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Auvelity-specific Considerations for Prior Authorizations and Step Edits

The following guide highlights potential requirements for Prior Authorization (PA) submissions or Step Edit that might be needed for patients
starting on Auvelity. Please be aware that some plans may require a Medical Necessity Letter while Auvelity is under review for formulary
placement or if it is not covered. More information regarding a template can be found on the back page.

Please check individual patient’s plans for specific needs as other information outside of this guide may be needed.
Ensure adult patient has the correct diagnosis (ICD-10 code):

ICD-10 codes for MDD:

MDD, single episode Disclaimer: These codes are
presented for informational purposes

F32.0 Maijor depressive disorder, single episode, mild
s . . . . only. They represent no statement,
F32.1 MGJ'OI" depress!ve d!sorder, s!ngle ep!sode, moderqh.e ) promise, or guarantee by Axsome
F32.2 MG!OF depress!ve d!sorder, s!ngle ep!sode, severe w!fhouf psyc_hohc symptoms concerning coverage and/or levels of
F32.3 Maijor depressive disorder, single episode, severe with psychotic symptoms reimbursement, payment, or charge
F32.4 Major depressive disorder, single episode, in partial remission and are not intended to increase or
F32.5 Maijor depressive disorder, single episode, in full remission maximize reimbursement by any payer.
F32.9 Major depressive disorder, single episode, unspecified Itis the responsibility of the healthcare
provider to determine the appropriate
MDD, recurrent code(s) for service provided to his or
F33.0 Major depressive disorder, recurrent, mild her'P,c"”e”f- LC’W?' r899|°*'°”5r and
F33.1 Major depressive disorder, recurrent, moderate policies concerning reimbursement
2 o q " q are complex and updated frequently.
F33.2 Major depressive disorder, recurrent, severe without psychotic symptoms
? . . ith hoti Although we have made an effort
F33.3 Major depressive disorder, recurrent, severe with psychotic symptoms to be current as of October 2022,
MDD, recurrent, in remission the information may not be current
’ ! . . . . L. . or comprehensive when you view it.
F33.40 Maijor depressive disorder, recurrent, in remission, unspecified Please consult the applicable payer
F33.41 Maijor depressive disorder, recurrent, in partial remission organization with regard to local
F33.42 Maijor depressive disorder, recurrent, in full remission or actual coverage, reimbursement
F33.9 Maijor depressive disorder, recurrent, unspecified policies, and determination process.
ICD-10=International Classification of Diseases, Tenth Revision
INDICATION IMPORTANT SAFETY INFORMATION
Auvelity is indicated for the treatment of
major depressive disorder (MDD) in adults. WARNING: SUICIDAL THOUGHTS AND BEHAVIORS

o Antidepressants increased the risk of suicidal thoughts and behaviors in pediatric and young adult patients in short-term studies.
o Closely monitor all antidepressant-treated patients for clinical worsening, and emergence of suicidal thoughts and behaviors.
o Auvelity is not approved for use in pediatric patients.

Provide the appropriate Check history of patient’s Helpful tips for PA

dosing information: previous therapies: submissions:

The information below is the usual The most commonly prescribed generics Ensure all fields are completed in the

dosing for Auvelity. Always check the that satisfy step edit requirements are PA form as missing information will

patient’s prescription and medical listed below: lead to rejections

history to determine the need for . . Provide the ID number for the

dosing modifications. . Ser.trullme . Zc.anl::faxme individual provider instead of the

National Drug Code (NDC): * Escita opram ¢ '.h opram practice/facility

81968-045-30 ° Fluoxeh.ne ° ericTzclplne Photocopy the patient’s health plan

Medicati dst th: * Bupropion  Buspirone prescription card and include it with

edication and Strength: e Trazodone « Paroxetine the submission

Auvelity 45mg/105mg » Duloxetine Identify deadlines for PA submissions

Frequency/Directions for Use: . . Foll ith a oh I i
Refer to patient notes for additional ollow up with a phone call or emai

1tablet PO daily x 3 days,
then 1tablet PO BID

if a response is not received within a
standard business week

information including specific dates
the patient was on the medication

Quantity: within the designated “lookback
60 period” and reasons why the patient
Day Supply: needed fo switch therapies.

