MAJOR DEPRESSIVE DISORDER
SYMPTOM RELIEF THAT WORKS

FAST &

FAST

Rapid symptom improvement as early as Week 1 vs placebo"**

Statistically significant improvement from baseline in MADRS total score at Week 1 with
AUVELITY vs placebo (key secondary endpoint: LS mean change of -7.2 vs -5.0; P=0.007)"%3t#Y

Substantial symptom improvement (MADRS total score <10;
protocol-defined remission) as early as Week 2 vs placebo**

Significantly more patients achieved a MADRS total score of <10 at Week 2 with
AUVELITY vs placebo (key secondary endpoint: 17% [24/142] vs 8% [12/159]; P=0.013)?"#!

INDICATION
AUVELITY is indicated for the treatment of major depressive disorder (MDD) in adults.
IMPORTANT SAFETY INFORMATION

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.

Please see additional Important Safety Information and the Brief Summary of
Prescribing Information on the following pages, including Boxed Warning for suicidal
thoughts and behaviors.




400 Auvelity*

(dextromethorphan HBr and bupropion HCI)
extended-release tablets 45mg/105mg

LASTS

Sustained symptom improvement at Week 6 vs placebo"**

Statistically significant improvement from baseline in MADRS total score at Week 6 with
AUVELITY vs placebo (primary endpoint: LS mean change of -15.9 vs -12.1; P=0.002) "%3!#Y

Substantial symptom improvement (250% improvement in MADRS
total score from baseline; protocol-defined response) at Week 6
vs placebo**

Over half of the patients taking AUVELITY achieved 50% improvement in MADRS total
score from baseline at Week 6 with AUVELITY (key secondary endpoint: 54% [67/124]
vs 34% with placebo [51/150]; P<0.001)#!

Explore long-term,
open-label data and
more at AuvelityHCP.com

*GEMINI Phase 3 study evaluated AUVELITY vs placebo in 327 patients (N=163 AUVELITY and N=164 placebo) with MDD for 6 weeks. N denotes randomized patients. The mITT
population, defined as all randomized patients who took at least 1 dose of study drug and had at least 1 post-baseline assessment, was n=156 AUVELITY and n=162 placebo.
Response protocol-defined as 250% improvement in MADRS total score from baseline. The safety population was n=162 AUVELITY and n=164 placebo.

'mITT population.

*Missing data were not imputed.

*Minimal clinically important difference (MCID) estimates for MADRS ranged from 1.6 to 1.9 between treatment groups.*

YEndpoints analyzed using MMRM.

"Endpoint analyzed using a chi-squared test.

*Missing data were considered failures.

LS=least squares; MADRS=Montgomery-Asberg Depression Rating Scale; mITT=modified intent-to-treat.




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 fo risk of seizure.
Monoamine Oxidase Inhibitors (MAQIs): 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 serotonin syndrome. Conversely,

at 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 fo initiating AUVELITY.

If concomitant use of AUVELITY with other bupropion-containing products is clinically warranted, inform patients of the risk.
Discontinue AUVELITY and do nof 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 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 to 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 treating 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 to 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.

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.




WARNINGS AND PRECAUTIONS (CONT’D) o ®
Embryo-fetal Toxicity: Based on animal studies, AUVELITY may ‘ . Auvellty
cause fetal harm when administered during pregnancy. Discontinue (deXtrUmEThUrph an HBr and bUpfOpiUn HCD

treatment in pregnant females and advise the patient about the
potential risk to a fetus. Use alternative treatment for females who are extended-release tablets 45mg/ ] []5mg

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 freatment 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 (eGFR 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 (5% 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 Brief Summary of Prescribing Information on the following pages, including Boxed Warning for suicidal thoughts and
behaviors.

AUV HCP 1S110/2022
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AUVELITY® (dextromethorphan Hbr-bupropion HCI) extended-release tablets, for oral use

Brief Summary of Prescribing Information
BEFORE PRESCRIBING AUVELITY, PLEASE SEE FULL PRESCRIBING INFORMATION, INCLUDING
BOXED WARNING.

WARNING: SUICIDAL THOUGHTS AND BEHAVIORS
See full prescribing information for complete boxed warning.
* Antidepressants increased risk of suicidal thoughts and behavior in pediatric and
young adult patients in short-term studies.
* Closely monitor all antidepressant-treated patients for clinical worsening, and
emergence of suicidal thoughts and behaviors.
* AUVELITY is not approved for use in pediatric patients.

