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What OIG Found

The number of providers who have obtained
waivers through the Substance Abuse and
Mental Health Services Administration’s
(SAMHSA's) Buprenorphine Waiver Program
has increased significantly since 2002, with
close to 47,000 permitted to prescribe the
drug in the office setting as part of
medication-assisted treatment (MAT) as of
April 2018. However, this figure likely
overstates the availability of buprenorphine
treatment in these settings, as (1) studies
show that many waivered providers do not
treat up to their approved patient-limit
capacity (i.e., up to 30, 100, or 275 patients),
and (2) our analysis indicates that access to
buprenorphine services through waivered
providers is not distributed evenly across the
nation. Specifically, 40 percent of counties in the United States did not
have a single waivered provider in 2018. Even more concerning,
waivered providers were not necessarily found in the areas where access
to MAT is most critical. Among the approximately 1,100 counties
identified by OIG as having the greatest need for buprenorphine
services, 56 percent likely had inadequate capacity to treat patients with
buprenorphine in an office setting.

Key Takeaway

Access to buprenorphine
services remains challenging
in many localities, despite
substantial increases in the
number of waivered
providers and the total
patient capacity nation-
wide. Specifically, among
the 1,000-plus counties in
the United States that OIG
identified as being at the
greatest risk from the opioid
crisis, more than half did not
have adequate capacity to
treat patients in need with
buprenorphine in office-
based settings.

What OIG Recommends and How the Agency Responded

OIG recommends that SAMHSA geographically target its efforts to increase
the participation of waivered providers in high-need counties. In high-
need counties with few or no waivered providers, the best strategy may be
for SAMHSA and its grantees to encourage existing local providers to
obtain buprenorphine waivers and/or to address overall local shortages of
providers in general. In high-need counties that already have higher
numbers of waivered providers, it may be more effective for SAMHSA and
its grantees to encourage and support existing waivered providers to treat
more patients in need of buprenorphine services. SAMHSA concurred with
our recommendation.

Full report can be found at oig.hhs.gov/oei/reports/oei-12-17-00240.asp
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Why OIG Did This Review
Adequate access to treatment is
vital in addressing the escalating
rates of addiction and mortality
related to opioid misuse and abuse.
MAT couples medication (such as
buprenorphine, methadone, or
naltrexone) with counseling and
behavioral therapies to treat opioid
use disorder. Since 2000, Congress
has enacted several measures to
increase the availability of MAT,
including the creation and
expansion of the Buprenorphine
Waiver Program. The waiver
program allows physicians and
certain other qualified providers to
prescribe buprenorphine to patients
in office settings (e.g., primary care
practices, community health
centers, treatment centers) rather
than limiting this service to
specialized opioid treatment
programs, which primarily dispense
methadone. Despite these efforts,
studies still show that only a small
percentage of Americans who need
treatment actually receive it.

How OIG Did This Review

OIG used data from SAMHSA to
determine the number and nation-
wide patient capacity of providers
who had received waivers to
prescribe buprenorphine for MAT
as of April 2018. We also used
these data to identify U.S. counties
with low patient capacity rates. We
used three public health data
sources to identify counties with
high indicators of opioid misuse
and abuse (i.e., counties with high
need). We then examined the
patient capacity rates for these
high-need counties and identified
those with low-to-no capacity to
provide buprenorphine services.
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BACKGROUND

Medication-Assisted

Objectives

1. Determine the number and nation-wide patient capacity of
providers who received waivers to prescribe buprenorphine to
treat opioid use disorder.

2. Determine the extent to which waivered providers are in areas
with high indicators of opioid misuse and abuse (i.e., areas likely
to have large numbers of residents in need of treatment
services).

The growth of opioid misuse and abuse among Americans combined with
inadequate access to quality, specialized substance abuse treatment
continues to fuel the opioid crisis. According to the Substance Abuse and
Mental Health Services Administration (SAHMSA), an estimated 2.1 million
people have an opioid use disorder (OUD) related to prescription pain
relievers and/or heroin.! Further, between 1999 and 2017, the number of
opioid overdose deaths (including prescription pain relievers and illegal
opioids, such as, heroin and fentanyl) increased 6-fold,” with an estimated
130 Americans dying every day.> Access to substance abuse treatment,
including medication-assisted treatment (MAT), is vital in addressing the
alarming rates of addiction and mortality. MAT is widely recognized as a
key component of effective treatment for OUD.** Despite the increasing
need for services, SAMHSA estimates that only 19 percent of Americans who
need substance abuse treatment receive it.® Among individuals seeking
substance abuse treatment, many experience difficulties finding providers
who prescribe one of the three FDA-approved medications associated with
MAT, obtaining adequate insurance coverage for treatment services, and
accessing quality, legitimate care.” ®

For this study, OIG examined access to one drug that is often prescribed as
part of MAT—buprenorphine. SAMHSA'’s Buprenorphine Waiver Program
permits physicians and certain other qualified providers to prescribe
buprenorphine to patients in office settings rather than limiting this service
to specialized opioid treatment programs. Although expanding
buprenorphine to office settings increased overall access to MAT,? concerns
persist that patient access remains limited in many communities.”® "2

MAT couples medication with counseling and behavioral therapies to treat
OUD."® According to the National Institute on Drug Abuse, effective

Treatment ) o : .
substance abuse treatment aims to assist individuals with stopping drug use,
remaining drug-free, and regaining productivity in family, work, and
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Buprenorphine
Waiver Program

society." Extensive evidence supports the effectiveness of MAT in meeting
these goals.® There is no recommended length of treatment with MAT, and
it can continue safely for months, years, or indefinitely.”

Buprenorphine is one drug commonly used in MAT." As a partial opioid
agonist, buprenorphine suppresses withdrawal symptoms and relieves
cravings because it targets the brain in the same way as heroin and
prescription opioids, but its effects and risks, such as respiratory depression
and overdose, are weaker than full opioid agonists, such as heroin and
oxycodone.® ¥ Buprenorphine, when used for MAT, is frequently
formulated with naloxone to prevent high levels of euphoria and other
dangerous side effects, resulting in a lower risk of abuse.®® The U.S. Drug
Enforcement Administration (DEA) has classified buprenorphine as a
Schedule Ill controlled substance in recognition of its moderate or low
potential for abuse and physical dependence.”

Historically, prescribing buprenorphine for MAT was limited to opioid
treatment programs (OTPs)—often referred to as methadone clinics.
According to SAMHSA data, the vast majority of clients who receive MAT
through an OTP are treated with methadone—in 2017, more than 380,000
OTP clients received methadone at an OTP, compared to 28,000 receiving
buprenorphine.® Because OTPs were not available in many communities,
the Drug Addiction Treatment Act of 2000 expanded access to
buprenorphine by allowing providers to prescribe Schedule Ill, IV, and V
drugs for substance abuse treatment in office settings.?*2*# Unlike
methadone, a Schedule Il drug used in MAT, buprenorphine can now be
prescribed to patients in office settings.?® To prescribe buprenorphine for
MAT in an office setting, providers must apply to SAMHSA for a waiver.?” 28

SAMHSA oversees the enrollment and certification of office-based
buprenorphine providers (i.e., waivered providers) through the
Buprenorphine Waiver Program (i.e., waiver program). In 2001, SAMHSA
began issuing waivers for providers who wanted to prescribe buprenorphine
for MAT in the office setting (i.e., buprenorphine services).?* All providers
practicing in a broad spectrum of outpatient settings (e.g., primary care
practices, community health centers, treatment centers) must obtain a
waiver to prescribe buprenorphine for MAT.* Exceptions apply only to
those providers dispensing medications through OTPs and providers in
hospitals who are treating patients with preexisting opioid dependency.*
The waiver program is intended to increase access to quality buprenorphine
treatment from trained providers while also preventing drug diversion.*?

