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PURPOSE AND SCOPE:

The purpose of this policy is to clarify the circumstances under which TennCare’s pharmacy program
covers certain formulations of the drug buprenorphine for treatment of opioid addiction®. Also included
is an overview of the role of buprenorphine within TennCare’s Medication Assisted Treatment (MAT)
program. This policy applies solely to those formulations of buprenorphine approved by the FDA for
office-based opioid addiction treatment.

BACKGROUND:

The Drug Addiction Treatment Act (DATA) of 2000 allows qualified physicians who obtain a waiver from
the federal government to prescribe and dispense Schedule Ill, 1V, and V narcotic drugs to treat opioid
addiction.” Since such forms of treatment were previously available only in a clinic setting, DATA 2000
includes an array of measures to prevent the abuse and diversion of these narcotics. Safeguards
include:

e Restriction on the number of patients an individual physician may treat in this manner®
e Requirement that a physician applying for a waiver be certified to treat addiction*
e Assignment of a unique identification number to each physician who obtains a waiver®

Since the enactment of DATA 2000, the Food and Drug Administration (FDA) has approved multiple
formulations of the drug buprenorphine, a Schedule Il narcotic, for office-based opioid addiction
treatment. Although TennCare began covering certain formulations of buprenorphine following the
FDA’s approval, the number of prescriptions for TennCare enrollees has grown substantially over time.

' For coverage of formulations available as a medical benefit rather than a pharmacy benefit, please refer to the
member’s specific medical plan for details.

2 This provision of DATA 2000 is codified at 21 U.S.C. § 823(g).

*See 21 US.C. § 823(g)(2)(B)(iii) and 21 C.F.R. § 1301.28(b)(1)(iii). The maximum number of patients a physician
may treat in this manner for the first year following registration is 30. After a year, a physician who has obtained
permission may treat up to 100 patients.

*21U.5.C. § 823(g)(2)(G)(ii).

® 21 U.S.C. § 823(g)(2)(D)(ii). This identification number, assigned by the Drug Enforcement Administration (DEA),
begins with an “X”. See the National Technical Information Service’s DEA Registration Record Layout.




In spite of this growth, buprenorphine remains an important therapeutic agent with TennCare's
pharmacy program. In response to the opioid epidemic in Tennessee, TennCare has adopted a strategy
to confront the impacts of opioid misuse and abuse. TennCare’s approach includes prevention
education and outreach for members who are at risk of becoming opioid-dependent, as well as
treatment options for TennCare members who are already addicted. Buprenorphine Medication
Assisted Treatment (MAT) is one tool utilized by TennCare MCOs to help TennCare members with opioid
use disorder (OUD).®

Considered an evidence-based best practice by the Substance Abuse and Mental Health Services
Administration (SAMHSA) and the American Society of Addiction Medicine (ASAM) for substance abuse
treatment, buprenorphine MAT, in combination with counseling and behavioral therapies, provides a
whole patient approach to the treatment of OUD. When used correctly, buprenorphine has been shown
to suppress and reduce cravings for illicit drugs such as heroin as well as other potentially addicting
medications like morphine, codeine, oxycodone and hydrocodone.” Due to the rising use of
buprenorphine by TennCare members and the role of the drug in MAT, it is essential that there be
explicit control on use and dosage of the drug. This policy provides details on how providers can
appropriately and safely prescribe buprenorphine to wean members from opioid dependence.

POLICY:

TennCare’s coverage of buprenorphine is subject to limitations on recipients qualified to receive the
drug, rules regarding prior authorization, and clearly defined maximum daily dosages. The goal of this
policy is not to maintain TennCare recipients on buprenorphine indefinitely, but to taper recipients’ use
of the drug until they are successfully detoxified.

Qualified Recipients

TennCare covers buprenorphine only for an enrollee who:

e Has a diagnosis of opioid addiction
e Is prescribed the medication by a physician who has:
0 Completed a certification program (evidenced by a unique identification number—
assigned by the Drug Enforcement Administration (DEA)—beginning with “X”); AND
0 Reviewed the Controlled Substances Database on the date of the prior authorization
request to verify that no concomitant narcotic use by the enrollee is occurring; AND
O Submitted an anticipated treatment plan (including planned dosing for the induction
and maintenance phases of treatment, projected frequency of office visits, and
proposed psychosocial counseling®); AND

®See “TennCare’s Opioid Strategy” webpage, which is available online at https://www.tn.gov/tenncare/tenncare-
s-opioid-strategy.html

" SAMSHA. Opioid Dependency Medications. Accessed at: https://www.samhsa.gov/medication-assisted-
treatment/treatment#medications-used-in-mat

8 Counseling provided by a drug manufacturer (e.g., Reckitt Benckiser’s “Here to Help” program or Orexo’s “RISE”
program) may not be the sole source of such treatment.
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O Obtained a TennCare/Medicaid ID number.