INDICATIONS AND USAGE
AUVELITY is indicated for the treatment of major depressive disorder (MDD) in adults.

CONTRAINDICATIONS
AUVELITY is contraindicated in patients:

« with aseizure disorder

« with a current or prior diagnosis of bulimia or anorexia nervosa as a higher incidence of
seizures was observed in such patients treated with the immediate release formulation of
bupropion

« undergoing abrupt discontinuation of alcohol, benzodiazepines, barbiturates, and antiepileptic
drugs

« taking, or within 14 days of stopping, MAOIs due to the risk of serious and possibly fatal drug
inferactions, including hypertensive crisis and serotonin syndrome. Starting AUVELITY in a patient
treated with reversible MAOs such as linezolid or intravenous methylene blue is contraindicated.

«  with known hypersensitivity to bupropion, dextromethorphan, or other components 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 Adolescents and Young Adults

In pooled analyses of placebo-controlled trials of antidepressant drugs (SSRIs and other
antidepressant classes) that included approximately 77,000 adult patients and 4,500
pediatric patients, the incidence of suicidal thoughts and behaviors in antidepressant-treated
patients age 24 years and younger was greater than in placebo-treated patients. There was
considerable variation in risk of suicidal thoughts and behaviors among drugs, but there was
an increased risk identified in young patients for most drugs studied. There were differences
in absolute risk of suicidal thoughts and behaviors across the different indications, with the
highest incidence in patients with MDD. The drug-placebo differences in the number of cases
of suicidal thoughts and behaviors per 1000 patients treated are provided in Table 1.

Table 1: Risk Differences of the Number of Patients of Suicidal Thoughts and Behavior in the
Pooled Placebo-Controlled Trials of Antidepressants in Pediatric* and Adult Patients

Drug-Placebo Difference in Number of Patients of Suicidal

Age Range Thoughts or Behaviors per 1000 Patients Treated

Increases Compared to Placebo

<18 years old 14 additional patients

18-24 years old 5 additional patients

Decreases Compared to Placebo

25-64 years old 1fewer patient

265 years old 6 fewer patients

*AUVELITY is not approved for use in pediatric patients.

It is unknown whether the risk of suicidal thoughts and behaviors in children, adolescents,
and young adults extends to longer-term use, i.e., beyond four months. However, there is
substantial evidence from placebo-controlled maintenance studies in adults with MDD that
antidepressants delay the recurrence of depression and that depression itself is a risk factor
for suicidal thoughts and behaviors.

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 fo
monitor for changes in behavior and to 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. The risk of seizure with bupropion is dose-related.

When a bupropion hydrochloride (HCI) sustained-release tablet was dosed up to 300 mg per day
(approximately 1.5 times the maximum recommended daily dosage of AUVELITY), the incidence of
seizure was approximately 0.1% (1/1,000) and increased to approximately 0.4% (4/1,000) at the maximum
recommended dosage for the sustained-release tablet of 400 mg per day (approximately 2 times the
maximum recommended daily dosage of AUVELITY).

The risk of seizures is also related fo patient factors, clinical situations, and concomitant medications
that lower the seizure threshold. Consider these risks before initiating treatment with AUVELITY.
AUVELITY is contraindicated in patients with a seizure disorder, current or prior diagnosis of anorexia
nervosa or bulimia, or undergoing abrupt discontinuation of alcohol, benzodiazepines, barbiturates,
and antiepileptic drugs. The following conditions can also increase the risk of seizure: severe head
injury; arferiovenous malformation; CNS tumor or CNS infection; severe stroke; concomitant use of other

medications that lower the seizure threshold (e.g., other bupropion products, antipsychotics, tricyclic
antidepressants, theophylline, and systemic corticosteroids); metabolic disorders (e.g., hypoglycemia,
hyponatremia, severe hepatic impairment, and hypoxia); use of illicit drugs (e.g., cocaine); or abuse or
misuse of prescription drugs such as CNS stimulants. Additional predisposing conditions include diabetes
mellitus treated with oral hypoglycemic drugs or insulin; use of anorectic drugs; and excessive use of
alcohol, benzodiazepines, sedative/hypnotics, or opiates.