To qualify for a waiver, providers must have a valid DEA registration
number, a State license number, and a minimum of 8 hours of approved
addiction training.* Typically, waivered providers may not treat more than
30 patients at any one time with buprenorphine during their first year in the
program.* Waivered providers may then apply to increase this limit to 100
patients at any one time beginning in their second waiver year.*> After at

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 2
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Methodology

least 1 year at the 100-patient level, waivered providers may apply to
increase their limit to 275 patients.

SAMHSA's oversight requirements vary according to patient-limit levels.
Providers with waivers to treat 30 or 100 patients are not required to report
to SAMHSA the number of patients who were prescribed buprenorphine for
MAT. Additionally, as long as waivered providers at these patient-limit
levels maintain a valid DEA registration, they also maintain their
buprenorphine waiver; there is no expiration date. In contrast, providers
with waivers to treat up to 275 patients must renew their waivers every 3
years and are required to report annually to SAMHSA the number of
buprenorphine patients they served.?’

Concerns Regarding Access to Buprenorphine Services

According to numerous studies, the expansion of buprenorphine services to
office settings through SAMHSA's waiver program decreased provider
shortages in many areas and increased access to MAT overall.®® However,
concerns regarding the limited number of patients receiving buprenorphine
treatment persist.** Only a small percentage of providers in the United
States have a waiver to prescribe buprenorphine* and, among those with
waivers, evidence suggests that a majority are either not prescribing
buprenorphine at all or not treating up to their potential patient capacity
(i.e., 30,100, or 275 patients).*' Waivered providers cite a lack of patient
demand for buprenorphine services, professional time constraints, and
insurance restrictions (e.g., prior authorizations and insurance
reimbursement rates) as the primary barriers restricting their ability to treat
up to their capacity.** Furthermore, GAO found that the regulatory
restrictions placed on waivered providers, such as patient limits, and the
stigmas related to drug addiction and MAT, are additional barriers that may
inhibit waivered providers' participation in the program.*?

In an effort to address access concerns, Congress has repeatedly taken
steps to expand the reach of the waiver program. For example, the patient-
limit threshold for buprenorphine waivers has been increased twice since
the program'’s inception in 2001—once in 2006 to 100 patients and again in
2016 to 275 patients.*** Furthermore, in July 2016, the enactment of the
Comprehensive Addiction and Recovery Act (CARA), expanded
buprenorphine prescribing privileges to nurse practitioners (NPs) and
physician assistants (PAs).* 4

This study determined the number and nation-wide patient capacity of
providers who had received waivers to prescribe buprenorphine for MAT
and determined the extent to which these providers were located in
counties with high indicators of opioid misuse and abuse (i.e., areas likely to
have large numbers of residents in need of treatment services). Patient
capacity is the number of patients that could potentially receive
buprenorphine services through the program given the number of
providers that have received waivers and the maximum number of patients

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 3

OEI-12-17-00240



Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder

OEI-12-17-00240

these providers are permitted to treat at any one time. See Appendix A for
a detailed description of our data sources and analysis, including the criteria
used to identify counties with high indicators of opioid misuse and abuse
and counties with high and low patient capacity.

Scope

This report is national in scope. We included data on waivered providers
located in the 50 States and the District of Columbia. We collected data on
waivered providers from SAMHSA as of April 2018. We did not analyze
access to buprenorphine through OTPs, as they primarily dispense
methadone (rather than buprenorphine) to patients with OUD.

Data Sources

We obtained waivered provider application data from SAMHSA'’s
Buprenorphine Waiver Notification System (BWNS) for May 2002—-April 2018.
These data included information on each waivered provider's address,
patient-limit level, and year of waiver approval. Based on consultation with
Centers for Disease Control and Prevention (CDC) and SAMHSA staff, we
relied on three public health data sources to identify counties with high
indicators of opioid misuse and abuse: drug overdose mortality data,®
opioid prescribing rates from retail pharmacies,*® and prevalence rates of
nonmedical use of pain relievers.*

Data Analysis

We analyzed the BWNS data to determine the number of waivered
providers nation-wide and in each county as of April 2018. We also
analyzed these data to identify the proportion of waivered providers: (1)
approved at each patient-limit level (i.e., 30, 100, or 275) and (2) with
different provider types (i.e., NPs, PAs, or physicians). To determine whether
policy changes (i.e., increased patient limits and expanded types of waivered
providers) were associated with increased patient capacity, we examined
annual trends in the number of new providers entering the waiver program
and waivered providers who increased their patient limits. We also used
these data to determine the county-level patient capacity rates (i.e., patient
capacity per 100,000 residents). We classified counties as either having low-
to-no patient capacity (i.e., rates equal to or less than the 40th percentile of
the patient capacity distribution) or average-to-high patient capacity (i.e.,
rates greater than the 40th percentile of the patient capacity distribution).
Finally, we used CDC's National Center for Health Statistics’ (NCHS) Urban-
Rural Classification Scheme to classify, then calculate the proportion of
waivered providers located in metropolitan and rural areas.

For each measure of opioid misuse and abuse (i.e., drug overdose mortality
data, opioid prescribing rates from retail pharmacies, and prevalence rates
of nonmedical use of pain relievers), we identified counties as having high
rates if their rates were greater than the 60th percentile of the relevant
distribution.”” (See Appendix A for each measure’s distribution and OIG's



classification scheme for identifying high-need counties.) If a county had
high rates for at least two of the three opioid misuse and abuse measures,
we designated it as having a high need for buprenorphine services. We
then examined the patient capacity rates for these high-need counties and
identified which had low-to-no capacity to provide buprenorphine services.

Limitations

This study did not estimate the actual number of patients receiving
buprenorphine services in office settings because SAMHSA does not collect
this information from the majority of waivered providers. Instead, we
determined the maximum number of patients that could potentially be
served through the program (i.e., patient capacity). The number of patients
actually receiving buprenorphine services is likely to be lower than the
estimated national and county-level patient capacities because many
waivered providers are not treating up to their maximum capacity.

Additionally, there is no established benchmark for what patient capacity
rate is considered adequate to meet the need for buprenorphine services.
Therefore, we used the 40th percentile of the patient capacity rate
distribution as the threshold for classifying counties as either average-to-
high (i.e., those greater than the 40th percentile) or low (i.e., those equal to
or less than the 40th percentile). As noted earlier, the patient capacity rates
in this report may overestimate actual access. Therefore, even patients in
counties with average-to-high patient capacity may still encounter
challenges accessing buprenorphine services.

This study identified counties with high indicators of opioid misuse and
abuse and used them as a proxy for identifying counties with high needs for
treatment services. We used the most recent data available for each
measure. Rates may have changed since the date of our analysis. (See
Appendix A for a detailed description of the data we used for each of the
opioid misuse and abuse measures.) Although we used a distribution of
U.S. rates for each selected measure to identify counties as having
comparatively higher needs for treatment services, there is no published
information indicating "acceptable” rates of pain reliever misuse, opioid
prescribing, or drug overdose mortality. According to multiple sources
comparing U.S. rates of opioid use, overdose, and prescribing to their
international counterparts, U.S. rates are significantly higher for each
measure.”® >* > Therefore, counties not falling into the “high need”
category may still have rates that are well above acceptable levels. Such
counties may still require government oversight and assistance with regard
to opioid use disorder.

