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Is the RESPONSE Act the Best 
Answer for Gun Violence?
» Ali Shana

O n October 23, 2019, Senator 
John Cornyn (R-TX) intro-
duced the Restoring, Enhanc-

ing, Strengthening and Promoting 

Our Nation’s Safety (RESPONSE) 
Act: a proposed legislative solution 
to mass shootings. The RESPONSE 
Act is, as the title infers, a response to 
the multiple mass shootings in recent 
years in the US.

Senator Cornyn is no stranger to 

proposing legislation in the wake of 
tragedy. Some of the bill’s provi-
sions, such as targeting unlicensed 
and unlawful firearm dealers, were 
suggested in his 2017 Fix NICS bill: 
a response to the mass shooting in 
Sutherland Springs, TX. Similarly, 
the bill’s provision to expand Assist-
ed Outpatient Treatment (AOT) pro-
grams echo’s the 21st Century Cures 
Act, to which he largely contributed. 
The 21st Century Cures Act became 
public law in 2016.

As Cornyn explained on the con-
gress floor, the legislation’s push for 
student surveillance aims to deter 

I
t would be hard for any American psychiatrist not to have noticed the un-
precedented crisis in this Australian summer of fire, attributed at least in 
part to climate change. Australia appears to have surfaced as the proverbial 

canary in the coal mine regarding future catastrophic consequences. Not coin-
cidentally, 2019 recorded the highest temperatures worldwide since tempera-
tures were first recorded.

» H. Steven Moffic, MD
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Indication

SPRAVATO™ (esketamine) CIII Nasal Spray is indicated, in conjunction with an oral 
antidepressant (AD), for the treatment of treatment-resistant depression (TRD) in adults.

SPRAVATO™ is not approved as an anesthetic agent. The safety and effectiveness  
of SPRAVATO™ as an anesthetic agent have not been established.

Important Safety Information

WARNING: SEDATION, DISSOCIATION; ABUSE AND MISUSE;  
and SUICIDAL THOUGHTS AND BEHAVIORS

See full prescribing information for complete boxed warning
• Risk for sedation and dissociation after administration. Monitor patients 

for at least two hours after administration (5.1, 5.2).
• Potential for abuse and misuse. Consider the risks and benefits of using 

SPRAVATO™ prior to use in patients at higher risk of abuse. Monitor for 
signs and symptoms of abuse and misuse (5.3).

• SPRAVATO™ is only available through a restricted program called the 
SPRAVATO™ REMS (5.4).

• Increased risk of suicidal thoughts and behaviors in pediatric and  
young adult patients taking antidepressants. Closely monitor all 
antidepressant-treated patients for clinical worsening and emergence  
of suicidal thoughts and behaviors. SPRAVATO™ is not approved for use  
in pediatric patients (5.5).

CONTRAINDICATIONS

SPRAVATO™ is contraindicated in patients with:
• Aneurysmal vascular disease (including thoracic and abdominal aorta, 

intracranial and peripheral arterial vessels) or arteriovenous malformation
• History of intracerebral hemorrhage
• Hypersensitivity to esketamine, ketamine, or any of the excipients

WARNINGS AND PRECAUTIONS
Sedation: In clinical trials, 49% to 61% of SPRAVATO™-treated patients developed 
sedation and 0.3% of SPRAVATO™-treated patients experienced loss of consciousness.
Because of the possibility of delayed or prolonged sedation, patients must be 
monitored by a healthcare provider for at least 2 hours at each treatment session, 
followed by an assessment to determine when the patient is considered clinically 
stable and ready to leave the healthcare setting.
Closely monitor for sedation with concomitant use of SPRAVATO™ with CNS depressants 
[see Drug Interaction (7.1)].
SPRAVATO™ is available only through a restricted program under a REMS.
Dissociation: The most common psychological effects of SPRAVATO™ were 
dissociative or perceptual changes (including distortion of time, space and illusions), 
derealization and depersonalization (61% to 75% of SPRAVATO™-treated patients 
developed dissociative or perceptual changes). Given its potential to induce 
dissociative effects, carefully assess patients with psychosis before administering 
SPRAVATO™; treatment should be initiated only if the benefit outweighs the risk.
Because of the risks of dissociation, patients must be monitored by a healthcare 
provider for at least 2 hours at each treatment session, followed by an assessment 
to determine when the patient is considered clinically stable and ready to leave the 
healthcare setting.
SPRAVATO™ is available only through a restricted program under a REMS.
Abuse and Misuse: SPRAVATO™ contains esketamine, a Schedule III controlled 
substance (CIII), and may be subject to abuse and diversion. Assess each patient’s risk  
for abuse or misuse prior to prescribing and monitor all patients for the development  
of these behaviors or conditions, including drug-seeking behavior, while on therapy. 
Individuals with a history of drug abuse or dependence are at greater risk; therefore,  
use careful consideration prior to treatment of individuals with a history of substance  
use disorder and monitor for signs of abuse or dependence.
SPRAVATO™ is available only through a restricted program under a REMS.

Please see additional Important Safety Information and Brief Summary of full 
Prescribing Information, including Boxed WARNINGS, on previous pages.

NMDA=N-methyl-D-aspartate. 

Reference: 1. SPRAVATO™ [Prescribing Information].  
Titusville, NJ: Janssen Pharmaceuticals, Inc. May 2019. © Janssen Pharmaceuticals, Inc. 2019    July 2019    cp-70506v2
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SPRAVATO® 
(esketamine) nasal spray, CIII
Brief Summary
BEFORE PRESCRIBING SPRAVATO®, PLEASE SEE FULL PRESCRIBING INFORMATION, INCLUDING 
BOXED WARNING.

WARNING: SEDATION; DISSOCIATION; ABUSE AND MISUSE; and  
SUICIDAL THOUGHTS AND BEHAVIORS

Sedation
•  Patients are at risk for sedation after administration of SPRAVATO [see Warnings and 

Precautions].
Dissociation
•  Patients are at risk for dissociative or perceptual changes after administration of SPRAVATO [see 

Warnings and Precautions].
Because of the risks of sedation and dissociation, patients must be monitored for at least 2 hours 
at each treatment session, followed by an assessment to determine when the patient is considered 
clinically stable and ready to leave the healthcare setting [see Warnings and Precautions].
Abuse and Misuse
•  SPRAVATO has the potential to be abused and misused. Consider the risks and benefits of 

prescribing SPRAVATO prior to use in patients at higher risk of abuse. Monitor patients for 
signs and symptoms of abuse and misuse [see Warnings and Precautions].

