act of 2018, which requires
Federal agencies to securely use data that the government already collects to better inform policy decisions
and also encourages data-sharing between agencies.?? In January 2021, SAMHSA announced it was “working
with interagency partners to examine ways to increase access to buprenorphine, reduce overdose rates, and
save lives.”34 In undertaking this effort, SAMHSA should also review available sources of data on patient access,
identify ways to improve the quality of its data, and increase its use of relevant data in ongoing agency
decision-making. For example, SAMHSA could partner with other stakeholders addressing the opioid crisis,
such as the Centers for Disease Control and Prevention (CDC), the Centers for Medicare and Medicaid Services,
and Prescription Drug Monitoring Programs (PDMPs), potentially linking its own data on waivered providers to
data collected by these others. Alternatively, instead of accessing data from the 54 State-specific PDMPs,
SAMHSA could purchase commercial prescribing data to obtain nationwide data on trends in buprenorphine
prescribing. With improved data, SAMHSA could better understand providers' buprenorphine prescribing
practices; monitor trends in the number of MAT patients being served; identify geographic areas where
patients with opioid use disorder remain underserved; and target where to deploy its training and technical
assistance resources.

Agency Comments and OIG Response

SAMHSA concurred with this recommendation and stated that data on patient access to MAT would be useful.
However, SAMHSA stated that it has neither statutory obligation nor authority under the applicable waiver
statutory scheme to collect waivered provider information for the purpose of assessing access to MAT. While
OIG agrees that SAMHSA has no statutory obligation to collect such information for this purpose, OIG
disagrees that SAMHSA is precluded from doing so. SAMHSA's organic statute?® gives it broad authority to
analyze data to assess and improve access to waivered MAT providers. Moreover, SAMHSA and congressional
policymakers are considering further changes to the program to increase access (e.g., easing telehealth
requirements, reducing training requirements for providers, eliminating the waiver altogether)—making the
need for valid comprehensive data on patient access to MAT even more pressing.

SAMHSA stated that to fully understand access to buprenorphine, it is important to capture data on the
prescribing practices of providers in regular primary care, community health, and emergency room settings, in
addition to the addiction specialists with 275-patient limit waivers. OIG agrees and in our recommendation, we
suggested several possible ways to gather such information. We recognize that SAMHSA may ultimately
determine that some suggestions are not feasible (e.g., gathering data from multiple State-specific PDMPs) or
are expensive (e.g., purchasing commercial data). Therefore, we recommended that SAMHSA should conduct
a thorough review of the available sources of data on patient access and determine which sources provide
relevant, feasibly obtainable, and high-quality information on patient access to MAT. Such a review could be
part of SAMHSA's new interagency work group on increasing access to buprenorphine, so that the work group
has reliable data both to inform its deliberations on additional program changes and to monitor the
subsequent effects on patient access.

Our recommendation also provides a way for SAMHSA to decrease regulatory burdens for practitioners, which
SAMHSA noted it has been under pressure to do. If SAMHSA developed its own capacity to collect and use
existing administrative data to monitor access to MAT, it could reduce the need for individual providers to
report such data. Lastly, although SAMHSA collects data on MAT access through its grant programes, it is
unlikely that these data would fully capture the number of patients treated by waivered providers, who work
primarily in health care settings and do not receive SAMHSA grant funding.
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Methodology

Scope

This analysis focused on 4,546 providers participating in SAMHSA's Buprenorphine Waiver Program who were
authorized to treat up to 275 patients concurrently in 2019. Providers waivered at lower patient-limit levels
(i.e., 30 or 100 patients) were excluded from this review because SAMHSA does not collect comparable
information from these providers. The study also excluded buprenorphine prescribed for other purposes (e.g.,
pain management) and in other settings (e.g., opioid treatment programs).

Data Sources

Buprenorphine Waiver Notification System (BWNS). SAMHSA collects and stores buprenorphine waiver
applicant information in the BWNS. This system includes data on each applicant’s address, the patient-limit
level at which the applicant was authorized, and the year of waiver approval. The BWNS also includes the
information that providers at the 275-patient limit report annually to SAMHSA. Each provider reports the
number of patients to whom the provider prescribed or dispensed MAT medications during each of the
preceding 12 months (e.g., 71 patients in April, 103 in May, and 99 in June). SAMHSA receives these reports on
a rolling basis throughout the year, because each provider’s report is due within 30 days of the anniversary of
when the provider was originally approved at the 275-patient level.