Finally, this study used counties as the unit of analysis for examining
treatment need and waivered provider access. We acknowledge, however,
that patients may also seek treatment services outside their counties of
residence. Therefore, even in counties with low patient capacity rates, some
patients may be able to obtain care by traveling to a neighboring county. In
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addition, patients may access all three FDA-approved medications for the
treatment of OUD (i.e., methadone, buprenorphine, naltrexone) at OTPs.
We did not analyze access to buprenorphine through OTPs, as they
primarily dispense methadone (rather than buprenorphine) to patients with
OUD. Finally, patients may receive MAT drugs other than buprenorphine
(i.e., methadone or naltrexone) for OUD treatment. We did not review
access to other MAT drugs in this report.

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.



FINDINGS

The number of
providers obtaining
waivers for
buprenorphine has
increased
substantially since
2015; most providers
were limited to the
lowest patient-limit
level

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder

OEI-12-17-00240

Between January 2016 and April 2018, almost 19,000 new providers
obtained waivers for buprenorphine

As of April 2018, a total of 46,857 providers had current waivers to prescribe
buprenorphine, reflecting a rapid influx of new providers entering the
program since 2015. As depicted in Exhibit 1, between 2002 and 2015, the
waiver program added an average of 2,498 waivered providers each year.*®
Since 2015, the rate of growth increased significantly with 4,754 waivered
providers added in 2016, followed by 10,841 in 2017, and 3,448 in just the
first 3 months of 2018. The large increase in 2017 coincided with a new
Federal policy expanding buprenorphine prescribing privileges to NPs and
PAs, with almost half (5,212) of the new waivered providers added that year
belonging to those two groups.

Exhibit 1: The Number of New Providers Obtaining Waivers Each Year
Has Risen Substantially Since 2015

12,000
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6,000

New Providers

4,000
2,000

0
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Source: OIG analysis of SAMHSA Buprenorphine Waiver Notification System data, April 2018.

Although patient-limit caps have increased, almost three-quarters
of waivered providers remain at the lowest patient-limit level

Key policy changes implemented in 2007°’ (i.e., increasing the patient-limit
level to 100 for qualified providers) and again in 2016 (i.e., increasing the
patient-limit level to 275) led some waivered providers to expand their
treatment capacity. As of April 2018, 8 percent of waivered providers were
permitted to treat the maximum number of patients (i.e., 275) and 19
percent were at the middle level (i.e., 100). However, as depicted in Exhibit
2, almost three-quarters of waivered providers (72 percent) were limited to
treating no more than 30 patients at one time. The number of waivered
providers increasing their patient-limit levels slowed over time; indicating



Although total
patient capacity
under the waiver
program has
increased
significantly, the
number of patients
actually receiving
treatment likely falls
well below this
potential figure
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that only a subset of waivered providers were seeking to treat more
patients.

Exhibit 2: Most Waivered Providers May Only Treat Up to 30 Patients
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Source: OIG analysis of SAMHSA Buprenorphine Waiver Notification System data, April 2018.
Note: The rows do not total to 100 percent due to rounding.

As both the number of waivered providers and the allowed patient-limit
levels have increased (see Exhibits 1 and 2), the program’s potential capacity
to serve more patients has grown substantially. For example, although only
8 percent of waivered providers have increased their patient limit to 275
pursuant to the 2016 policy change, these providers are now waivered to
treat more than 1 million potential patients. As of April 2018, if every
waivered provider treated up to his or her capacity, approximately 3 million
patients at any one time could receive buprenorphine for MAT through the
Buprenoprhine Waiver Program.

However, there is substantial evidence that “real-world” access to
buprenorphine services lags well behind the potential patient capacity.
Recent studies by SAMHSA and others found that the majority of waivered
providers are not prescribing at or near their patient-limit capacity.®® ** For
example, one study of buprenorphine prescribing patterns between 2010
and 2015 found that waivered providers at the 30-patient limit level were
treating relatively few—and sometimes zero—patients.®® Specifically, the
study determined that waivered providers at the 30-patient limit level
treated an average of 14 patients per month and those at the 100-patient
limit level treated an average of 43 patients a month.®" Waivered providers
who responded to a different survey from SAMHSA in 2018 indicated that
the main barriers to prescribing buprenorphine to more patients were lack
of patient demand, time constraints, and insurance reimbursement and
requirements.®



Despite increases
in the number of
waivered
providers and
total patient
capacity nation-
wide, access to
buprenorphine
services remains
challenging in
many localities

Approximately two-thirds of U.S. counties either have low or no
patient capacity to provide buprenorphine services to patients in
the office setting

Forty percent of counties nation-wide do not have any waivered providers
and another 24 percent have low patient capacity (defined as a rate less
than or equal to 473.8 per 100,000 people). Depicted in Exhibit 3 as the
dark blue counties, a swath of the United States from the Upper Midwest
region and Great Plains to Texas and the Southeast have large areas of low
to no capacity to provide buprenorphine services. For example, 77 percent
of Oklahoma counties (59 of 77) have low-to-no patient capacity. Among
these low-patient capacity counties in Oklahoma, 81 percent have no
waivered providers at all or only one per county. There are also large
numbers of counties within other States, such as Nevada and Indiana, with
similarly low patient capacity.

In total, 72 percent of counties with low-to-no patient capacity are in rural
areas (for comparison purposes, 63 percent of counties nation-wide are
rural). The lack of waivered providers in rural areas may reflect a wider
problem with shortages and maldistribution of primary care and other
providers.®

In contrast, 36 percent of counties have average-to-high patient capacity
(defined as a rate greater than or equal to 473.9 per 100,000 people).
Depicted in Exhibit 3 as the lightest blue counties, the Pacific Northwest,
Northeast, and parts of Appalachia have average or better capacity to
provide buprenorphine services to patients. Forty-six percent of counties
with average-to-high patient capacity are in rural areas.

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder
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Exhibit 3: Rates of Patient Capacity in the United States by County, 2018
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Source: OIG analysis of SAMHSA Buprenorphine Waiver Notification System data, 2018
Note: All counties with patient capacity rates less than or equal to 473.8 are considered to have low-to-no patient capacity

More than half of counties with high treatment needs may not have
adequate patient capacity to provide buprenorphine services to
patients in the office setting

When considering geographic distribution of waivered providers, the most
important consideration is whether waivered providers are located where
the need for buprenorphine services is the greatest.

36 percent of counties in the United States have a high need for treatment
services. In total, 1,119 counties had high indicators for at least two of the
three opioid misuse and abuse measures (i.e., drug overdose mortality,
nonmedical use of pain relievers, and opioid prescribing) included in our
analysis, thereby meeting OIG's definition of “high need.” For example, in
Exhibit 4, high-need counties are clustered throughout the Appalachian
region,®* parts of the Southeast (including Arkansas and Alabama), and the
Southwest (including Nevada and New Mexico). Other high-need areas
include the Pacific Northwest and along the South-Atlantic coast, including

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 10
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Virginia and North Carolina. More than half (61 percent) of these high-need
counties are in rural areas.