30

PO=by mouth; BID=twice daily

Please see additional Important Safety Information and full Prescribing Information, including Boxed Warning for suicidal thoughts and behaviors .


https://www.auvelityhcp.com/
https://www.axsome.com/auvelity-prescribing-information.pdf
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Dedicated Prior Authorization Support through CoverMyMeds®

Auvelity offers additional support
with downloadable resources:

« Streamlines the PA process to help improve time to therapy
» May minimize prescription abandonment at the pharmacy
» Keeps you informed on the status of specific PAs

« Offers assistance, if needed, including appeals

o Prior Authorization Guide

» Appeals Guide

o Letter of Appeals: Auvelity Guide and Template

o Letter of Medical Necessity: Auvelity Guide and Template

CoverMyMeds can be contacted 6 days a week to answer your questions.

Visit Auvelity.com/PA or scan this

QR code to access these materials
and more.

IMPORTANT SAFETY INFORMATION (CONT’D)
CONTRAINDICATIONS
Seizure: Do not use Auvelity in patients with a seizure disorder.

Current or prior diagnosis of bulimia or anorexia nervosa: A higher incidence of seizure was
observed in such patients treated with bupropion.

Undergoing abrupt discontinuation of alcohol, benzodiazepines, barbiturates, and
antiepileptic drugs: Due to risk of seizure.

Monoamine Oxidase Inhibitors (MAOIs): Do not use Auvelity concomitantly with, or within
14 days of stopping, an MAOI due to the risk of serious and possibly fatal drug interactions,
including hypertensive crisis and serofonin syndrome. Conversely, af least 14 days must be
allowed after stopping Auvelity before starting an MAOI antidepressant. Do not use Auvelity
with reversible MAOIs such as linezolid or intravenous methylene blue.

Hypersensitivity: Do not use in patients with known hypersensitivity to dextromethorphan,
bupropion, or any component of Auvelity. Anaphylactoid/anaphylactic reactions and Stevens-
Johnson syndrome have been reported with bupropion. Arthralgia, myalgia, fever with rash,
and other serum sickness-like symptoms suggestive of delayed hypersensitivity have also been
reported with bupropion.

WARNINGS AND PRECAUTIONS

Suicidal Thoughts and Behaviors in Pediatrics and Young Adults: Monitor all antidepressant-
treated patients for any indication for clinical worsening and emergence of suicidal thoughts

and behaviors, especially during the initial few months of drug therapy, and at times of dosage
changes. Counsel family members or caregivers of patients to monitor for changes in behavior
and fo alert the healthcare provider. Consider changing the therapeutic regimen, including
possibly discontinuing Auvelity, in patients whose depression is persistently worse, or who are
experiencing emergent suicidal thoughts or behaviors.

Seizure: Bupropion, a component of Auvelity, can cause seizure and the risk is dose related.
Because the risk of seizure with bupropion is dose-related, screen patients for use of other
bupropion-containing products prior to initiating Auvelity. If concomitant use of Auvelity
with other bupropion-containing products is clinically warranted, inform patients of the risk.
Discontinue Auvelity and do not restart treatment if the patient experiences a seizure.

Increased Blood Pressure and Hypertension: Treatment with bupropion, a component of
Auvelity, can cause elevated blood pressure and hypertension. The risk of hypertension

is increased if Auvelity is used concomitantly with MAOIs or other drugs that increase
dopaminergic or noradrenergic activity. Assess blood pressure before initiating treatment
with Auvelity and monitor periodically during treatment. Monitor blood pressure, particularly
in patients who receive the combination of bupropion and are receiving nicotine replacement.

Activation of Mania/Hypomania: Antidepressant treatment can precipitate a manic, mixed,
or hypomanic episode. The risk appears to be increased in patients with bipolar disorder or
who have risk factors for bipolar disorder. Prior fo initiating Auvelity, screen patients for a
history of bipolar disorder and the presence of risk factors for bipolar disorder (e.g., family
history of bipolar disorder, suicide, or depression). Auvelity is not approved for use in freating
bipolar depression.

Psychosis and Other Neuropsychiatric Reactions: Auvelity contains bupropion and
dextromethorphan. Depressed patients treated with bupropion have had a variety of

neuropsychiatric signs and symptoms, including delusions, hallucinations, psychosis,
concentration disturbance, paranoia, and confusion. In some cases, these symptoms abated
upon dose reduction and/or withdrawal of treatment. Dextromethorphan overdose can cause
toxic psychosis, stupor, coma, and hyperexcitability.

