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Nuedexta (dextromethorphan/quinidine)

PRODUCTS AFFECTED

Nuedexta (dextromethorphan/quinidine)

COVERAGE POLICY

Coverage for services, procedures, medical devices and drugs are dependent upon benefit eligibility as
outlined in the member’s specific benefit plan. This Coverage Guideline must be read in its entirety to
determine coverage eligibility, if any. This Coverage Guideline provides information related to coverage
determinations only and does not imply that a service or treatment is clinically appropriate or
inappropriate. The provider and the member are responsible for all decisions regarding the
appropriateness of care. Providers should provide Molina Healthcare complete medical rationale when
requesting any exceptions to these guidelines.

Documentation Requirements:

Molina Healthcare reserves the right to require that additional documentation be made available as part of
its coverage determination; quality improvement; and fraud; waste and abuse prevention processes.
Documentation required may include, but is not limited to, patient records, test results and credentials of
the provider ordering or performing a drug or service. Molina Healthcare may deny reimbursement or take
additional appropriate action if the documentation provided does not support the initial determination that
the drugs or services were medically necessary, not investigational or experimental, and otherwise within
the scope of benefits afforded to the member, and/or the documentation demonstrates a pattern of billing
or other practice that is inappropriate or excessive.

DIAGNOSIS:
Pseudobulbar affect (PBA)

REQUIRED MEDICAL INFORMATION:

This clinical policy is consistent with standards of medical practice current at the time that this clinical
policy was approved. If a drug within this policy receives an updated FDA label within the last 180 days,
medical necessity for the member will be reviewed using the updated FDA label information along with
state and federal requirements, benefit being administered and formulary preferencing. Coverage will be
determined on a case-by case basis until the criteria can be updated through Molina Healthcare, Inc.
clinical governance. Additional information may be required on a case-by-case basis to allow for
adequate review. When the requested drug product for coverage is dosed by weight, body surface area
or other member specific measurement, this data element is required as part of the medical necessity
review. The Pharmacy and Therapeutics Committee has determined that the drug benefit shall be a
mandatory generic and that generic drugs will be dispensed whenever available.

A. PSEUDOBULBAR AFFECT (PBA):
1. Documentation of a diagnosis of pseudobulbar affect (PBA) secondary to a neurological
condition (Lou Gehrig’s disease/ Amyotrophic lateral sclerosis [ALS], multiple sclerosis [MS],
stroke, traumatic brain injury [TBI]) defined by involuntary, sudden, and frequent episodes of
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laughing and/or crying, typically occurring out of proportion or incongruent to the underlying
emotional state
AND

2. Documentation of a Center for Neurologic Study-Lability Scale (CNS-LS) baseline score of at least
13 (see Appendix)
AND

3. Prescriber attests to (or the clinical reviewer has found that) the member not having any FDA
labeled contraindications that haven’t been addressed by the prescriber within the documentation
submitted for review [Contraindications to Nuedexta (dextromethorphan hydrobromide and
quinidine sulfate) include: Concomitant use with quinidine, quinine, or mefloquine, Patients with a
history of quinidine, quinine or mefloquine-induced thrombocytopenia, hepatitis, or other
hypersensitivity reactions, Patients with known hypersensitivity to dextromethorphan, Use with an
MAOI or within 14 days of stopping an MAOI, Prolonged QT interval, congenital long QT
syndrome, history suggestive of torsades de pointes, or heart failure, Complete atrioventricular
(AV) block without implanted pacemaker, or patients at high risk of complete AV block,
Concomitant use with drugs that both prolong QT interval and are metabolized by CYP2D6 (e.g.,
thioridazine or pimozide).]

CONTINUATION OF THERAPY:
A. PSEUDOBULBAR AFFECT (PBA):

1. Adherence to therapy at least 85% of the time as verified by the prescriber or member medication
fill history OR adherence less than 85% of the time due to the need for surgery or treatment of an
infection, causing temporary discontinuation
AND

2. Prescriber attests to or clinical reviewer has found no evidence of intolerable adverse effects or
drug toxicity
AND

3. Documentation of positive clinical response as demonstrated by low disease activity and/or
improvements in the condition’s signs and symptoms
AND

4. Documentation of periodic reassessment for medical necessity of continued treatment, as
spontaneous improvement of PBA occurs in some patients.

DURATION OF APPROVAL.:
Initial authorization: 3 months, Continuation of Therapy: 12 months

PRESCRIBER REQUIREMENTS:
Prescribed by or in consultation with a neurologist or psychiatrist [If prescribed in consultation, consultation
notes must be submitted with initial request and reauthorization requests]

AGE RESTRICTIONS:
18 years of age and older

QUANTITY:
Starting dose: 1 capsule daily for 7 days
Maintenance dose: 2 capsules per day (1 every 12 hours)

PLACE OF ADMINISTRATION:
The recommendation is that oral medications in this policy will be for pharmacy benefit coverage and
patient self-administered.