Because the risk of seizure with bupropion is dose-related, screen patients for use of other bupropion-
containing products prior fo 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

AUVELITY contains bupropion, which can cause elevated blood pressure and hypertension. The risk of
hypertension is increased if AUVELITY is used concomitantly with MAQIs or other drugs that increase
dopaminergic or noradrenergic activity. Assess blood pressure prior o initiating treatment, and
periodically monitor blood pressure during treatment with AUVELITY.

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 treating 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. Some of these patients had a diagnosis of bipolar
disorder. 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 to 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 o confact a healthcare provider if such reactions occur.

Angle-Closure Glaucoma

The pupillary dilation that occurs following use of many antidepressant drugs including bupropion, a
component of 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. In controlled studies of AUVELITY, 14% of patients receiving AUVELITY
and 6% of patients on placebo experienced dizziness. Take precautions to reduce the risk of falls,
particularly for patients with motor impairment affecting gait or those with 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 of AUVELITY with SSRIs or tricyclic
antidepressants may cause serotonin syndrome, a potentially life-threatening condition with
changes including altered mental status, hypertension, restlessness, myoclonus, hyperthermia,
hyperreflexia, diaphoresis, shivering, and tremor.

Prior to initiating 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 the above symptoms occur and initiate
supportive symptomatic treatment.

Embryo-fetal Toxicity

Based on animal studies, AUVELITY may cause fetal harm when administered during
pregnancy. In developmental foxicity studies in rats and rabbits, when a combination of
dextromethorphan/quinidine was given to pregnant animals, fetal malformations (rabbits)
and embryolethality were demonstrated in offspring. Neurotoxicity findings were observed
in juvenile rats treated with a combination of dextromethorphan/quinidine on postnatal day
(PND) 7, which corresponds to the third trimester of gestation through the first few months
of life and may extend through the first three years of life in humans. The separate effect of
dextromethorphan on developmental toxicity at the recommended clinical dose is unclear.
Discontinue treatment in pregnant females and advise the patient about the potential risk fo a
fetus. Use alternative treatment for females who are planning to become pregnant.

ADVERSE REACTIONS

Clinical Trials Experience

AUVELITY was evaluated for safety in a total of 1114 patients with MDD or another indication from four
studies (two 6-week studies in MDD, one 6-week study in another indication, and one long-term study
in MDD and another indication). One 6-week study in MDD employed placebo as a control arm. Two
6-week studies, one in MDD and one in another indication, employed bupropion as a control arm. In
the patients treated with AUVELITY in the long-term study (n=876), 597 received at least 6 months of
treatment, and 110 received at least 12 months of treatment. The data below are based on the 6-week,
placebo-controlled study in which either AUVELITY (n=162) or placebo (n=164) was administered twice
daily o patients with MDD (Study 1).

Adverse Reactions Leading to Discontinuation

In the 6-week placebo-controlled study, 4% of patients treated with AUVELITY and 0% of placebo-treated
patients discontinued participation due to adverse reactions. The adverse reaction that led to study
discontinuation in 21% of patients treated with AUVELITY was anxiety (2%).

Most Common Adverse Reactions

In the 6-week placebo-controlled clinical study, the most common (incidence 25% for AUVELITY and more
than twice as frequently as placebo) adverse reactions were dizziness (16%), headache (8%), diarrhea
(7%), somnolence (7%), dry mouth (6%), sexual dysfunction (6%), and hyperhidrosis (5%).



Table 2: Adverse Reactions Occurring in > 2% of Adult Patients with MDD Treated with
AUVELITY and More Frequently than in Patients Treated with Placebo in a 6-Week Placebo-