TennCare covers the buprenorphine hydrochloride formulation only for enrollees who are unable to
take the buprenorphine hydrochloride and naloxone hydrochloride formulation, either because of
pregnancy’ or because of an allergy to naloxone. Documentation of an allergy must be faxed to
TennCare’s pharmacy benefits manager.

Prior Authorization

To ensure that physicians are closely monitoring their patients’ use of buprenorphine over time,
TennCare imposes the following requirements regarding prior authorization of the drug:

e All prescriptions require prior authorization and will be approved for no more than six months at
a time.

e Prior authorizations are assigned to the prescribing physician, thereby ensuring that only
prescriptions from that physician will be covered by TennCare. Prescriptions issued by a
physician other than the previous prescribing physician require a new prior authorization and
documentation that the previous prescribing physician has communicated transfer of care.

e Every prior authorization must contain a physician’s original signature.

TennCare’s  prior  authorization form  for  buprenorphine is located online at
https://tenncare.magellanhealth.com/static/docs/Prior Authorization Forms/TennCare Buprenorphine
Products.pdf.

Dosage
Buprenorphine is effective in treating opioid addiction because it produces some of the same effects as

opioids—pain relief, respiratory depression, and euphoria, for example—while also possessing a “ceiling
effect,” a point at which increased use of the drug does not heighten its effects. Based on the available
data regarding the dosage effectiveness of buprenorphine, TennCare enforces the following limits:

e The dosage limit is 16 mg per day for Suboxone® Film/Tabs (buprenorphine and naloxone
sublingual film and tablets), Subutex® (buprenorphine sublingual tablets), and Zubsolv®
(buprenorphine and naloxone sublingual tablets) and 8.4 mg per day for Bunavail®
(buprenorphine and naloxone buccal film), regardless of preexisting prescriptions for a larger
amount.™

0 In accordance with clinical trials and clinical guidelines issued by the Substance Abuse
and Mental Health Services Administration (SAMHSA), the maintenance dosing range
and target dose should be between 4 and 16 mg per day.

° Buprenorphine hydrochloride is preferable to buprenorphine hydrochloride and naloxone hydrochloride in
treating pregnant women because naloxone poses the risk of inducing withdrawal symptoms in mother and fetus
alike. See p. 70 of Clinical Guidelines for the Use of Buprenorphine in the Treatment of Opioid Addiction.

% The quantity limit applies only to adult enrollees. Children may obtain higher doses if medical necessity is
established through the prior authorization process. See TennCare Rules 1200-13-13.04, 1200-13-13-.10, 1200-13-
14-.04, and 1200-13-14-.10.
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0 Clinical trials have established that 85 to 92 percent of a patient’s mu-opioid receptors
are blocked by a 16 mg daily dose of buprenorphine. Furthermore, in terms of mean
mu-opioid receptor binding potential values, a 32 mg daily dose of buprenorphine
differs little from a 16 mg daily dose.™

0 Buprenorphine is to be administered as a single daily dose (or two doses if clinically
necessary, i.e., if the side effects of a single daily dose cannot be tolerated).

e The 16 mg per day dosage limit for Suboxone®, Subutex® and Zubsolv®, and the 8.4 mg per day
dosage limit for Bunavail®, will be authorized for no more than 6 months, after which a dosage
limit of 8 mg and 4.2 mg per day (respectively) will be imposed. For pregnant enrollees, the 6-
month period begins immediately after the conclusion of the pregnancy. ** Daily dosage limit
exceptions exceeding 16 mg per day for Suboxone®, Subutex®, and Zubsolv® and 8.4 mg per day
for Bunavail® will not be granted.

e Physicians who consistently prescribe higher doses of buprenorphine than their peers could be
reported to the appropriate State Agency or to the DEA.

Restrictions
Under no circumstances does TennCare cover a prescription for buprenorphine when written—

e By a mid-level practitioner; OR
e For treatment of pain; OR
e For treatment of depression.
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