Because the risks of neuropsychiatric reactions are dose-related, screen patients for use of
other bupropion- or dextromethorphan-containing products prior fo initiating Auvelity. If
concomitant use of Auvelity with other bupropion- or dextromethorphan-containing products
is clinically warranted, monitor patients for neuropsychiatric reactions and instruct patients
to contact a healthcare provider if such reactions occur.

Auvelity, AXSOME, and its logos are trademarks or registered trademarks of Axsome Therapeutics, Inc. or its affiliates. Other trademarks are property of their respective owners.
© 2022 Axsome Therapeutics, Inc. All rights reserved. This piece is intended for U.S. healthcare professionals. PP-AUV-US-2100053 10/2022

Phone: 1-866-452-5017

Website: covermymeds.com
Live support: Monday-Friday, 8 a.m. - 11 p.m. ET

and Saturday 8 a.m. - 6 p.m. ET

Angle-Closure Glaucoma: The pupillary dilation that occurs following use of many
antidepressants, including Auvelity, may trigger an angle closure attack in a patient

with anatomically narrow angles who does not have a patent iridectomy. Avoid use of
antidepressants, including Auvelity, in patients with untreated anatomically narrow angles.

Dizziness: Auvelity may cause dizziness. Precautions to reduce the risk of falls should be taken,
particularly for patients with motor impairment affecting gait or a history of falls. Caution
patients about operating hazardous machinery, including motor vehicles, until they are
reasonably certain that Auvelity therapy does not affect them adversely.

Serotonin Syndrome: Auvelity contains dextromethorphan. Concomitant use with selective
serotonin reuptake inhibitors (SSRIs) or tricyclic antidepressants increases the risk of serotonin
syndrome, a potentially life-threatening condition. Prior to initiating therapy with Auvelity,
screen patients for use of other dextromethorphan-containing products. If concomitant

use of Auvelity with other serotonergic drugs is clinically warranted, inform patients of the
increased risk for serotonin syndrome, and monitor for symptoms. Discontinue Auvelity and/or
concomitant serotonergic drug(s) immediately if symptoms of serotonin syndrome occur and
initiate supportive symptomatic treatment.

Embryo-fetal Toxicity: Based on animal studies, Auvelity may cause fetal harm when
administered during pregnancy. Discontinue treatment in pregnant females and advise

the patient about the potential risk to a fetus. Use alternative treatment for females who

are planning to become pregnant.

DRUG INTERACTIONS

Strong Inhibitors of CYP2D6: Concomitant use with Auvelity increases plasma concentrations
of dextromethorphan. Dosage adjustment is necessary. Monitor patients for adverse reactions
potentially attributable to dextromethorphan, such as somnolence and dizziness.

Strong CYP2B6 Inducers: Concomitant use with Auvelity decreases plasma concentrations

of dextromethorphan and bupropion and may decrease efficacy of Auvelity. Avoid co-
administration of Auvelity.

CYP2D6 Substrates: Concomitant use with Auvelity can increase the exposures of drugs that
are substrates of CYP2D6. It may be necessary to decrease the dose of CYP2D6 substrates,
particularly for drugs with a narrow therapeutic index.

Digoxin: Concomitant use with Auvelity may decrease plasma digoxin levels. Monitor plasma
digoxin levels in patients treated concomitantly with Auvelity.

Drugs that Lower Seizure Threshold: Concomitant use with Auvelity may increase risk of
seizure. Use Auvelity with caution. Discontinue Auvelity and do not restart treatment if the
patient experiences a seizure.

Dopaminergic Drugs: Concomitant use with Auvelity can result in central nervous system
toxicity. Use Auvelity with caution.

USE IN SPECIFIC POPULATIONS

Lactation: Because of the potential for neurotoxicity, advise patients that breast-feeding is not
recommended during treatment with Auvelity and for 5 days following final dose.

Renal Impairment: Dosage adjustment is recommended in patients with moderate renal
impairment (eGFR 30 to 59 mL/minute/1.73 m?). Auvelity is not recommended in patients with
severe renal impairment (€GFR 15 to 29 mL/minute/1.73 m?).

Hepatic Impairment: Auvelity is not recommended in patients with severe hepatic impairment.
ADVERSE REACTIONS

Most common adverse reactions (25% and twice the rate of placebo): dizziness (16%),
headache (8%), diarrhea (7%), somnolence (7%), dry mouth (6%), sexual dysfunction (6%),

and hyperhidrosis (5%).

Please see full Prescribing Information, including Boxed Warning for suicidal thoughts

and behaviors.
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