Drugs Metabolized by CYP2D6

Controlled Study (Study 1) Clinical Impact CYP2D6 Substrates
Coadministration of AUVELITY with drugs that are metabolized
AUVELITY Placebo by CYP2D6 can increase the exposures of drugs that are
(N=162) (N=164) substrates of CYP2D6.
Adverse Reaction % % Drugs that Require Metabolic Activation by CYP2D6
. Drugs that require metabolic activation by CYP2D6 to be
Dizziness 16 6 effective could have reduced efficacy when administered
Nausea 13 9 concomitantly with AUVELITY.
Headache 8 4 Intervention CYP2D6 Substrates
- When used concomitantly with AUVELITY, it may be necessary to
Diarrhea 3 decrease the dose of CYP2D6 substrates, particularly for drugs
Somnolence 7 3 with a narrow therapeutic index.
Drugs that Require Metabolic Activation by CYP2D6
Dry mouth 6 2 Patients treated concomitantly with AUVELITY may require
Sexual dysfunction® 6 0 increased doses of drugs that require activation by CYP2D6 to
be effective.
Hyperhidrosis 5 0 Digoxin
Anxiety 4 ! Clinical Impact Coadministration of AUVELITY with digoxin may decrease
Constipation 4 2 plasma digoxin levels.
Decreased appetite 4 1 Intervention Monitor plasma digoxin levels in patients treated concomitantly
with AUVELITY and digoxin.
Insomnia 4 2
Dopaminergic Drugs
Arthralgia 3 0 d 9 9
- Clinical Impact CNS toxicity was reported when bupropion was co-administered
Fatigue® 3 2 with levodopa or amantadine. Adverse reactions have included
Paraesthesia® 3 0 restlessness, agitation, tremor, ataxia, gait disturbance, vertigo, and
dizziness.
Vision blurred 3 0 Intervention Use caution when administering AUVELITY concomitantly with
Sexual dysfunction includes orgasm abnormal, erectile dysfunction, libido decreased, dopaminergic drugs.
anorgasmia Alcohol
*Fatigue includes fatigue, lethargy — - — -
“Paraesthesia includes paraesthesia, hypoaesthesia Clinical Impact AUVELITY contains bupropion which can increase adverse
DRUG INTERACTIONS neuropsychiatric events or reduce alcohol tolerance.
Table 3: Clinically Important Drug Interactions with AUVELITY Infervention The consumption of alcohol should be minimized or avoided during

Monoamine Oxidase Inhibitors (MAOIs)

Clinical Impact The concomitant use of AUVELITY with MAQIs increases the risk of
hypertensive crisis and serotonin syndrome.

Intervention AUVELITY is contraindicated in patients taking MAOIs (including
MAOIs such as linezolid or infravenous methylene blue) or in
patients who have taken MAQIs within the preceding 14 days. Allow
at least 14 days affer stopping AUVELITY before starting an MAOI.

Serotonergic Drugs

Clinical Impact Concomitant use of AUVELITY with other serotonergic drugs increases
the risk of serotonin syndrome.

Intervention Monitor for symptoms of serotonin syndrome when AUVELITY is used

concomitantly with other drugs that may affect the serotonergic
neurotransmitter systems. If serotonin syndrome occurs, consider
discontinuation of AUVELITY and/or concomitant serotonergic drugs.

Drugs that Lower Seizure Threshold

Clinical Impact AUVELITY contains bupropion which can cause seizure. Co-
administration with other drugs that lower seizure threshold
may increase risk of seizure.

Intervention Use caution when administering AUVELITY concomitantly with

drugs that lower the seizure threshold. Discontinue AUVELITY

and do not restart freatment if the patient experiences a seizure.

Strong Inhibitors of CYP2D6

Clinical Impact Concomitant use of AUVELITY with strong CYP2D6 inhibitors increases
plasma concentrations of dextromethorphan.
Intervention Dosage adjustment is necessary when AUVELITY is coadministered

with strong inhibitors of CYP2D6. Monitor patients for adverse
reactions potentially attributable to dextromethorphan, such as
somnolence and dizziness.

Strong Inducers of CYP2B6

Clinical Impact Concomitant use of AUVELITY with strong CYP2B6 inducers
decreases plasma concentrations of dextromethorphan and
bupropion and may decrease efficacy of AUVELITY.

Intervention Avoid co-administration of AUVELITY with strong inducers of

CYP2B6. Consider alternatives to strong CYP2B6 inducers if
needed.

treatment with AUVELITY.

USE IN SPECIFIC POPULATIONS

Pregnancy

Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to
antidepressants, including AUVELITY, during pregnancy. Healthcare providers are encouraged fo
register patients by contacting the National Pregnancy Registry for Antidepressants at 1-866-961-2388
or online af: https:/womensmentalhealth.org/research/pregnancyregistry/antidepressants/

Risk Summary
Based on animal studies, AUVELITY may cause fetal harm when administered during

pregnancy. AUVELITY is not recommended during pregnancy. If a female becomes pregnant
while being treated with AUVELITY, discontinue treatment and counsel the patient about the
potential risk to a fetus.