In total, 381 high-need counties (the darkest green in Exhibit 4) have the
highest indicators of opioid misuse and abuse (i.e., rates greater than the
80th percentile of the distribution for two of the three measures). These
counties, which represent 12 percent of all counties nation-wide, are likely to
be the areas facing the most critical need for treatment services. More than
half (62 percent) of these highest-need counties are in rural areas.

Exhibit 4: Counties With High Need for Treatment Services, 2018
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Source: OIG analysis of CDC and SAMHSA data, 2018

56 percent of the high-need counties may lack adequate patient capacity to
provide buprenorphine services to patients. Exhibit 5 below overlays the
earlier map of patient capacity rates (Exhibit 3) with the map depicting high-
need counties (Exhibit 4). Among the high-need counties, 56 percent (623
of 1,119) have low-to-no capacity to provide buprenorphine services
(depicted in Exhibit 5 as the darkest blue counties). These counties are

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder M
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clustered in areas such as, the Southeast (including Arkansas, Louisiana, and
Mississippi), the Southwest (including Nevada and New Mexico), and along
the South-Atlantic coast (including Virginia and North Carolina). Seventy-
two percent of the high-need counties with low-to-no patient capacity were
in rural areas. Among these high-need-with-low-capacity counties, half
(320) did not have a single waivered provider.

Exhibit 5: High-Need Counties and their Patient Capacity, 2018
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Source: OIG analysis of CDC and SAMHSA data, 2018

For example, 66 of 75 Arkansas counties were classified as high-need, with
most waivered providers clustered around two of the State’s largest cities
(Fayetteville and Little Rock). Furthermore, two-thirds (43) of high-need
counties in Arkansas did not have a single waivered provider, potentially
indicating the existence of a serious waivered provider shortage in much of
the State (Exhibit 6). Similar trends of low-to-no patient capacity are
occuring in high-need counties in other States, such as, Oklahoma and
Nevada.

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 12
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Exhibit 6: Example of Waivered Provider Distribution in High-Need Counties With Low-to-No
Patient Capacity—Arkansas
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Although 44 percent of counties with high treatment needs have
average-to-high patient capacity, patients may still experience
difficulties accessing treatment in those areas

Depicted in Exhibit 5 as light blue, 44 percent of high-need counties have
average-to-high patient capacity to provide buprenorphine services.
Examples include parts of the Appalachian region, the Pacific Northwest,
and Arizona. Forty-eight percent of high-need counties with average-to-
high patient capacity are in rural areas.

Average-to-high patient capacity, however, may not always reflect actual
geographic accessibility to buprenorphine services—especially in counties
and States that encompass a large physical area. In other words, although
these counties may appear to have adequate capacity to treat patients in
need of buprenorphine services, individuals who live there may still
experience difficulties accessing waivered providers.

For example, two high-need counties in Arizona (Maricopa and Pima) also
met our criteria of having average-to-high patient capacity (777.7 and 846.8
per 100,000 people, respectively). However, nearly all waivered providers

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 13
OEI-12-17-00240



were clustered around the major population centers of Phoenix (in
Maricopa County) and Tuscon (in Pima County), meaning that individuals
located in the furthest reaches of these large counties may not have
adequate access to waivered providers (see Exhibit 7). For example, an
individual residing in southwest Maricopa County, where zero waivered
providers are located, would have to drive an estimated 115 miles to access
buprenorphine services in the Phoenix area (the closest cluster of waivered
providers in the county). This same individual would experience similar
access issues if attempting to see a waivered provider in neighboring
counties. Even greater geographic disparities likely exist in Pima County
and across the State as a whole.

Exhibit 7: Example of Disparities in Waivered Provider Distribution in High-Need Counties With
Average-to-High Patient Capacity—Arizona

Number of Waivered
Providers by Zip Code
o 1-3

® 4-6

® 7-12

@ 13-20

. 211-:33

|:| Arizona High-Need Counties

Map Projection: USA Contiguous Albers Equal Area Conic

Datum: North American 1983

Source: HHS-OIG/Reference Citations
Source: OIG analysis of CDC and SAMHSA data, 2018
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CONCLUSION AND RECOMMENDATION

As the opioid crisis and public health emergency continue to affect many
communities, this study raises concerns about access to MAT across the
country. Congress created the buprenorphine waiver program to increase
access to MAT—access that was previously restricted to specialized clinics
(i.e., OTPs)—by making it available to patients in doctors’ offices. Despite
significant increases in the number of new providers obtaining waivers and
a substantial expansion of potential office-based treatment capacity nation-
wide, access to buprenorphine services remains challenging in many
localities. Roughly a third (36 percent) of counties nation-wide have high
needs for buprenorphine services. However, patients in more than half (56
percent) of these high-need counties are hampered by a scarcity of local
providers who have obtained waivers to provide MAT in office settings. The
need is especially critical in the 320 high-need counties that lacked even a
single waivered provider.

One of HHS's goals in addressing the opioid crisis is to “increase the
number of providers, including nurse practitioners, physicians, and physician
assistants who are able and willing to provide MAT.”®> Increasing the
number of providers with buprenorphine waivers is undoubtedly a vital step
towards expanded access. However, as our findings illustrate, any increase
on its own is not enough to ensure that all patients who need treatment
have access to it. To expand the availability of buprenorphine services in
counties where they may be needed the most, we recommend:

SAMHSA geographically target its efforts to increase the
participation of waivered providers in high-need counties

In its efforts to expand access to buprenorphine services, SAMHSA should
work with its State partners and grantees to specifically target the high-need
counties with low-to-no patient capacity. Particular attention should be
given to high-need areas with clusters of counties that do not have any
waivered providers. Patients in these areas may have little to no access to
buprenorphine services.

SAMHSA should work with its State partners and grantees to determine the
best strategy for increasing each high-need county’s patient capacity. For
example, in high-need counties with few or no waivered providers, the best
strategy may be for SAMHSA and its grantees to encourage the existing
local providers to obtain buprenorphine waivers. If these high-need
counties have few existing primary care or behavioral health providers,
SAMHSA should continue partnering with other agencies, such as the
Health Resources and Services Administration, in ongoing efforts to address
health professional shortage areas. In high-need counties that already have
waivered providers, it may be more effective for SAMHSA and its grantees
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to encourage and support existing waivered providers to treat more
patients in need of buprenorphine services, which might include applying to
increase their patient-limit level, leveraging telehealth services, and
addressing barriers to providing this service (e.g., time constraints; insurance
coverage and requirements).

Even among the high-need counties with average-to-high patient capacity,
SAMHSA should work with its State partners and grantees to ensure that
there is adequate access to buprenorphine services. Although these high-
need counties may appear to have enough waivered providers to treat the
need, patients may still lack access. Waivered providers may be clustered
around major population centers and/or treating relatively few to no
patients. In States that have buprenorphine access problems but are not
fully utilizing telehealth services, SAMHSA could work with States and
grantees to develop effective telehealth programs.
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AGENCY COMMENTS AND OIG RESPONSE

SAMHSA concurred with our recommendation to target its efforts to
increase the participation of waivered providers in high-need counties.
SAMHSA stated that it is committed to improving treatment access to
address the opioid crisis, and has been working with Federal and State
partners and grantees on efforts that are authorized by Congress to (1)
encourage providers to obtain waivers and treat more patients; (2) reduce
barriers and increase access to MAT medications, including buprenorphine;
and (3) support increasing access to MAT for those in rural, underserved,
and/or high-need counties. SAMHSA noted that through training and
technical assistance opportunities, grants, and other efforts, the agency has
infused millions of dollars into communities to address the issues raised in
OIG's report and recommendation.