Because of the risks of serious adverse outcomes resulting from sedation, dissociation, and abuse 
and misuse, SPRAVATO is only available through a restricted program under a Risk Evaluation and 
Mitigation Strategy (REMS) called the SPRAVATO REMS [see Warnings and Precautions].
Suicidal Thoughts and Behaviors
Antidepressants increased the 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 for emergence of suicidal thoughts and behaviors. SPRAVATO is not approved for 
use in pediatric patients [see Warnings and Precautions].

INDICATIONS AND USAGE
SPRAVATO® is indicated, in conjunction with an oral antidepressant, for the treatment of treatment-
resistant depression (TRD) in adults [see Clinical Studies (14.1) in Full Prescribing Information].
Limitations of Use:
SPRAVATO is not approved as an anesthetic agent. The safety and effectiveness of SPRAVATO as an 
anesthetic agent have not been established.
CONTRAINDICATIONS
SPRAVATO is contraindicated in patients with:
•  Aneurysmal vascular disease (including thoracic and abdominal aorta, intracranial, and peripheral 

arterial vessels) or arteriovenous malformation [see Warnings and Precautions]
• History of intracerebral hemorrhage [see Warnings and Precautions]
• Hypersensitivity to esketamine, ketamine, or any of the excipients.

WARNINGS AND PRECAUTIONS
Sedation
In clinical trials, 49% to 61% of SPRAVATO-treated patients developed sedation based on the Modified 
Observer’s Alertness/Sedation scale (MOAA/s) [see Adverse Reactions], and 0.3% of SPRAVATO-
treated patients experienced loss of consciousness (MOAA/s score of 0).
Because of the possibility of delayed or prolonged sedation, patients must be monitored by a healthcare 
provider for at least 2 hours at each treatment session, followed by an assessment to determine when 
the patient is considered clinically stable and ready to leave the healthcare setting [see Dosage and 
Administration (2.4) in Full Prescribing Information].
Closely monitor for sedation with concomitant use of SPRAVATO with CNS depressants [see Drug 
Interaction].
SPRAVATO is available only through a restricted program under a REMS [see Warnings and Precautions].
Dissociation
The most common psychological effects of SPRAVATO were dissociative or perceptual changes 
(including distortion of time, space and illusions), derealization and depersonalization (61% to 75% 
of SPRAVATO-treated patients developed dissociative or perceptual changes based on the Clinician 
Administered Dissociative Symptoms Scale) [see Adverse Reactions]. Given its potential to induce 
dissociative effects, carefully assess patients with psychosis before administering SPRAVATO; 
treatment should be initiated only if the benefit outweighs the risk.
Because of the risks of dissociation, patients must be monitored by a healthcare provider for at least 
2 hours at each treatment session, followed by an assessment to determine when the patient is 
considered clinically stable and ready to leave the healthcare setting [see Dosage and Administration 
(2.4) in Full Prescribing Information].
SPRAVATO is available only through a restricted program under a REMS [see Warnings and Precautions].
Abuse and Misuse
SPRAVATO contains esketamine, a Schedule III controlled substance (CIII), and may be subject to 
abuse and diversion. Assess each patient’s risk for abuse or misuse prior to prescribing SPRAVATO 
and monitor all patients receiving SPRAVATO for the development of these behaviors or conditions, 
including drug-seeking behavior, while on therapy. Contact local state professional licensing board or 
state-controlled substances authority for information on how to prevent and detect abuse or diversion 
of SPRAVATO. Individuals with a history of drug abuse or dependence are at greater risk; therefore, 
use careful consideration prior to treatment of individuals with a history of substance use disorder and 
monitor for signs of abuse or dependence. [see Drug Abuse and Dependence].
SPRAVATO is available only through a restricted program under a REMS [see Warnings and Precautions].
SPRAVATO Risk Evaluation and Mitigation Strategy (REMS)
SPRAVATO is available only through a restricted program under a REMS called the SPRAVATO REMS 
because of the risks of serious adverse outcomes from sedation, dissociation, and abuse and misuse 
[see Boxed Warning and Warnings and Precautions].
Important requirements of the SPRAVATO REMS include the following:
•  Healthcare settings must be certified in the program and ensure that SPRAVATO is:
 –  Only dispensed in healthcare settings and administered to patients who are enrolled in the 

program.
 –  Administered by patients under the direct observation of a healthcare provider and that patients 

are monitored by a healthcare provider for at least 2 hours after administration of SPRAVATO [see 
Dosage and Administration (2.4) in Full Prescribing Information].

•  Pharmacies must be certified in the REMS and must only dispense SPRAVATO to healthcare settings 
that are certified in the program.

Further information, including a list of certified pharmacies is available at www.SPRAVATOrems.com 
or 1-855-382-6022.
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 (SPRAVATO is 
not approved in pediatric patients), the incidence of suicidal thoughts and behaviors in 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 major 
depressive disorder (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 with Suicidal Thoughts or Behaviors in the 
Pooled Placebo-Controlled Trials of Antidepressants in Pediatric* and Adult Patients

Age Range (Years) Drug-Placebo Difference in Number of Patients with  
Suicidal Thoughts or Behaviors per 1000 Patients Treated