Clinical Considerations

Disease-Associated Maternal and/or Embryo/Fetal Risk

Women who discontinued antidepressants during pregnancy were more likely to experience a
relapse of major depression than women who continued antidepressants. Consider the risks
to the mother of untreated depression and potential effects on the fetus when discontinuing or
changing treatment with antidepressant medications during pregnancy and postpartum.

Lactation

Risk Summary

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 of AUVELITY is recommended in patients with moderate renal impairment
(eGFR 30 to 59 mL/minute/1.73 mZ The pharmacokinetics of AUVELITY have not been evaluated in
patients with severe renal impairment. AUVELITY is not recommended in patients with severe renal
impairment (eGFR 15 to 29 mL/minute/1.73 m?).

Hepatic Impairment

No dose adjustment of AUVELITY is recommended in patients with mild (Child-Pugh A) or moderate
hepatic impairment (Child-Pugh B). The pharmacokinetics of AUVELITY have not been evaluated in
patients with severe hepatic impairment (Child-Pugh C). AUVELITY is not recommended in patients
with severe hepatic impairment.

CYP2D6 Poor Metabolizers

Dosage adjustment is recommended in patients known to be poor CYP2D6 metabolizers
because these patients have higher dextromethorphan concentrations than extensive/
intermediate CYP2D6 metabolizers.

Distributed and marketed by:

Axsome Therapeutics, Inc. New York, NY 10007
AUVELITY, AXSOME and its logos are trademarks or
registered trademarks of Axsome Therapeutics, Inc.
©2024 Axsome Therapeutics, Inc. All rights reserved.
AUV HCP BS 04/2024
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Council on Communications
Howard Liu, M.D., M.B.A.

Council on Consultation-Liaison Psychiatry
Philip A. Bialer, M.D.

Council on Geriatric Psychiatry
Badr Ratnakaran, M.D.

Council on Healthcare Systems and Financing
Robert L. Trestman, M.D., Ph.D.

Integrated Care: Shannon M. Kinnan, M.D.
RBRVS, Codes and Reimbursement: Sarah Parsons, D.O.

Reimbursement for Psychiatric Care: Sander Koyfman, M.D.

Council on International Psychiatry and Global Health
Pamela Collins, M.D., M.P.H.

Council on Medical Education and Lifelong Learning
Rashi Aggarwal, M.D.

Innovation: Manu Sharma, M.D.
Scientific Program: Michael F. Myers, M.D.

Scientific Program—-Mental Health Services Conference
(Oct. to Oct. tenure): Lawrence Malak, M.D.

Vestermark Award Committee: Josepha A. Cheong, M.D.

Well-Being and Burnout: Lorenzo Norris, M.D.

Council on Minority Mental Health and Health Disparities
Walter Wilson, Jr., M.D.

Council on Psychiatry and Law
Richard Martinez, M.D., M.H.

Judicial Action: Reena Kapoor, M.D.

Council on Quality Care
Glenda Wrenn-Gordon, M.D., M.S.H.P.

Mental Health Information Technology: Darlene R. King, M.D.
Quality and Performance Measurement: David S. Kroll, M.D.
Practice Guidelines: Daniel J. Anzia, M.D.
Telepsychiatry: Shabana Khan, M.D.

Council on Research

Jonathan E. Alpert, M.D., Ph.D.
Climate Change and Mental Health: Joshua Wortzel, M.D.

Psychiatric Dimensions of Disasters: James C. West, M.D.

Council on Women's Mental Health
Ludmila B. De Faria, M.D.



NEW TITLES FROM

AMERICAN PSYCHIATRIC
ASSOCIATION PUBLISHING

The American Psychiatric Association
Publishing Textbook of Geriatric
Psychiatry, Sixth Edition

Edited by David C. Steffens, M.D.,, M.H.S., and
Kristina F. Zdanys, M.D.

2023 « 848 pages * ISBN 978-1-61537-340-6 * Hardcover
$200.00 « Item #37340

2023 + 848 pages ¢ ISBN 978-1-61537-437-3 « eBook
$160.00 * Item #37437

Textbook of Hospital Psychiatry,
Second Edition

Edited by Harsh K. Trivedi, M.D., M.B.A,, and
Steven S. Sharfstein, M.D., M.P.A.