When we received BWNS data in June 2020, 6,137 total providers were waivered at the 275-patient limit. Of
these, 4,546 providers were required to report data to SAMHSA at some point during 2019. The remaining
1,591 providers had been more recently authorized at the 275-patient limit level and therefore had not yet
reached their 1-year anniversary and thereby the deadline to send the annual report to SAMHSA.

Because providers report the aggregate number of MAT patients per month (rather than the annual total
number of patients they treated), our patient-level analyses compared prescribing across providers during a
single month—June 2019. We selected June 2019 because it was the most recent month for which complete
data should have already been reported to SAMHSA. Of the 4,546 providers who reported data to SAMHSA at
some point in 2019, 568 reported data about their MAT prescribing for the month of June 2019.

High-Need Counties Identified by OIG. In OIG's prior report, we identified a list of 1,119 counties (constituting
36 percent of U.S. counties) that had high needs for MAT services.3® We used three public health data
measures to identify these counties: 2016 drug overdose mortality data,?” 2016 opioid prescribing rates from
retail pharmacies,®® and 2012-2014 prevalence rates of nonmedical use of pain relievers.3® If a county had high
rates (i.e., greater than the 60th percentile of the distribution) for at least two of the three measures of opioid
misuse and abuse, we designated it as having a high need for MAT services.

Interview With SAMHSA Staff. We interviewed SAMHSA staff about how the agency currently uses the data
from the annual reports submitted by providers at the 275-patient limit, and about whether SAMHSA uses any
additional data to assess access to MAT through the Buprenorphine Waiver Program. We also asked how
SAMHSA monitors providers' compliance with reporting requirements and whether it has taken enforcement
actions against noncompliant providers.

Data Analysis

Providers’ Compliance With Reporting Requirements. We used BWNS data to calculate the number of providers
who reported to SAMHSA within 30 days of their 1-year anniversary of being approved at the 275-patient limit,
as required. We excluded providers who had been at the 275-patient limit for less than 1 year, because they
were not yet required to report to SAMHSA.

Patients Receiving MAT Medications. For the latest month with complete data (i.e., June 2019), we calculated the
nationwide total and average number of patients treated by providers at the 275-patient limit. We also
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calculated the shares of providers who were treating the following proportions of the 275-patient limit:

25 percent or less (1-69 patients), 26-50 percent (70-138 patients), 51-75 percent (139-207 patients), and
76 percent or more (208-275 patients). We determined how many providers were at or near their patient-
treating capacity (i.e., treating at least 250 patients, which is over 90 percent of the 275-patient limit).

Waivered Providers’ Location in High-Need Counties. We compared each provider's county as listed in the
BWNS to the list of high-need counties that we identified in our prior study. For those providers with multiple
addresses listed in the BWNS, we selected the county associated with the most recent information that the
provider had submitted to SAMHSA. We determined whether providers located in high-need counties
reported treating more MAT patients than providers in other counties.

This study relied on self-reported data submitted by waivered providers. We did not verify the accuracy of the
information submitted. Additionally, to identify counties with high needs for MAT services, we used 2014 and
2016 public health data (the latest available data at the time of our prior report); these data may no longer
reflect current county needs in all cases.

We conducted this study in accordance with the Quality Standards for Inspection and Evaluation issued by the
Council of the Inspectors General on Integrity and Efficiency.
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Overarching Comments:
The Substance Abuse and Mental Health Services Administration (SAMHSA) appreciates the
opportunity from the Office of Inspector General (OIG) to review and comment on this report.

SAMHSA would like to note that monitoring of controlled substances is part of the mission of
the Drug Enforcement Administration (DEA). The DEA is mandated to enforce the controlled
substances laws and regulations of the United States. The mission of the Center for Substance
Abuse Treatment (CSAT) within SAMHSA is to promote community-based substance abuse
treatment and recovery services for individuals and families in every community. SAMHSA in
concert with the DEA already work collaboratively to grant practitioners the DATA 2000
waiver, but further data about prescribing practices is not readily available at either agency.
Further, SAMHS A does not have the permission or authority to access the secure DEA
databases.

The purpose of the Data Waiver program is to certify that the provider has proper licensing,
training, and DEA registration. SAMHSA is not obligated to collect waivered practitioner data
for those with 30 and 100 patient limits. SAMHSA does not have the authority to require
practitioners at these levels to provide this information. Providers with 275-level waivers are
prescribing for the smallest proportion of clients, serving less than 800,000 clients (from OIG
report), whereas providers with 30 or 100-level waivers have the capacity to serve over 4 million
clients. To fully understand access to buprenorphine, it would be important to capture data on
the prescribing practices of providers in regular primary care, community health, and emergency
room settings, in addition to the addiction specialists with 275-waivers. This aggregated data
would provide a complete picture of MAT prescribing in the United States.