Increases Compared to Placebo
<18 14 additional patients

18-24 5 additional patients
Decreases Compared to Placebo

25-64 1 fewer patient
≥65 6 fewer patients

* SPRAVATO is not approved 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 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 to alert the 
healthcare provider. Consider changing the therapeutic regimen, including possibly discontinuing 
SPRAVATO and/or the concomitant oral antidepressant, in patients whose depression is persistently 
worse, or who are experiencing emergent suicidal thoughts or behaviors.
Increase in Blood Pressure
SPRAVATO causes increases in systolic and/or diastolic blood pressure (BP) at all recommended 
doses. Increases in BP peak approximately 40 minutes after SPRAVATO administration and last 
approximately 4 hours [see Adverse Reactions].
Approximately 8% to 17% of SPRAVATO-treated patients and 1% to 3% of placebo-treated patients 
experienced an increase of more than 40 mmHg in systolic BP and/or 25 mmHg in diastolic BP in the 
first 1.5 hours after administration at least once during the first 4 weeks of treatment. A substantial 
increase in blood pressure could occur after any dose administered even if smaller blood pressure 
effects were observed with previous administrations. SPRAVATO is contraindicated in patients for 
whom an increase in BP or intracranial pressure poses a serious risk (e.g., aneurysmal vascular 
disease, arteriovenous malformation, history of intracerebral hemorrhage) [see Contraindications]. 
Before prescribing SPRAVATO, patients with other cardiovascular and cerebrovascular conditions 
should be carefully assessed to determine whether the potential benefits of SPRAVATO outweigh  
its risks.
Assess BP prior to administration of SPRAVATO. In patients whose BP is elevated prior to SPRAVATO 
administration (as a general guide: >140/90 mmHg) a decision to delay SPRAVATO therapy should take 
into account the balance of benefit and risk in individual patients.
BP should be monitored for at least 2 hours after SPRAVATO administration [see Dosage and 
Administration (2.1, 2.4) in Full Prescribing Information]. Measure blood pressure around 40 minutes 
post-dose and subsequently as clinically warranted until values decline. If BP remains high, promptly 
seek assistance from practitioners experienced in BP management. Refer patients experiencing 
symptoms of a hypertensive crisis (e.g., chest pain, shortness of breath) or hypertensive encephalopathy 
(e.g., sudden severe headache, visual disturbances, seizures, diminished consciousness or focal 
neurological deficits) immediately for emergency care.
Closely monitor blood pressure with concomitant use of SPRAVATO with psychostimulants or 
monoamine oxidase inhibitors (MAOIs) [see Drug Interactions].
In patients with history of hypertensive encephalopathy, more intensive monitoring, including more 
frequent blood pressure and symptom assessment, is warranted because these patients are at 
increased risk for developing encephalopathy with even small increases in blood pressure.
Cognitive Impairment
Short-Term Cognitive Impairment
In a study in healthy volunteers, a single dose of SPRAVATO caused cognitive performance decline 
40 minutes post-dose. Compared to placebo-treated subjects, SPRAVATO-treated subjects required a 
greater effort to complete cognitive tests at 40 minutes post-dose. Cognitive performance and mental 
effort were comparable between SPRAVATO and placebo at 2 hours post-dose. Sleepiness was 
comparable after 4 hours post-dose.
Long-Term Cognitive Impairment
Long-term cognitive and memory impairment have been reported with repeated ketamine misuse or 
abuse. No adverse effects of SPRAVATO nasal spray on cognitive functioning were observed in a one-
year open-label safety study; however, the long-term cognitive effects of SPRAVATO have not been 
evaluated beyond one year.
Impaired Ability to Drive and Operate Machinery
Two placebo-controlled studies were conducted to assess the effects of SPRAVATO on the ability to 
drive [see Clinical Studies (14.3) in Full Prescribing Information]. The effects of SPRAVATO 84 mg were 
comparable to placebo at 6 hours and 18 hours post-dose. However, two SPRAVATO-treated subjects 
in one of the studies discontinued the driving test at 8 hours post-dose because of SPRAVATO-related 
adverse reactions.
Before SPRAVATO administration, instruct patients not to engage in potentially hazardous activities 
requiring complete mental alertness and motor coordination, such as driving a motor vehicle or 
operating machinery, until the next day following a restful sleep. Patients will need to arrange 
transportation home following treatment with SPRAVATO.
Ulcerative or Interstitial Cystitis
Cases of ulcerative or interstitial cystitis have been reported in individuals with long-term off-label 
use or misuse/abuse of ketamine. In clinical studies with SPRAVATO nasal spray, there was a higher 
rate of lower urinary tract symptoms (pollakiuria, dysuria, micturition urgency, nocturia, and cystitis) 
in SPRAVATO-treated patients than in placebo-treated patients [see Adverse Reactions]. No cases of 
esketamine-related interstitial cystitis were observed in any of the studies, which included treatment 
for up to a year.
Monitor for urinary tract and bladder symptoms during the course of treatment with SPRAVATO, and 
refer to an appropriate healthcare provider as clinically warranted.
Embryo-fetal Toxicity
Based on published findings from pregnant animals treated with ketamine, the racemic mixture of 
arketamine and esketamine, SPRAVATO may cause fetal harm when administered to pregnant 
women. Advise pregnant women of the potential risk to an infant exposed to SPRAVATO in utero.  
Advise women of reproductive potential to consider pregnancy planning and prevention [see Use in 
Specific Populations].

SPRAVATO® (esketamine) nasal spray, CIII
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ADVERSE REACTIONS
The following adverse reactions are discussed in more detail in other sections of the labeling:
• Sedation [see Warnings and Precautions]
• Dissociation [see Warnings and Precautions]
• Increase in Blood Pressure [see Warnings and Precautions]
• Cognitive Impairment [see Warnings and Precautions]
•  Impaired Ability to Drive and Operate Machinery [see Warnings and Precautions]
• Ulcerative or Interstitial Cystitis [see Warnings and Precautions]
• Embryo-fetal Toxicity [see Warnings and Precautions]
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates 
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials of 
another drug and may not reflect the rates observed in clinical practice.
Patient Exposure
SPRAVATO was evaluated for safety in 1709 patients diagnosed with treatment resistant depression 
(TRD) [see Clinical Studies (14.1, 14.2) in Full Prescribing Information] from five Phase 3 studies (3 short-
term and 2 long-term studies) and one Phase 2 dose-ranging study. Of all SPRAVATO-treated patients 
in the completed Phase 3 studies, 479 (30%) received at least 6 months of treatment, and 178 (11%) 
received at least 12 months of treatment.
Adverse Reactions Leading to Discontinuation of Treatment
In short-term studies in adults < 65 years old (Study 1 pooled with another 4-week study), the proportion 
of patients who discontinued treatment because of an adverse reaction was 4.6% in patients who 
received SPRAVATO plus oral AD compared to 1.4% for patients who received placebo nasal 
spray plus oral AD. For adults ≥ 65 years old, the proportions were 5.6% and 3.1%, respectively. In  
Study 2, a long-term maintenance study, the discontinuation rates because of an adverse reaction 
were similar for patients receiving SPRAVATO plus oral AD and placebo nasal spray plus oral AD in 
the maintenance phase, at 2.6% and 2.1%, respectively. Across all phase 3 studies, adverse reactions 
leading to SPRAVATO discontinuation in more than 2 patients were (in order of frequency): anxiety 
(1.2%), depression (0.9%), blood pressure increased (0.6%), dizziness (0.6%), suicidal ideation (0.5%), 
dissociation (0.4%), nausea (0.4%), vomiting (0.4%), headache (0.3%), muscular weakness (0.3%), 
vertigo (0.2%), hypertension (0.2%), panic attack (0.2%) and sedation (0.2%).
Most Common Adverse Reactions
The most commonly observed adverse reactions in TRD patients treated with SPRAVATO plus oral AD 
(incidence ≥5% and at least twice that of placebo nasal spray plus oral AD) were dissociation, dizziness, 
nausea, sedation, vertigo, hypoesthesia, anxiety, lethargy, blood pressure increased, vomiting, and 
feeling drunk. Table 2 shows the incidence of adverse reactions that occurred in TRD patients treated 
with SPRAVATO plus oral AD at any dose and greater than patients treated with placebo nasal spray 
plus oral AD.