OIG appreciates SAMHSA's efforts to address this important issue, and
urges SAMHSA to continue their work in this area to ensure access to MAT.
More attention should be given to high-need counties with low-to-no
patient capacity and those high-need areas with clusters of counties that do
not have any waivered providers, as patients in these areas may have little
to no access to buprenorphine services.

For the full text of SAMHSA’s comments, see Appendix B.
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APPENDIX A: Detailed Methodology

Data Sources

Buprenorphine Waiver Notification System (BWNS). SAMHSA collects and
stores buprenorphine waiver applicant information in the BWNS. The
BWNS includes data on each applicant’s address,°® DEA registration
number, patient-limit level, provider specialty, and year of waiver approval.
We used these data to identify the number of waivered providers nation-
wide and in each county. We also used these data to identify how many
waivered providers were approved at each of the three patient-limit levels.
We reviewed BWNS data collected by SAMHSA between May 2002 and
April 2018, which represented all waiver applications received by SAMHSA
within this time period.

DEA Active Controlled Substances Act (CSA) Registrants Database. This
database contains all active DEA registrants and their associated registration
numbers. OIG regularly receives these data from the DEA. We reviewed
January 2018 DEA registrant’s data, the most recent data available to OIG at
the time of our analysis, to verify that each waivered provider's DEA number
listed in the BWNS data was currently active.

U.S. Census Bureau Topologically Integrated Geographic Encoding and
Referencing (TIGER) shapefiles. TIGER shapefiles are designed to be used
with ArcGIS. These files include data on spatial boundaries, roads, address
information, and water features. We used publicly available TIGER
shapefiles with ZIP Code, State, and county data.®” These shapefiles were
used in our geocoding analyses in this review.

U.S. Census Bureau Cartographic Boundary shapefiles. Cartographic
shapefiles are designed to be used with ArcGIS. They contain less detail
than TIGER shapefiles and are used for small scale thematic mapping. They
display accurate shoreline boundaries, especially in areas where shorelines
and county lines overlap. We used publicly available cartographic county
and State shapefiles in our ArcGIS mapping throughout this review.®

U.S. Census Bureau resident population estimates data. Population
estimates for each county are provided by the U.S. Census Bureau. We
used the publicly available population estimates from 2016 to determine the
county patient capacity rates.®®

National Center for Health Statistics (NCHS) Urban-Rural Classification
Scheme for counties. CDC's NCHS developed this classification scheme for
counties to demonstrate urban-rural health differences.”® All counties and
county-equivalent entities are grouped in either the metropolitan or
nonmetropolitan categories.”” We labeled metropolitan counties as
metropolitan and nonmetropolitan counties as rural in the report. We used
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these publicly available data to determine the proportion of waivered
providers located in metropolitan and rural areas.”

Centers for Disease Control and Prevention (CDC) drug overdose data.
CDC's National Vital Statistics System collects information on births, deaths,
and fetal deaths from U.S. States and jurisdictions. Age-adjusted drug
overdose mortality rates are calculated based on the underlying cause-of-
death codes from the International Classification of Diseases, Tenth Revision
(ICD-10), that detail drug poisoning.”® We used all drug overdose mortality
rates in this report. Drug-specific deaths (e.g., the type of opioid that
caused the overdose) are not routinely reported across all U.S. jurisdictions,
therefore, using only opioid-specific overdose mortality rates would have
underestimated the number of actual opioid overdose deaths. In addition,
because rising mortality rates are being driven by opioids, CDC staff
recommended using the drug overdose mortality rates as an indicator of
need for OUD treatment services. We obtained 2016 county-level mortality
data from CDC. We used these data to calculate the age-adjusted drug
overdose mortality rates for each county.” > We used these data as one of
three measures to identify counties with high indicators of opioid misuse
and abuse.

U.S. Census Bureau 2016 Bridged-Race Postcensal Population Estimates.
The Bridged-Race Postcensal Population Estimates contains population
estimates for age groups and race at the county level. These publicly
available population estimates were used to calculate the age-adjusted drug
overdose mortality rates for each county.”

Opioid prescribing rates from retail pharmacies. The CDC published its
analysis of IQVIA data on the geographic distribution in the United States of
retail opioid prescriptions dispensed per 100 persons for the years 2006—
2017.”7 We used publicly available county-level data from 2016 located on
CDC's website as one of three measures to identify counties with high
indicators of opioid misuse and abuse.

SAMHSA National Survey on Drug Use and Health (NSDUH) prevalence
rates of nonmedical use of pain relievers. NSDUH is a national population
survey and serves as the primary source of statistical information on illicit
drug use, alcohol use, substance use disorders and mental health issues in
the United States. We used prevalence estimates of nonmedical use of pain
relievers’® in the past year (nonmedical use of pain relievers) for the years
2012-2014 (the most recent available). The NSDUH provides national-,
State-, and substate-level”® prevalence estimates on this measure. Because
county-level estimates were not available, we assigned each county to its
associated substate region’s prevalence estimate.*® We used these publicly
available data®' as one of three measures to identify counties with high
indicators of opioid misuse and abuse.
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Data Analysis

Waivered provider list. To determine the number of waivered providers
nation-wide, we created a national list of current waivered providers from
SAMHSA's BWNS data. Providers meeting the following characteristics were
removed from our analysis:

e Providers without current waivers. SAMHSA’'s BWNS data include
application information on both “certified” (i.e., providers with
currently valid waivers) and “non-certified” providers (i.e., providers
whose waivers are no longer valid, have not yet been approved, or
whose applications were not processed/deemed incomplete). For
these analyses, we only included certified providers and removed
non-certified providers.

e Providers with multiple and duplicate entries. Providers who applied
for a patient-limit increase(s) had a record for each application in the
BWNS data. Therefore, we retained the most recent patient-limit
application (i.e., the provider's current waiver level) data. Earlier
application data were combined into this one observation, resulting
in the removal of all additional multiple entries. Additionally, there
were numerous providers with duplicate entries (i.e., a provider with
potentially two waivers at the same patient-limit level). This list of
duplicate provider entries was sent to SAMHSA for review.

e Providers with missing DEA registration data. DEA registration
numbers are required to verify that waivered providers hold valid
DEA registrations and are legally allowed to prescribe
buprenorphine for MAT. All providers with missing DEA registration
numbers were removed. This list of providers with missing DEA
registration numbers was sent to SAMHSA for review in August
2018.

e Providers with inactive DEA registration numbers. To ensure that all
current waivered providers hold a valid DEA registration, we
compared the DEA registration numbers in the BWNS data to the
DEA registration numbers listed in the DEA Active CSA Registrants
database. All waivered providers that did not have an active DEA
registration number were removed. This list of 1,415 providers with
inactive DEA registration numbers was sent to SAMHSA for review.

e Providers located in U.S. territories. Data about U.S. territories (e.g.,
Puerto Rico, Guam, U.S. Virgin Islands) were not available for some
key data sources used in this review (e.g., opioid prescribing rates
from retail pharmacies, nonmedical use of pain relievers data).
Therefore, we removed providers located in the U.S. territories from
our analyses. We included data on providers located in the 50
States and District of Columbia.