2023 « 703 pages * ISBN 978-1-61537-345-1 « Hardcover
$155.00 * Item #37345

2023 « 703 pages * ISBN 978-1-61537-440-3 « eBook
$124.00 « Item #37440

The American Psychiatric Association
Publishing Textbook of Mood Disorders,
Second Edition

Edited by Charles B. Nemeroff, M.D., Ph.D.,

Alan F. Schatzberg, M.D., Natalie Rasgon, M.D., Ph.D., and
Stephen M. Strakowski, M.D.

MooD DISORDERS

P,

2022 « 986 pages * ISBN 978-1-61537-331-4 « Hardcover
$195.00 * Item #37331

2022 + 986 pages * ISBN 978-1-61537-452-6 * eBook
$156.00 * Item #37452

Textbook of Psychiatric Administration and

Leadership, Third Edition o PSTCHATIIO
Edited by Sy Saeed, M.D., M.S, FACPsych, John Lauriello, M.D., sonsy

and Laura Weiss Roberts, M.D., M.A.

2023 « 544 pages * ISBN 978-1-61537-337-6 * Hardcover
$154.00 « Item #37337

2023 » 544 pages * ISBN 978-1-61537-434-2 « eBook
$123.00 « Item #37434

Gabbard’s Textbook of Psychotherapeutic
Treatments, Second Edition EsrcHonith 2
Edited by Holly Crisp, M.D., and Glen O. Gabbard, M.D.

2023 « 830 pages * ISBN 978-1-61537-326-0 * Hardcover
$145.00 « Item #37326

2023 » 830 pages * ISBN 978-1-61537-406-9 * eBook
$116.00 « Item #37406

Textbook of Antisocial Personality Disorder
Edited by Donald W. Black, M.D., and Nathan J. Kolla, M.D.

2022 « 535 pages * ISBN 978-1-61537-323-9 « Hardcover
$105.00 ¢ Item #37323

2022 + 535 pages * ISBN 978-1-61537-322-2 + eBook
$84.00 * Item #37322
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AH2318B

Assistant/Associate/Professor of Clinical
Pediatrics/Physician Surgeon/Psychiatry

Hiring Department: UICOMP-Pediatrics
Location: Peoria, IL USA

Requisition ID: 1027497

Posting Close Date: 12/23/2024

The University of lllinois College of Medicine at Peoria (UICOMP) seeks a physician
for position at the level of Professor, Associate Professor or Assistant Professor to
enhance an important clinical program.

Pediatric Psychiatrist position requires candidates who are BC in Psychiatry and
have completed 4 years in residency and 2 years in fellowship training in Pediatric
Psychiatry. Candidates with scholarly and research interests are highly desirable,
along with experience in teaching medical students and residents.

Position Summary

The Department of Pediatrics, University of Illinois College of Medicine at Peoria
is seeking psychiatrist who has completed a fellowship in Child and Adolescent
Psychiatry at the level of Assistant/Associate Professor or Professor.

Duties & Responsibilities

Responsibilities — Child Psychiatrist

e Participate in undergraduate, graduate and continuing education programs of the
Department.

* Provide outpatient diagnostic and management services for patients in the region
with general psychiatric and behavioral needs.

e Provide inpatient psychiatric consultation for children and adolescents.

e Organize and conduct research programs in Child Psychiatry.

e Perform other duties of a university faculty member including committee
assignments, curriculum development, student counseling, and administration.

Minimum Qualifications

* Eligible for licensure in Illinois

e Board Certified in Psychiatry

* Board Certified/Board Eligible in Child and Adolescent Psychiatry

About University of lllinois College of Medicine, Peoria (UICOMP) Department of
Pediatrics and OSF Healthcare Children’s Hospital of lllinois:

UICOMP is one of the three regional campuses of the University of Illinois College
of Medicine, one of the largest public medical schools in the country. UICOMP’s
educational programs include 244 medical students and 300 residents/fellows in
21 different post graduate programs. The Department of Pediatrics is one of the
largest departments at UICOMP. In collaboration with the OSF HealthCare Children’s
Hospital of Illinois, the Department has 19 divisions and over 145 faculty members
providing general pediatrics and subspecialty services to the pediatric population in
Central lllinois.

About Children’s Hospital of lllinois

The current research infrastructure within the Department includes office of
research, a dedicated biostatistician and internal research funding mechanism to
support our faculty. The primary teaching hospital of UICOMP is Children’s Hospital
of Illinois, a tertiary care facility serving a 37-county region with a population base
of over two million. Children’s Hospital of Illinois provides comprehensive services
to children, including Level IV NICU and a state-designated Pediatric Critical Care
Center. Children’s Hospital of Illinois is a major medical facility with 136 beds and
a 32-bed critical care unit and the only Level 1 trauma center in Illinois outside of
Chicago. There are existing resources through UICOMP and Children’s Hospital of
Illinois for seeding research funding, quality and outcomes focused academic work
and innovation in health education.