Table 2:  Adverse Reactions Occurring in ≥2% of TRD Patients Treated with SPRAVATO + Oral AD at 
Any Dose and at a Greater Rate than Patients Treated with Placebo Nasal Spray + Oral AD

SPRAVATO + 
Oral AD 
(N=346)

Placebo + 
Oral AD 
(N=222)

Cardiac disorders
Tachycardia* 6 (2%) 1 (0.5%)

Ear and labyrinth disorders
Vertigo* 78 (23%) 6 (3%)

Gastrointestinal disorders
Constipation 11 (3%) 3 (1%)
Diarrhea 23 (7%) 13 (6%)
Dry mouth 19 (5%) 7 (3%)
Nausea 98 (28%) 19 (9%)
Vomiting 32 (9%) 4 (2%)

General disorders and administration site conditions
Feeling abnormal 12 (3%) 0 (0%)
Feeling drunk 19 (5%) 1 (0.5%)

Investigations
Blood pressure increased* 36 (10%) 6 (3%)

Nervous system disorders
Dizziness* 101 (29%) 17 (8%)
Dysarthria* 15 (4%) 0 (0%)
Dysgeusia* 66 (19%) 30 (14%)
Headache* 70 (20%) 38 (17%)
Hypoesthesia* 63 (18%) 5 (2%)
Lethargy* 37 (11%) 12 (5%)
Mental impairment 11 (3%) 2 (1%)
Sedation* 79 (23%) 21 (9%)
Tremor 12 (3%) 2 (1%)

Psychiatric disorders
Anxiety* 45 (13%) 14 (6%)
Dissociation* 142 (41%) 21 (9%)
Euphoric mood 15 (4%) 2 (1%)
Insomnia 29 (8%) 16 (7%)

Renal and urinary disorders
Pollakiuria 11 (3%) 1 (0.5%)

Respiratory, thoracic and mediastinal disorders
Nasal discomfort* 23 (7%) 11 (5%)
Oropharyngeal pain 9 (3%) 5 (2%)
Throat irritation 23 (7%) 9 (4%)

Skin and subcutaneous tissue disorders
Hyperhidrosis 14 (4%) 5 (2%)

* The following terms were combined:
Anxiety includes: agitation; anticipatory anxiety; anxiety; fear; feeling jittery; irritability; nervousness; 
panic attack; tension

Blood pressure increased includes: blood pressure diastolic increased; blood pressure increased; 
blood pressure systolic increased; hypertension
Dissociation includes: delusional perception; depersonalization/derealization disorder; derealization; 
diplopia; dissociation; dysesthesia; feeling cold; feeling hot; feeling of body temperature change; 
hallucination; hallucination, auditory; hallucination, visual; hyperacusis; illusion; ocular discomfort; 
oral dysesthesia; paresthesia; paresthesia oral; pharyngeal paresthesia; photophobia; time perception 
altered; tinnitus; vision blurred; visual impairment
Dizziness includes: dizziness; dizziness exertional; dizziness postural; procedural dizziness
Dysarthria includes: dysarthria; slow speech; speech disorder
Dysgeusia includes: dysgeusia; hypogeusia
Headache includes: headache; sinus headache
Hypoesthesia includes: hypoesthesia; hypoesthesia oral, hypoesthesia teeth, pharyngeal hypoesthesia
Lethargy includes: fatigue; lethargy
Nasal discomfort includes: nasal crusting; nasal discomfort; nasal dryness; nasal pruritus
Sedation includes: altered state of consciousness; hypersomnia; sedation; somnolence
Tachycardia includes: extrasystoles; heart rate increased; tachycardia
Vertigo includes: vertigo; vertigo positional

Sedation
Sedation was evaluated by adverse event reports and using the Modified Observer’s Alertness/
Sedation scale (MOAA/s). In the MOAA/s scale, 5 means “responds readily to name spoken in normal 
tone” and 0 means “no response after painful trapezius squeeze.” Any decrease in MOAA/s from pre-
dose is considered to indicate presence of sedation, and such a decrease occurred in a higher number 
of patients on esketamine than placebo during the short-term trials (Table 3). Dose-related increases 
in the incidence of sedation were observed in a fixed-dose study [see Warnings and Precautions].

Table 3:  Incidence of Sedation (MOAA/s <5) in Double-Blind, Randomized, Placebo-Controlled 
Fixed-Dose Study with Patients <65 Years of Age and Double-Blind, Randomized, Placebo-
Controlled Flexible-Dose Study with Patients ≥65 years

Patients <65 years Patients ≥65 years
Placebo + 

Oral AD
SPRAVATO  
+ Oral AD

Placebo + 
Oral AD

SPRAVATO 
+ Oral AD

56 mg 84 mg 28 to 84 mg
Number of patients* N=112 N=114 N=114 N=63 N=72
Sedation (MOAA/s <5) 11% 50% 61% 19% 49%

*Patients who were evaluated with MOAA/s

Dissociation/Perceptual Changes
SPRAVATO can cause dissociative symptoms (including derealization and depersonalization) and 
perceptual changes (including distortion of time and space, and illusions). In clinical trials, dissociation 
was transient and occurred on the day of dosing. Dissociation was evaluated by adverse event reports 
and the Clinician-Administered Dissociative States Scale (CADSS) questionnaire. A CADSS total score 
of more than 4 indicates presence of dissociative symptoms, and such an increase to a score of 4 or 
more occurred in a higher number of patients on esketamine compared to placebo during the short-
term trials (see Table 4). Dose-related increases in the incidence of dissociative symptoms (CADSS 
total score >4) were observed in a fixed-dose study. Table 4 shows the incidence of dissociation 
(CADSS total score >4) in a double-blind, randomized, placebo-controlled, fixed-dose study in adults 
<65 years of age and a double-blind, randomized, placebo-controlled, flexible-dose study with patients 
≥ 65 years of age.