DRUG INFORMATION

ROUTE OF ADMINISTRATION:
Oral
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DRUG CLASS:
Pseudobulbar Affect Agent Combinations

FDA-APPROVED USES:
Indicated for the treatment of pseudobulbar affect (PBA)

PBA occurs secondary to a variety of otherwise unrelated neurologic conditions, and is characterized
by involuntary, sudden, and frequent episodes of laughing and/or crying. PBA episodes typically occur
out of proportion or incongruent to the underlying emotional state. PBA is a specific condition, distinct
from other types of emotional lability that may occur in patients with neurological disease or injury.

COMPENDIAL APPROVED OFF-LABELED USES:
None

APPENDIX

APPENDIX:

CNS-LS evaluation:

Using the scale below, please write the number that describes the degree to which each item applies to you
DURING THE PAST WEEK. Write only 1 number for each item.

Applies never | Applies rarely | Applies occasionally | Applies frequently | Applies most of the time

1 2 3 4 5

Assessment Question Answer

1. There are times when | feel fine 1 minute, and then I'll become tearful the next over
something small or for no reason at all.

2. Others have told me that | seem to become amused very easily of that | seem to become
amused about things that really aren’t funny.

3. | find myself crying very easily

4. | find that even when | try to control my laughter, | am often unable to do so.

5. There are times when | won’t be thinking of anything happy or funny at all, but then I'l
suddenly be overcome by funny or happy thoughts.

6. | find that even when | try to control my crying, | am often unable to do so.

7. 1 find that | am easily overcome by laughter.
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BACKGROUND AND OTHER CONSIDERATIONS

BACKGROUND:

Pseudobulbar affect (PBA) is a neurological condition characterized by sudden, involuntary, and often
inappropriate episodes of laughing or crying that are disproportionate or unrelated to the patient's emotional
state. It is typically associated with underlying neurological disorders such as amyotrophic lateral sclerosis (ALS),
multiple sclerosis (MS), stroke, or traumatic brain injury. The pathophysiology is thought to involve disruption of
corticobulbar pathways that regulate emotional expression. Treatment includes addressing the underlying
neurologic condition and symptomatic management with pharmacologic agents.

The only FDA-approved treatment specifically for PBA is a combination of dextromethorphan and quinidine
(Nuedexta), which modulates glutamatergic signaling and extends dextromethorphan’s bioavailability. Efficacy
and safety of Nuedexta for pseudobulbar affect (PBA) has been demonstrated by reducing the frequency and
severity of emotional outbursts in multiple randomized controlled trials, most notably the PRISM Il study.
Dextromethorphan acts as an NMDA receptor antagonist and sigma-1 receptor agonist, modulating excitatory
neurotransmission, while quinidine inhibits CYP2D6 metabolism, increasing dextromethorphan’s bioavailability.
Clinical improvements are typically observed within a few weeks, with significant reductions in the Center for
Neurologic Study—Lability Scale (CNS-LS) scores. Common adverse effects include dizziness, diarrhea, and
fatigue, and caution is advised in patients with cardiac arrhythmias due to QT prolongation risk. Regular
monitoring and consideration of drug interactions are recommended.

CONTRAINDICATIONS/EXCLUSIONS/DISCONTINUATION:

All other uses of Nuedexta (dextromethorphan hydrobromide and quinidine sulfate) are considered
experimental/investigational and therefore, will follow Molina’s Off-Label policy. Contraindications to
Nuedexta (dextromethorphan hydrobromide and quinidine sulfate) include: Concomitant use with quinidine,
quinine, or mefloquine, Patients with a history of quinidine, quinine or mefloquine-induced
thrombocytopenia, hepatitis, or other hypersensitivity reactions, Patients with known hypersensitivity to
dextromethorphan, Use with an MAOI or within 14 days of stopping an MAOI, Prolonged QT interval,
congenital long QT syndrome, history suggestive of torsades de pointes, or heart failure, Complete
atrioventricular (AV) block without implanted pacemaker, or patients at high risk of complete AV block,
Concomitant use with drugs that both prolong QT interval and are metabolized by CYP2D6 (e.g.,
thioridazine or pimozide).

OTHER SPECIAL CONSIDERATIONS:
This is the only FDA approved drug for PBA.

CODING/BILLING INFORMATION

CODING DISCLAIMER. Codes listed in this policy are for reference purposes only and may not be all-
inclusive or applicable for every state or line of business. Deleted codes and codes which are not effective
at the time the service is rendered may not be eligible for reimbursement. Listing of a service or device
code in this policy does not guarantee coverage. Coverage is determined by the benefit document. Molina
adheres to Current Procedural Terminology (CPT®), a registered trademark of the American Medical
Association (AMA). All CPT codes and descriptions are copyrighted by the AMA; this information is
included for informational purposes only. Providers and facilities are expected to utilize industry-

standard coding practices for all submissions. Molina has the right to reject/deny the claim and recover
claim payment(s) if it is determined it is not billed appropriately or not a covered benefit. Molina reserves
the right to revise this policy as needed.

HCPCS DESCRIPTION
CODE
NA
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AVAILABLE DOSAGE FORMS:
Nuedexta CAPS 20-10MG
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