About Peoria, Il

One of the oldest communities in Illinois with a population of 112,936, Peoria is equal
distance from Chicago and St. Louis. Here we have an enviable standard of living,
exciting venues within a 15-20 minute drive from our homes, safe streets, quality and
quantity shopping, our own symphony, our own ballet, Broadway Theater League,
museums, art guilds, first-class medical facilities, the nation’s oldest community
theater and oldest Santa Claus parade.

Our vibrant riverfront showcases a multitude of festivals and celebrations that
light up the summer nights much like our extraordinary Fourth of July Sky Concert
fireworks show that draws well over 100,000 annually. Citizens are flocking to live
in the refurbished warehouses and lofts on Water Street that produce the perfect
lifestyle for a 24/7 city.

We have many global businesses that allow Peoria to play all over the world through
their products and services. Peoria has begun to diversify its economy with infotech
industries as well. Thus our business community attracts some of the brightest
graduates throughout the nation.

You may be redirected to log into, or to create a new account.

For fullest consideration please apply by 10/14/2024.

The University of lllinois System is an equal opportunity employer, including but not limited to disability and/or
veteran status, and complies with all applicable state and federal employment mandates. Please visit Required
Employment Notices and Posters at https.//www.hr.uillinois.edu/cms/one.aspx?portalld=4292& =5705
to view our non-discrimination statement and find additional information about required background checks,
sexual harassment/misconduct disclosures, and employment eligibility review through E-Verify.

As an EOE/AA employer, the University of lllinois encourages applications from individuals regardless of
an applicant’s race, color, religion, sex, gender identity, sexual orientation, national origin, and Veteran or
disability status.

The University of lllinois conducts background checks on all job candidates upon acceptance of a contingent
offer of employment. Background checks will be performed in compliance with the Fair Credit Reporting Act.
The university provides accommodations to applicants and employees. Request an accommodation at
https.//jobs.uic.edu/request-and-accomodation/.




Go Online

Visit psychiatryonline.org/journal/ajp for these features!

AJP in Advance

Discover the latest research advances before they appear in print

Identifying Genetically Inferred Effects Linking Posttraumatic Stress Disorder to Women's
Health, Lipid Disorders, and Malaria Medications

Leveraging genetic data from more than one million participants, this study inferred effects directly
linking PTSD to lipid disorders, women'’s health, and malaria medications. These findings have
substantial public health implications and point to specific dynamics involved in PTSD morbidity

and mortality.

AJP Audio and Video

Phuc Le, Ph.D., M.P.H., joins AJP Audio to discuss alcohol use disorder treatment disparities between
participants of the large All of Us cohort (p. 973).

In an issue highlights video, AJP Deputy Editor Daniel S. Pine discusses “Association of Cannabis Use
Reduction With Improved Functional Outcomes: An Exploratory Aggregated Analysis From Seven
Cannabis Use Disorder Treatment Trials to Extract Data-Driven Cannabis Reduction Metrics”
(McClure et al., p. 988) and “Association of Neuromelanin-Sensitive MRI Signal With Lifetime Substance
Use in Young Women” (Perlman et al., p. 997).

AJP CME

You can earn CME credits by reading articles in The American Journal of Psychiatry. Three articles in
this issue form a short course that consists of reading the article and answering three multiple-choice
questions with a single correct answer for up to 1 AMA PRA Category 1 Credit™ each. Credit is issued
only to subscribers of the online AJP CME Course Program.

See the list below for articles in this month'’s issue that are the subject of a CME quiz.

In this issue

The Neurocircuitry of Substance Use Disorder, Treatment, and Change: A Resource for Clinical
Psychiatrists (Imperio et al., p. 958)

Disparities in Treatment for Alcohol Use Disorder Among All of Us Participants (Le et al., p. 973)

Association of Cannabis Use Reduction With Improved Functional Outcomes: An Exploratory
Aggregated Analysis From Seven Cannabis Use Disorder Treatment Trials to Extract Data-Driven
Cannabis Reduction Metrics (McClure et al., p. 988)
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