Table 4:  Incidence of Dissociation (CADSS Total Score >4) in Double-Blind, Randomized, Placebo-
Controlled Studies (Fixed-Dose Study with Patients <65 Years and Flexible-Dose Study with 
Patients ≥65 Years)

Patients <65 years Patients ≥65 years

Placebo + 
Oral AD

SPRAVATO  
+ Oral AD Placebo + 

Oral AD

SPRAVATO  
+ Oral AD

56 mg 84 mg 28 to 84 mg
Number of patients* N=113 N=113 N=116 N=65 N=72
CADSS total score >4 and change >0 5% 61% 69% 12% 75%

* Number of patients who were evaluated with CADSS

Increase in Blood Pressure
The mean placebo-adjusted increases in systolic and diastolic blood pressure (SBP and DBP) over 
time were about 7 to 9 mmHg in SBP and 4 to 6 mmHg in DBP at 40 minutes post-dose and 2 to 5 mmHg 
in SBP and 1 to 3 mmHg in DBP at 1.5 hours post-dose in patients receiving SPRAVATO plus oral 
antidepressants (Table 5).

Table 5:  Increases in Blood Pressure in Double-blind, Randomized-controlled, Short-term Trials of 
SPRAVATO + Oral AD Compared to Placebo Nasal Spray + Oral AD in the Treatment of TRD

Patients <65 years Patients ≥65 years
SPRAVATO  
+ Oral AD 

N=346

Placebo +  
Oral AD  
N=222

SPRAVATO  
+ Oral AD  

N =72

Placebo +  
Oral AD  

N=65
Systolic blood pressure

≥180 mmHg 9 (3%) --- 2 (3%) 1 (2%)
≥40 mmHg increase 29 (8%) 1 (0.5%) 12 (17%) 1 (2%)

Diastolic blood pressure
≥110 mmHg 13 (4%) 1 (0.5%) --- ---
≥25 mmHg increase 46 (13%) 6 (3%) 10 (14%) 2 (3%)

Nausea and Vomiting
SPRAVATO can cause nausea and vomiting (Table 6). Most of these events occurred on the day of 
dosing and resolved the same day, with the median duration not exceeding 1 hour in most subjects 
across dosing sessions. Rates of reported nausea and vomiting decreased over time across dosing 
sessions from the first week of treatment in the short-term studies, as well as over time with long-term 
treatment (Table 6).

Table 6:  Incidence and Severity of Nausea and Vomiting in Double-blind, Randomized-controlled, 
Fixed-dose Study

Treatment (+ Oral AD)
Nausea Vomiting

N All Severe All Severe
SPRAVATO 56 mg 115 31 (27%) 0 7 (6%) 0
SPRAVATO 84 mg 116 37 (32%) 4 (3%) 14 (12%) 3 (3%)
Placebo Nasal Spray 113 12 (11%) 0 2 (2%) 0

SPRAVATO® (esketamine) nasal spray, CIII SPRAVATO® (esketamine) nasal spray, CIII

PSY0220_CV2-4_spravato.indd   2 1/29/20   8:29 AM



Sense of Smell
Sense of smell was assessed over time; no difference was observed between patients treated with 
SPRAVATO plus oral AD and those treated with placebo nasal spray plus oral AD during the double-
blind maintenance phase of Study 2 [see Clinical Studies (14.2) in Full Prescribing Information].
DRUG INTERACTIONS
Central Nervous System Depressants
Concomitant use with CNS depressants (e.g., benzodiazepines, opioids, alcohol) may increase sedation 
[see Warnings and Precautions]. Closely monitor for sedation with concomitant use of SPRAVATO with 
CNS depressants. 
Psychostimulants
Concomitant use with psychostimulants (e.g., amphetamines, methylphenidate, modafanil, armodafinil) 
may increase blood pressure [see Warnings and Precautions]. Closely monitor blood pressure with 
concomitant use of SPRAVATO with psychostimulants.
Monoamine Oxidase Inhibitors (MAOIs)
Concomitant use with monoamine oxidase inhibitors (MAOIs) may increase blood pressure  
[see Warnings and Precautions]. Closely monitor blood pressure with concomitant use of SPRAVATO 
with MAOIs.
USE IN SPECIFIC POPULATIONS
Pregnancy
Pregnancy Exposure Registry
There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to 
antidepressants, including SPRAVATO, during pregnancy. Healthcare providers are encouraged to 
register patients by contacting the National Pregnancy Registry for Antidepressants at 1-844-405-6185 
or online at https://womensmentalhealth.org/clinical-and-research-programs/pregnancyregistry/
antidepressants/.
Risk Summary
SPRAVATO is not recommended during pregnancy. There are insufficient data on SPRAVATO use 
in pregnant women to draw conclusions about any drug-associated risk of major birth defects, 
miscarriage, or adverse maternal or fetal outcomes. Based on published findings from pregnant 
animals treated with ketamine, the racemic mixture of arketamine and esketamine, SPRAVATO may 
cause fetal harm when administered to pregnant women (see Data). Advise pregnant women of the 
potential risk to an infant exposed to SPRAVATO in utero. There are risks to the mother associated with 
untreated depression in pregnancy (see Clinical Considerations). If a woman becomes pregnant while 
being treated with SPRAVATO, treatment with esketamine should be discontinued and the patient 
should be counseled about the potential risk to the fetus.
Published studies in pregnant primates demonstrate that the administration of drugs that block 
N-methyl-D-aspartate (NMDA) receptors during the period of peak brain development increases 
neuronal apoptosis in the developing brain of the offspring. There are no data on pregnancy exposures 
in primates corresponding to periods prior to the third trimester in humans [see Use in Specific 
Populations].
In an embryo-fetal reproduction study in rabbits, skeletal malformations were noted at maternally 
toxic doses when ketamine was intranasally administered with a No Observed Adverse Effect Level 
(NOAEL) at estimated esketamine exposures 0.3 times the exposures at the maximum recommended 
human dose (MRHD) of 84 mg/day. In addition, intranasal administration of esketamine to pregnant rats 
during pregnancy and lactation at exposures that were similar to those at the MRHD resulted in a delay 
in sensorimotor development in pups during the preweaning period and a decrease in motor activity 
in the post-weaning period.
The estimated background risk of major birth defects and miscarriage for the indicated population is 
unknown. All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. In 
the U.S. general population, the estimated background risk of major birth defects and miscarriage in 
clinically recognized pregnancies is 2 to 4% and 15 to 20%, respectively.
Clinical Considerations
Disease-Associated Maternal and/or Embryo-Fetal Risk
A prospective, longitudinal study followed 201 pregnant women with a history of major depressive 
disorder who were euthymic and taking antidepressants at the beginning of pregnancy. The women 
who discontinued antidepressants during pregnancy were more likely to experience a relapse of  
major depression than women who continued antidepressants. Consider the risk of untreated 
depression when discontinuing or changing treatment with antidepressant medication during 
pregnancy and postpartum.
Data
Animal Data
Based on published data, when female monkeys were treated intravenously with racemic ketamine 
at anesthetic dose levels in the third trimester of pregnancy, neuronal cell death was observed in the 
brains of their fetuses. This period of brain development translates into the third trimester of human 
pregnancy. The clinical significance of these findings is not clear; however, studies in juvenile animals 
suggest neuroapoptosis correlates with long-term cognitive deficits.
Racemic ketamine was administered intranasally to pregnant rats during the period of organogenesis 
at doses of 15, 50, and 150 mg/kg/day. The No Observed Adverse Effect level (NOAEL) for embryo-
fetal toxicity in rats was the highest dose of 150 mg/kg/day. Estimating 50% of the exposure to be 
from esketamine, the NOAEL associated with esketamine plasma exposure (AUC) is 12-times the 
AUC exposure at the MRHD of 84 mg/day. In pregnant rabbits, racemic ketamine was administered 
intranasally from gestational day 6 to 18 at doses of 10, 30, and 100 mg/kg/day. The high dose was 
lowered from 100 to 50 mg/kg after 5 days of dosing due to excessive mortality in the pregnant rabbits. 
Skeletal malformations were observed at doses ≥ 30mg/kg/day, which were maternally toxic. The 
NOAEL for skeletal malformations was associated with a plasma esketamine exposure (AUC) that was 
0.3 times the AUC exposure at MRHD of 84 mg/day.
Administration of esketamine to pregnant rats during pregnancy and lactation at intranasal doses 
equivalent to 4.5, 15, and 45 mg/kg/day (based on a 200-gram rat) produced AUC exposures 0.07, 
0.5, and 0.7 times the MRHD of 84 mg/day, respectively. Maternal toxicity was observed at doses  
≥ 15 mg/kg/day. In addition, a dose-dependent delay in the age of attainment of Preyer response reflex 
was observed in pups at all doses during the preweaning period. This sensory/motor developmental 
measure was tested starting on postnatal day (PND) 9, and the effect normalized by PND 19 in 
treatment groups as compared with PND 14 for the majority of the control animals. There is no NOAEL 
for this delay in sensory/motor response observed in pups during the preweaning period. During the 
postweaning period, a decrease in motor activity was observed at doses ≥ 15 mg/kg which is 0.5-times 
the human exposure at the MRHD of 84 mg/day. The NOAEL for maternal toxicity and decreased 
motor activity during the postweaning period was 4.5 mg/kg/day which was associated with a plasma 
exposure (AUC) that was 0.07-times the AUC exposure at MRHD of 84 mg/day.
Lactation
Risk Summary
Esketamine is present in human milk. There are no data on the effects of SPRAVATO on the breastfed 
infant or on milk production. Published studies in juvenile animals report neurotoxicity (see Data). 
Because of the potential for neurotoxicity, advise patients that breast-feeding is not recommended 
during treatment with SPRAVATO.