The OIG report states that “SAMHSA could also partner with others addressing the opioid crisis,
such as the Centers for Disease Control and Prevention (CDC) and Prescription Drug Monitoring
Programs (PDMPs), potentially linking its own data on waivered providers to data collected by
these others”. However, this may be problematic as provisions within the application for the
SAMHSA’s Buprenorphine Waiver Program waiver specify conditions where data can be
disclosed. This activity would most likely not be a permissible disclosure. PDMP databases are
state specific and patient centered, and with varied electronic platforms, making interfacing on a
large scale not feasible. Also accessing PDMP records of individual patients or providers would
be outside SAMHSA’s regulatory authority and scope. The information SAMHSA collects as a
result of the waiver process is protected by the Privacy Act, thus there are restrictions on how
SAMHSA can disclose this information. For instance: SAMHSA can only check other data
sources for the purposes of identifying prescribing over the patient limit as per 42 CFR 8.635 (d).
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The OIG report states that “SAMHSA requires providers authorized at the 273-patient limit to
submit data explicitly for program integrity purposes—data that could also prove useful in
gaining insights into the number of patients receiving MAT. However, because three-quarters of
the providers did not provide the required data, SAMHSA’s ability to use this information for
any purpose is extremely limited.” SAMHSA would contend that while the percentage of
responders is low, the data is useful and that the response rate is similar to other physician
surveys.

Recommendation 1
SAMHSA should develop comprehensive methods and measures to assess access to MAT
via office-based providers.

SAMHSA concurs that comprehensive methods and measures to assess access to Medication
Assisted Treatment (MAT) via office-based providers are needed. However, SAMHSA lacks
authority and funding to implement some of the examples set forth in the recommendation. The
Buprenorphine Waiver Program is not designed to do this. Although the data would be useful,
SAMHSA has no statutory requirement to collect data on the number of individuals served.
SAMHSA’s statutory obligations are limited to determining whether a practitioner is qualified
for a waiver based on the information provided in an NOI, and to deliver that determination to
the Attorney General. SAMHSA has no statutory obligation nor authority under the applicable
waiver statutory scheme to collect waivered provider information for the purpose of assessing
access to MAT. SAMHSA will assess which recommendations and measures the agency
currently has the authority and capacity to execute and monitor. Additionally, please note, the
agency as a whole has been under pressure to further decrease regulatory burdens for
practitioners as these are perceived as significant barriers to expanding access to MAT, and
additional reporting requirements by practitioners would be contrary to the goal of expanding
treatment access.

SAMHSA is committed to improving treatment access and retention to address the opioid crisis.
The agency has been working with federal and state partners and grantees while also mounting
efforts to encourage providers to engage in office-based opioid treatment. SAMHSA is also
committed to reducing barriers and increasing access to all FDA-approved medications for
MAT. These efforts are accomplished through outreach to recently waivered providers, training
and technical assistance programs, and direct support, such as:

e The Opioid Response Network (ORN), a large technical assistance (TA) and training
effort

e Provider Clinical Support System — Medication Assisted Treatment (PCSS-MAT) and
Provider Clinical Support System — Universities (PCSS-U), https:/pessnow.org/
e Addiction Technology Transfer Centers (ATTC)
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s Rural Opioid Technical Assistance (ROTA) Program, focusing on issues affecting rural
communities.

Grants to states in order to address access to MAT

State Opioid Response (SOR) Grant Program

Tribal Opioid Response (TOR) Grant Program

Medication Assisted Treatment — Prescription Drug and Opioid Addiction (MAT-PDOA)
Grant Program

e Substance Abuse Prevention and Treatment Block Grant (SABG)

Through these programs, SAMHSA identifies geographic areas where patients with OUD remain
underserved and deploys training and technical assistance resources accordingly. SAMHSA is
also able to document expansion of MAT treatment services.

In addition to state partners and grantees, SAMHSA will consider the recommendation that it
might collect and analyze existing administrative data to monitor access to office-based
treatment services through other sources. Used in combination with SAMHSA’s current Opioid
Use Disorder (OUD)-related grants and contracts, and knowledge of providers’ buprenorphine
prescribing practices, may enhance its understanding of access to MAT provided through office-
based treatment services.
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