To determine the number of waivered providers in each county, we
grouped the waivered providers by county. First, we assigned each
waivered provider to a county using the address data included in the BWNS

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 20
OEI-12-17-00240



data. We used the Geographic Information System ArcGIS 10.5 software to
geocode® the ZIP Codes listed for each waivered provider. Then, to obtain
each waivered provider's county, we matched each geocoded ZIP Code to a

county through ArcGIS. For the approximately 3 percent of waivered

providers that we were unable to geocode through ArcGlIS, we used the U.S.
Census Bureau's manual geocoder® as an alternative. We used waivered

providers' street, city, and State address information listed in the BWN

S data

to assign counties to the remaining waivered providers. We were unable to

assign a county to 703 waivered providers—most likely due to

typographical errors in the address information in BWNS. These waivered
providers were removed from our county-level analyses. Please see Exhibit

8 for a detailed list of the waivered providers that were excluded from
analyses.

our

Please note that the national-level analyses in this review are based on the
total subpopulation of 46,857 waivered providers (which includes the 703

waivered providers lacking sufficient address information to geocode).
However, all metropolitan/rural and county-level analyses are based o
subpopulation of 46,154 waivered providers, which excludes the 703
waivered providers lacking county location information.

na

Exhibit 8: Waivered Provider List Removals

Criteria for Removal Number of Provider Number of Providers
Records Removed Remaining
Original number of waivered provider entries in BWNS N/A 76,403
Removed providers without current waivers (non- 9,775 66,628
certified)
Removed providers without current waivers (non- 90 66,538
processed applications)
Removed multiple entries for same waivered provider 17,746 48,792
(providers with multiple applications for patient-limit
level increases)
Removed providers with missing DEA registration 7 48,785
numbers
Removed duplicate provider entries (providers with 48 48,737
potential duplicate waivers)
Removed providers with non-active DEA registration 1,415 47,322
numbers
Removed waivered providers located in U.S. territories 465 National waivered
provider total
46,857
Removed waivered providers that could not be 703 County waivered
geocoded provider total
46,154
Source: OIG analysis of SAMHSA's BWNS data.
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Analysis of national waivered provider data. To determine the total
number of waivered providers nation-wide (i.e., 50 States and the District of
Columbia), we counted the total number of waivered providers on the
national waivered provider list. We then calculated the national proportion
of waivered providers approved at each patient-limit level (i.e., 30, 100, or
275). Finally, we summed the maximum number of patients each waivered
provider may treat (i.e., patient-limit level) to determine the national patient
capacity.

We also conducted analyses to describe the national population of waivered
providers. We examined the provider type by calculating the proportion of
waivered providers that were NPs, PAs, and physicians. 2

To examine the historical trend in the number of new waivered providers
who entered the waiver program since its inception in 2002, we calculated
the number of waivered providers who received an initial 30-patient limit
level waiver for each year from 2002 to 2017.%> To determine the number of
waivered providers who increased their patient limits, we calculated the
number of current waivered providers who received a patient-limit increase
(i.e., 100 or 275) each year from 2006 (the first-year patient limits were
statutorily permitted to be increased) to 2017.

To determine the national proportion of waivered providers located in
metropolitan and rural areas, we first assigned each waivered provider's
location a metropolitan or rural classification using the NCHS Urban-Rural
Classification Scheme. Then, we calculated the proportion of waivered
providers located in metropolitan and rural areas. We could assign a
metropolitan or rural classification only to waivered providers with sufficient
address information (i.e., geocoded ZIP Codes). Therefore, the national
proportion of waivered providers located in metropolitan and rural areas
does not include the 703 waivered providers with insufficient address
information.

Analysis of county-level waivered provider data. We first calculated the
number of waivered providers in each county. Then, we summed the
number of counties without any waivered providers. To calculate each
county’s patient capacity, we summed the maximum number of patients
each waivered provider in the county may serve based on each waivered
provider's patient-limit level (i.e., 30, 100, or 275). Additionally, we
compared each county’s total patient capacity to its 2016 population size to
calculate the county patient capacity rates (e.g., county patient capacity per
100,000 people).

To determine the counties with average-to-high and low-to-no patient
capacity rates, we first determined counties with zero patient capacity rates
(i.e., counties with zero waivered providers). All counties with zero waivered
providers were included in the subsequent low-to-no patient capacity
analyses. For counties with greater than zero patient capacity rates, we
distributed the county patient capacity rates into five quintiles. Then, we
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identified all counties equal to or less than the 40th percentile of the
distribution (i.e., all counties with patient capacity rates less than or equal to
473.8 per 100,000 people) as having low patient capacity.®® We identified
those counties with patient capacity rates greater than the 40th percentile
of the distribution (i.e., all counties with patient capacity rates greater than
or equal to 473.9 per 100,000 people) as having average-to-high patient
capacity. Then, we calculated the proportion of counties with low-to-no
patient capacity rates and the proportion of counties with average-to-high
patient capacity rates. Finally, we calculated the proportion of counties with
low-to-no patient capacity rates that were in rural areas.

Exhibit 9: Distribution of County Patient Capacity Rates per 100,000

Patient Capacity Rates Percentile OIG Classification

0 - No patient capacity
18.9-223.1 0-20th Low patient capacity
223.2-473.8 21st-40th  Low patient capacity
473.9-815.8 41st-60th  Average patient capacity
815.9-1404.2 61st-80th  High patient capacity
1404.3-13445.7 81st=100th  High patient capacity

Source: OIG analysis of SAMHSA and CDC data, 2018.

Identification of counties with high indicators of opioid misuse and abuse.
To identify counties with a high need for buprenorphine services, we
consulted with CDC. Based on CDC's recommendation, we used three
measures to identify counties with high indicators of opioid misuse and
abuse:

(1) CDC county-level drug overdose mortality data,
(2) Opioid prescribing rates from retail pharmacies, and
(3) SAMHSA NSDUH prevalence rates of nonmedical use of pain relievers.

We determined the median rate for each measure, then distributed each of
the three measures into five quintiles.®” Then, for each measure, we
identified the counties that were greater than the 60th percentile of the
distribution. All counties with rates greater than the 60th percentile of the
distribution were considered to have a high indicator for opioid misuse and
abuse for that measure.®® We also identified counties with indicators in the
highest quintile (i.e., greater than the 80th percentile of the distribution) for
each opioid misuse and abuse measure and were considered to have the
highest indicators for that measure. We identified those counties with
opioid misuse and abuse indicators less than or equal to the 60th percentile
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of the distribution as having average-to-low opioid misuse and abuse
indicators.

Exhibit 10: Opioid Misuse and Abuse Measure Distributions by County

Drug Overdose Age- Percentile  OIG Classification
Adjusted Mortality Rate of High Need
per 100,000 people

0-3.5 0-20th

3.6-11.5 21st=40th

1.6-17.7 41st-60th

17.8-27.6 61st-80th

27.7-223.5 81st-100th

Percentage of Percentile  OIG Classification
Nonmedical Use of Pain of High Need
Relievers in the Past Year

2.95%-3.74% 0-20th

3.75%-4.15% 21st=40th

4.16%—-4.49% 41st-60th

4.50%-4.83% 61st-80th

4.84%-5.89% 81st-100th

Opioid Prescribing Rate  Percentile = OIG Classification

per 100 people of High Need
0-43.6 0-20th

43.7-64.7 21st-40th

64.8-82.4 41st-60th

82.5-105.6 61st-80th v
105.7-470.3 81st=100th v

Source: OIG analysis of SAMHSA and CDC data, 2018.