Data
Published juvenile animal studies demonstrate that the administration of drugs that block NMDA 
receptors, such as ketamine, during the period of rapid brain growth or synaptogenesis, results in 
widespread neuronal and oligodendrocyte cell loss in the developing brain and alterations in synaptic 
morphology and neurogenesis. Based on comparisons across species, the window of vulnerability to 
these changes is believed to correlate with exposures in the third trimester of gestation through the 
first several months of life, but this window may extend out to approximately 3 years of age in humans.
Females and Males of Reproductive Potential
Contraception
Based on published animal reproduction studies, SPRAVATO may cause embryo-fetal harm when 
administered to a pregnant woman [see Warnings and Precautions and Use in Specific Populations]. 
However, it is not clear how these animal findings relate to females of reproductive potential treated 
with the recommended clinical dose. Consider pregnancy planning and prevention for females of 
reproductive potential during treatment with SPRAVATO.
Pediatric Use
The safety and effectiveness of SPRAVATO in pediatric patients have not been established. Clinical 
studies of SPRAVATO in pediatric patients have not been conducted.
Geriatric Use
Of the total number of patients in Phase 3 clinical studies exposed to SPRAVATO, (N=1601), 194 (12%) 
were 65 years of age and older, and 25 (2%) were 75 years of age and older. No overall differences 
in the safety profile were observed between patients 65 years of age and older and patients younger 
than 65 years of age.
The mean esketamine Cmax and AUC values were higher in elderly patients compared with younger 
adult patients [see Clinical Pharmacology (12.3) in Full Prescribing Information].
The efficacy of SPRAVATO for the treatment of TRD in geriatric patients was evaluated in a 4-week, 
randomized, double-blind study comparing flexibly-dosed intranasal SPRAVATO plus a newly initiated 
oral antidepressant compared to intranasal placebo plus a newly initiated oral antidepressant in 
patients ≥ 65 years of age. SPRAVATO was initiated at 28 mg twice weekly and could be titrated to  
56 mg or 84 mg administered twice-weekly. At the end of four weeks, there was no statistically 
significant difference between groups on the primary efficacy endpoint of change from baseline to 
Week 4 on the Montgomery-Asberg Depression Rating Scale (MADRS).
Hepatic Impairment
The mean esketamine AUC and t1/2 values were higher in patients with moderate hepatic impairment 
compared to those with normal hepatic function [see Clinical Pharmacology (12.3) in Full Prescribing 
Information]. SPRAVATO-treated patients with moderate hepatic impairment may need to be monitored 
for adverse reactions for a longer period of time.
SPRAVATO has not been studied in patients with severe hepatic impairment (Child-Pugh class C). Use in 
this population is not recommended [see Clinical Pharmacology (12.3) in Full Prescribing Information].
DRUG ABUSE AND DEPENDENCE
Controlled Substance
SPRAVATO contains esketamine hydrochloride, the (S)-enantiomer of ketamine and a Schedule III 
controlled substance under the Controlled Substances Act.
Abuse
Individuals with a history of drug abuse or dependence may be at greater risk for abuse and misuse of 
SPRAVATO. Abuse is the intentional, non-therapeutic use of a drug, even once, for its psychological 
or physiological effects. Misuse is the intentional use, for therapeutic purposes, of a drug by an 
individual in a way other than prescribed by a health care provider or for whom it was not prescribed.  
Careful consideration is advised prior to use of individuals with a history of substance use disorder, 
including alcohol.
SPRAVATO may produce a variety of symptoms including anxiety, dysphoria, disorientation, insomnia, 
flashback, hallucinations, and feelings of floating, detachment and to be “spaced out”. Monitoring for 
signs of abuse and misuse is recommended.
Abuse Potential Study
A cross-over, double-blind abuse potential study of SPRAVATO and ketamine was conducted in 
recreational polydrug users (n=34) who had experience with perception-altering drugs, including 
ketamine. Ketamine, the racemic mixture of arketamine and esketamine, is a Schedule III controlled 
substance and has known abuse potential. In this study, the mean “Drug Liking at the Moment” and 
“Take Drug Again” scores for single doses of intranasal SPRAVATO (84 mg and 112 mg – the maximum 
recommended dose and 1.3 times the maximum recommended dose, respectively) were similar to these 
scores in the intravenous ketamine (0.5 mg/kg infused over 40 minutes) control group. However, these 
scores were greater in the SPRAVATO and ketamine groups compared to the placebo group. The 112 
mg dose of intranasal SPRAVATO was associated with significantly higher scores for “Hallucinating,” 
“Floating,” “Detached,” and “Spaced Out” than the 84 mg dose of intranasal SPRAVATO and the 
intravenous ketamine dose.
Dependence
Physical dependence has been reported with prolonged use of ketamine. Physical dependence is a 
state that develops as a result of physiological adaptation in response to repeated drug use, manifested 
by withdrawal signs and symptoms after abrupt discontinuation or significant dosage reduction of a 
drug. There were no withdrawal symptoms captured up to 4 weeks after cessation of esketamine 
treatment. Withdrawal symptoms have been reported after the discontinuation of frequently used 
(more than weekly) large doses of ketamine for long periods of time. Such withdrawal symptoms are 
likely to occur if esketamine were similarly abused. Reported symptoms of withdrawal associated with 
daily intake of large doses of ketamine include craving, fatigue, poor appetite, and anxiety. Therefore, 
monitor SPRAVATO-treated patients for symptoms and signs of physical dependence upon the 
discontinuation of the drug.
Tolerance has been reported with prolonged use of ketamine. Tolerance is a physiological state 
characterized by a reduced response to a drug after repeated administration (i.e., a higher dose of a 
drug is required to produce the same effect that was once obtained at a lower dose). Similar tolerance 
would be expected with prolonged use of esketamine.
OVERDOSAGE
Management of Overdosage
There is no specific antidote for esketamine overdose. In the case of overdose, the possibility of 
multiple drug involvement should be considered. Contact a Certified Poison Control Center for the most 
up to date information on the management of overdosage (1-800-222-1222 or www.poison.org).
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Important Safety Information (continued)

SPRAVATO™ Risk Evaluation and Mitigation Strategy (REMS): SPRAVATO™ is available 
only through a restricted program called the SPRAVATO™ REMS because of the risks of 
serious adverse outcomes from sedation, dissociation, and abuse and misuse.
Important requirements of the SPRAVATO™ REMS include the following:

• Healthcare settings must be certified in the program and ensure that SPRAVATO™ is: 
– Only dispensed in healthcare settings and administered to patients who are 

enrolled in the program.
– Administered by patients under the direct observation of a healthcare provider 

and that patients are monitored by a healthcare provider for at least 2 hours after 
administration of SPRAVATO™.

• Pharmacies must be certified in the REMS and must only dispense SPRAVATO™  
to healthcare settings that are certified in the program.

Further information, including a list of certified pharmacies, is available  
at www.SPRAVATOrems.com or 1-855-382-6022.
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 adult and pediatric patients, the incidence  
of suicidal thoughts and behaviors in patients age 24 years and younger was greater 
than in placebo-treated patients. SPRAVATO™ is not approved in pediatric (<18 years  
of age) 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.
Monitor all antidepressant-treated patients 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 to alert the healthcare provider. 
Consider changing the therapeutic regimen, including possibly discontinuing 
SPRAVATO™ and/or the concomitant oral antidepressant, in patients whose  
depression is persistently worse, or who are experiencing emergent suicidal  
thoughts or behaviors.
Increase in Blood Pressure: SPRAVATO™ causes increases in systolic and/or diastolic 
blood pressure (BP) at all recommended dosages. Increases in BP peak approximately 
40 minutes after SPRAVATO™ administration and last approximately 4 hours.
Approximately 8% to 17% of SPRAVATO™-treated patients experienced an increase  
of more than 40 mmHg in systolic BP and/or 25 mmHg in diastolic BP in the first 1.5 
hours after administration at least once during the first 4 weeks of treatment.  
A substantial increase in blood pressure could occur after any dose administered even 
if smaller blood pressure effects were observed with previous administrations. 
SPRAVATO™ is contraindicated in patients for whom an increase in BP or intracranial 
pressure poses a serious risk (e.g., aneurysmal vascular disease, arteriovenous 
malformation, history of intracerebral hemorrhage). Before prescribing, patients with 
other cardiovascular and cerebrovascular conditions should be carefully assessed to 
determine whether the potential benefits of SPRAVATO™ outweigh its risk.
Assess BP prior to administration of SPRAVATO™. In patients whose BP is elevated prior 
to SPRAVATO™ administration (as a general guide: >140/90 mmHg), a decision to delay 
SPRAVATO™ therapy should be taken into account to balance the benefit and risk in 
individual patients.
BP should be monitored for at least 2 hours after SPRAVATO™ administration.  
Measure blood pressure around 40 minutes post-dose and subsequently as  
clinically warranted until values decline. If BP remains high, promptly seek  
assistance from practitioners experienced in BP management. Refer patients 
experiencing symptoms of a hypertensive crisis (e.g., chest pain, shortness of breath) 
or hypertensive encephalopathy (e.g., sudden severe headache, visual disturbances, 
seizures, diminished consciousness or focal neurological deficits) immediately  
for emergency care.
Closely monitor blood pressure with concomitant use of SPRAVATO™ with psychostimulants 
or monoamine oxidase inhibitors (MAOIs) [see Drug Interactions (7.2, 7.3)].
In patients with history of hypertensive encephalopathy, more intensive monitoring, 
including more frequent blood pressure and symptom assessment, is warranted 
because these patients are at increased risk for developing encephalopathy with even 
small increases in blood pressure.