Then, we identified the counties that had high indicators (i.e., greater than
the 60th percentile of the distribution) for at least two of the three
measures. These counties were designated as the counties in high-need
areas for buprenorphine services. We then identified the counties that had
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the highest indicators (i.e., greater than the 80th percentile of the
distribution) for at least two of the three measures. These counties were
designated as the counties with the highest need for buprenorphine
services. Then, we calculated the proportion of counties nation-wide that
were in high-need areas. We also calculated the proportion of counties in
high-need areas that had the highest indicators of opioid misuse and abuse.
Finally, we calculated the proportion of counties in high-need areas that
were in rural areas.

Geographic comparison and analysis of county-level patient capacity and
areas of high need. Among the counties in high-need areas, we identified
the counties with low-to-no or average-to-high patient capacity. Then, we
calculated the proportion of counties in high-need areas with average-to-
high and low-to-no patient capacity. Finally, we calculated the proportion
of counties in high-need areas without any waivered providers.

We chose to further examine waivered provider characteristics in high-need
counties in select States to obtain a more in-depth understanding of the
dynamics between need and patient capacity. First, we identified 14 States
where at least 50 percent of their counties were identified as high need.
Then, among those 14 States, we calculated the percent of their high-need
counties that had low-to-no patient capacity and the percent of their high-
need counties that were rural.

Ultimately, we chose to examine high-need counties in Arizona, Ohio,
Oregon, Arkansas, Alabama, Oklahoma, and Indiana. We calculated the
proportion of high-need counties in each of these States without any
waivered providers. Next, we calculated the proportion of waivered
providers in high-need counties approved at each patient-limit level (i.e., 30,
100, or 275) in each of these States. To determine whether waivered
providers were clustered within a few high-need counties within each State,
we calculated the proportion of waivered providers located in each high-
need county and identified where the major cities were located.

Using ArcGIS mapping software, we mapped the patient capacity rates for
each county. Next, we mapped the counties in high-need areas and
highlighted those counties with the highest opioid misuse and abuse
indicators. Then, we mapped the counties in high-need areas and marked
them as having low-to-no or average-to-high patient capacity rates. Finally,
we chose to include maps of the high-need counties and the States’
waivered provider distribution in Arkansas and Arizona in this report.

Geographic Disparities Affect Access to Buprenorphine Services for Opioid Use Disorder 25
OEI-12-17-00240



APPENDIX B: Substance Abuse and Mental Health
Services Administration Comments
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Substance Abuse and Mental Health %
Services Administration %

5600 Fishers Lane * Rockville, MD 20857 %Q

www.samhsa.gov * 1-877-SAMHSA-7 (1-877-726-4727)

4 2019
TO: Joanne M. Chiedi
Acting Inspector General
Department of Health and Human Scrvices Office of Inspector General

FROM: Assistant Secretary for Mental Health and Substance Use

SUBJECT:  OIG Draft Report “Geographic Disparities Affect Access to Buprenorphine
Services for Opioid Use Disorder” (OEI-12-17-00240)

The Substance Abuse and Mental Health Services Administration (SAMHSA) has reviewed the
above subject document and concurs with the recommendations. SAMHSA offers the attached

comments for consideration.
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Elinore F. McCance-Katz, M.D., Ph.D.
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GENERAL COMMENTS FROM THE SUBSTANCE ABUSE AND MENTAL HEALTH
SERVICES ADMINISTRATION ON THE OFFICE OF INSPECTOR GENERAL’S DRAFT
REPORT ENTITLED — GEOGRAPHIC DISPARITIES AFFECT ACCESS TO
BUPRENORPHINE SERVICES FOR OPIOID USE DISORDER OEI-12-17-00240

The Substance Abuse and Mental Health Services Administration appreciates the opportunity
from the Office of Inspector General (OIG) to review and comment on this draft report and looks
forward to continuing to work with the Department and Congress on efforts to address the opioid
Crisis.

Recommendation 1

SAMHSA should geographically target its efforts to increase the participation of waivered
providers in high-need counties. In high-need counties with few or no waivered providers, the
best strategy may be for SAMHSA and its grantees to encourage existing local providers to
obtain buprenorphine waivers and/or to address overall local shortages of providers in general. In
high-need counties that already have higher numbers of waivered providers, it may be more
effective for SAMHSA and its grantees to encourage and support existing waivered providers to
treat more patients in need of buprenorphine services.

SAMHSA Response
SAMHSA'’s efforts and its focus are directed in either appropriation or other statute. When

permissible, SAMHS A may target such efforts; but often the target of our efforts are specified in
statute. SAMHSA is committed to improving treatment access and retention to address the
opioid crisis, which is why we have already worked with federal and state partners and grantees
to take action and have efforts in place to:

¢ Encourage providers to obtain the DATA waiver and treat more patients;

e Reduce barriers and increase access to all FDA approved medications for MAT,
including buprenorphine; and

¢ Support means of increasing access to MAT for those in rural, underserved, and/or high
needs counties.

Through training and technical assistance opportunities, grants, and other efforts, SAMHSA has
infused millions of dollars into communities to address the issues raised in OIG’s report and
recommendations. Some examples of these actions and efforts are outlined below.

Training and Technical Assistance Grants

As discussed by the OIG, SAMHSA funds a large TA and training effort, the Opioid Response
Network, whose primary focus is locally based. The premise of this approach is that local
expertise is needed to ensure jurisdictions get the service access they need. SAMHSA has placed
local teams of experts on the ground in every state which are available to individuals,
communicates, practitioners and anyone else seeking training/education on addressing the opioid
crisis. These efforts are tailored to local needs specified by the recipient of the training.

Additionally, SAMHSA is working to increase education, interest, and expansion of

Buprenorphine to practitioners through our Provider Clinical Support System (PCSS) programs
and Training and Technical Assistance Centers (TTCs).

Page 1 of 4
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GENERAL COMMENTS FROM THE SUBSTANCE ABUSE AND MENTAL HEALTH
SERVICES ADMINISTRATION ON THE OFFICE OF INSPECTOR GENERAL’S DRAFT
REPORT ENTITLED — GEOGRAPHIC DISPARITIES AFFECT ACCESS TO
BUPRENORPHINE SERVICES FOR OPIOID USE DISORDER OEI-12-17-00240

o Provider Clinical Support System — Medication Assisted Treatment (PCSS-MAT) and
Provider Clinical Support System — Universities (PCSS-U), https://pcssnow.org/

o PCSS was created in response to the opioid overdose epidemic to train primary care
providers in the evidence-based prevention and treatment of OUD and treatment of
chronic pain. The project is geared toward primary care providers who wish to treat
OUD. PCSS is made up of a coalition major healthcare organizations, led by the
American Academy of Addiction Psychiatry, to address this healthcare crisis.
Through a variety of trainings and a clinical mentoring program, PCSS’s mission is to
increase healthcare providers’ knowledge and skills in the prevention, identification,
and treatment of substance use disorders (SUD) with a focus on opioid use disorders
(OUD).

o PCSS-MAT trains health professionals to provide effective, evidence-based, MAT to
patients with OUD in primary care, psychiatric care, substance use disorder treatment,
and pain management settings. The program is not only intended to expand MAT
training, but also encourage eligible providers to update their waivers.

o PCSS-U is also intended to expand and enhance MAT services for individuals with
OUD through ensuring the education and trainings of students in the medical,
physician assistant and nurse practitioner fields. This program’s focus is to ensure
students fulfill the training requirements needed to obtain a DATA waiver to
prescribe MAT in office-based settings.

These programs are steadily expanding training through the provision of education to additional
providers eligible to receive the DATA Waiver as specified in the SUPPORT Act. The inclusion
of these additional providers will expand capacity particularly in hard to reach regions where a
physician, PA or NP may not always be available.

o Addiction Technology Transfer Centers (ATTC)
o SAMHSA also continues to support all levels of providers in the addiction field with
education, training, and resources through its ATTC Network. The Network has
locations nationwide that provide general and tailored education and training on a
variety of topics to develop, strengthen, and overall increase the capacity of
specialized behavioral and primary healthcare providers to provide high quality,
effective services for individuals with SUD, including OUD.

Grants

SAMHSA has also provided various grants to states in order to address access to MAT. These
grants not only allow, but often require grantees (whether states or communities) to assess their
needs, which includes targeting areas with highest need and low access; increase access to
providers that use evidence-based practices, including MAT; and encourage leveraging
innovative means, such as telehealth, to address barriers to accessing services. Some of these
grants are described briefly below:

e State Opioid Response (SOR) Grant Program
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o The SOR Program aims to address the opioid crisis by increasing access to MAT
using the three FDA-approved medications for the treatment of OUD, reducing
unmet treatment needs, and reducing opioid overdose-related deaths through the
provision of prevention, treatment and recovery activities for OUD. This program
includes a 15 percent set-aside for the ten states with the highest mortality rate
related to drug overdoses. In addition to other requirements, but particularly
relevant to the OIG recommendations in this report, all grantees are required to
use epidemiological data to demonstrate critical gaps in availability of treatment
for OUD:s in geographic, demographic, and service level terms. Grantees also use
SOR funds to support telehealth strategies in rural and underserved areas, another
recommendation suggested by OIG in this report.

o Tribal Opioid Response (TOR) Grant Program

o The TOR program aims to address the opioid crisis in tribal communities by
increasing access to culturally appropriate and evidence-based treatment,
including MAT using one of the three FDA-approved medications for the
treatment of OUD. The intent is to reduce unmet treatment need and opioid
overdose-related deaths through the provision of prevention, treatment and/or
recovery activities for OUD.

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

o MAT-PDOA provides funding to enhance and expand treatment service systems
to increase capacity and provide accessible, effective, comprehensive, coordinated
care, and evidence-based MAT and recovery support services to individuals with
OUD seeking or receiving MAT. Grantees are states with high rates of primary
treatment admissions for heroin and opioids per capita. The population of focus
includes individuals at risk for or with OUD seeking or receiving MAT including
racial, ethnic, sexual and gender identity minority subpopulations.

o Substance Use Prevention and Treatment Block Grant (SABG)

o States are able to utilize block grant funding to support access to and expansion of
MAT, consistent with biennial or annual plans submitted to and approved by
SAMHSA.

Other Efforts Already Underway to Increase Waivered Providers and Enhance Access to MAT
e SAMHSA implemented the Substance Use Disorder Prevention that Promotes Opioid

Recovery and Treatment for Patients and Communities (SUPPORT Act) requirement to
extend eligibility of prescribing buprenorphine in office-based settings to Clinical Nurse
Specialists, Certified Registered Nurse Anesthetists, and Certified Nurse Midwives
(CNSs, CRNAs, and CNMs).

o SAMHSA continues its partnerships with other federal agencies to increase workforce
capacity and access to treatment. For example, SAMHSA has collaborated with the
Health Resources and Services Administration (HRSA) on its National Health Service
Corps (NHSC) Loan Repayment Program, which provides three opportunities for
NHSC providers to receive monetary incentives if they possess a DATA waiver.
SAMHSA also worked closely with the Centers for Medicare & Medicaid Services to
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implement a new Medicare Part B benefit which expands access to OUD treatment
through OTPs.

¢ SAMHSA and HHS launched FindTreatment.gov, https://findtreatment.gov/. This
website provides an easy way for anyone across the nation to find treatment, including
buprenorphine providers, for themselves or a loved one.
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The mission of the Office of Inspector General (OIG), as mandated by Public
Law 95-452, as amended, is to protect the integrity of the Department of
Health and Human Services (HHS) programs, as well as the health and
welfare of beneficiaries served by those programs. This statutory mission is
carried out through a nation-wide network of audits, investigations, and
inspections conducted by the following operating components:

The Office of Audit Services (OAS) provides auditing services for HHS, either
by conducting audits with its own audit resources or by overseeing audit
work done by others. Audits examine the performance of HHS programs
and/or its grantees and contractors in carrying out their respective
responsibilities and are intended to provide independent assessments of
HHS programs and operations. These assessments help reduce waste,
abuse, and mismanagement and promote economy and efficiency
throughout HHS.

The Office of Evaluation and Inspections (OEl) conducts national evaluations
to provide HHS, Congress, and the public with timely, useful, and reliable
information on significant issues. These evaluations focus on preventing
fraud, waste, or abuse and promoting economy, efficiency, and
effectiveness of departmental programs. To promote impact, OEl reports
also present practical recommendations for improving program operations.

The Office of Investigations (Ol) conducts criminal, civil, and administrative
investigations of fraud and misconduct related to HHS programs,
operations, and beneficiaries. With investigators working in all 50 States
and the District of Columbia, Ol utilizes its resources by actively
coordinating with the Department of Justice and other Federal, State, and
local law enforcement authorities. The investigative efforts of Ol often lead
to criminal convictions, administrative sanctions, and/or civil monetary
penalties.

The Office of Counsel to the Inspector General (OCIG) provides general
legal services to OIG, rendering advice and opinions on HHS programs and
operations and providing all legal support for OIG's internal operations.
OCIG represents OIG in all civil and administrative fraud and abuse cases
involving HHS programs, including False Claims Act, program exclusion, and
civil monetary penalty cases. In connection with these cases, OCIG also
negotiates and monitors corporate integrity agreements. OCIG renders
advisory opinions, issues compliance program guidance, publishes fraud
alerts, and provides other guidance to the healthcare industry concerning
the anti-kickback statute and other OIG enforcement authorities.
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25th percentile, we felt that this threshold would greatly underestimate the number of counties with low patient capacity, so we chose to use the
40th percentile as a conservative threshold for low patient capacity.

8 The 2016 drug overdose mortality median rate was 14.4 per 100,000 people. The 2016 opioid prescribing median rate from retail pharmacies was
72.9 per 100 people. The 2012-2014 national nonmedical use of pain relievers median was 4.32 percent.

8 Based on the distributions of the county rates for each measure, we considered counties between the 40th and 60th percentiles (percentile
ranges which include the median) of the distribution as having “typical” or “average” rates. Therefore, any counties with rates greater than the 60th
percentile were classified as having high indicators of opioid misuse and abuse. Please note that the 75th percentile and above typically
categorizes the higher range of the distribution. However, because U.S. drug mortality and opioid nonmedical use and prescribing rates are very
high, we felt that the 75th percentile threshold as an indicator of high need would greatly underestimate the number of counties with high
indicators that require response. So, we chose to use the 60th percentile as a conservative threshold for high indicators of opioid misuse and
abuse.
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