Cognitive Impairment

Short-Term Cognitive Impairment: In a study in healthy volunteers, a single dose of 
SPRAVATO™ caused cognitive performance decline 40 minutes post-dose. SPRAVATO™-
treated subjects required a greater effort to complete the cognitive tests at 40 minutes 
post-dose. Cognitive performance and mental effort were comparable between 
SPRAVATO™ and placebo at 2 hours post-dose. Sleepiness was comparable after  
4 hours post-dose.
Long-Term Cognitive Impairment: Long-term cognitive and memory impairment  
have been reported with repeated ketamine misuse or abuse. No adverse effects of 
SPRAVATO™ nasal spray on cognitive functioning were observed in a one-year 
open-label safety study; however, the long-term cognitive effects of SPRAVATO™  
have not been evaluated beyond one year.
Impaired Ability to Drive and Operate Machinery: Before SPRAVATO™ 
administration, instruct patients not to engage in potentially hazardous activities 
requiring complete mental alertness and motor coordination, such as driving a motor 
vehicle or operating machinery, until the next day following a restful sleep. Patients 
will need to arrange transportation home following treatment with SPRAVATO™.

Ulcerative or Interstitial Cystitis: Cases of ulcerative or interstitial cystitis have been 
reported in individuals with long-term off-label use or misuse/abuse of ketamine.  
In clinical studies with SPRAVATO™ nasal spray, there was a higher rate of lower  
urinary tract symptoms (pollakiuria, dysuria, micturition urgency, nocturia, and 
cystitis) in SPRAVATO™-treated patients than in placebo-treated patients. No cases of 
esketamine-related interstitial cystitis were observed in any of the studies,  
which involved treatment for up to a year.

Monitor for urinary tract and bladder symptoms during the course of treatment with 
SPRAVATO™ and refer to an appropriate healthcare provider as clinically warranted.
Embryo-fetal Toxicity: SPRAVATO™ may cause fetal harm when administered to 
pregnant women. Advise pregnant women of the potential risk to an infant exposed to 
SPRAVATO™ in utero. Advise women of reproductive potential to consider pregnancy 
planning and prevention.

DRUG INTERACTIONS

CNS depressants (e.g., benzodiazepines, opioids, alcohol): Concomitant use  
may increase sedation. Closely monitor for sedation with concomitant use of  
CNS depressants.
Psychostimulants (e.g., amphetamines, methylphenidate, modafinil, 
armodafinil): Concomitant use may increase blood pressure. Closely monitor blood 
pressure with concomitant use of psychostimulants.
Monoamine oxidase inhibitors (MAOIs): Concomitant use may increase blood 
pressure. Closely monitor blood pressure with concomitant use of MAOIs.

USE IN SPECIFIC POPULATIONS

Pregnancy: SPRAVATO™ is not recommended during pregnancy. SPRAVATO™ may 
cause fetal harm when administered to pregnant women. Advise pregnant women  
of the potential risk to an infant exposed to SPRAVATO™ in utero. There are risks to the 
mother associated with untreated depression in pregnancy. If a woman becomes 
pregnant while being treated with SPRAVATO™, treatment with SPRAVATO™ should  
be discontinued and the patient should be counseled about the potential risk to  
the fetus.
Pregnancy Exposure Registry: There is a pregnancy exposure registry that monitors 
pregnancy outcomes in women exposed to antidepressants, including SPRAVATO™, 
during pregnancy. Healthcare providers are encouraged to register patients by 
contacting the National Pregnancy Registry for Antidepressants at 1-844-405-6185 or 
online at https://womensmentalhealth.org/clinical-and-research-programs/
pregnancyregistry/antidepressants/.
Lactation: SPRAVATO™ is present in human milk. Because of the potential for 
neurotoxicity, advise patients that breastfeeding is not recommended during 
treatment with SPRAVATO™.
Females and Males of Reproductive Potential: SPRAVATO™ may cause embryo-fetal 
harm when administered to a pregnant woman. Consider pregnancy planning and 
prevention for females of reproductive potential during treatment with SPRAVATO™.
Pediatric Use: The safety and effectiveness of SPRAVATO™ in pediatric patients have 
not been established.
Geriatric Use: Of the total number of patients in Phase 3 clinical studies exposed  
to SPRAVATO™, 12% were 65 years of age and older, and 2% were 75 years of age  
and older. No overall differences in the safety profile were observed between patients 
65 years of age and older and patients younger than 65 years of age.
The mean esketamine Cmax and AUC values were higher in elderly patients compared 
with younger adult patients.
The treatment of TRD in geriatric patients was evaluated in a 4-week, randomized, 
double-blind study comparing flexibly-dosed intranasal SPRAVATO™ plus a newly 
initiated oral antidepressant compared to intranasal placebo plus a newly initiated 
oral antidepressant in patients ≥65 years of age. At the end of four weeks, there was  
no statistically significant difference between groups on the primary efficacy endpoint 
of change from baseline to Week 4 on the Montgomery-Åsberg Depression Rating  
Scale (MADRS).
Hepatic Impairment: SPRAVATO™-treated patients with moderate hepatic 
impairment may need to be monitored for adverse reactions for a longer period  
of time.
SPRAVATO™ has not been studied in patients with severe hepatic impairment 
(Child-Pugh class C). Use in this population is not recommended.

DRUG ABUSE AND DEPENDENCE

Controlled Substance: SPRAVATO™ contains esketamine hydrochloride, the 
(S)-enantiomer of ketamine and a Schedule III controlled substance under the 
Controlled Substances Act.
Abuse: Individuals with a history of drug abuse or dependence may be at greater risk 
for abuse and misuse of SPRAVATO™. Abuse is the intentional, non-therapeutic use of  
a drug, even once, for its psychological or physiological effects. Misuse is the 
intentional use, for therapeutic purposes, of a drug by an individual in a way other 
than prescribed by a healthcare provider or for whom it was not prescribed. Careful 
consideration is advised prior to use of individuals with a history of substance use 
disorder, including alcohol.
SPRAVATO™ may produce a variety of symptoms including anxiety, dysphoria, 
disorientation, insomnia, flashback, hallucinations, and feelings of floating, 
detachment and to be “spaced out.” Monitoring for signs of abuse and misuse  
is recommended.

ADVERSE REACTIONS

The most common adverse reactions with SPRAVATO™ plus oral AD (incidence ≥5% 
and at least twice that of placebo nasal spray plus oral AD) were dissociation, 
dizziness, nausea, sedation, vertigo, hypoesthesia, anxiety, lethargy, blood pressure 
increased, vomiting, and feeling drunk.

Please see Brief Summary of full Prescribing Information,  
including Boxed WARNINGS, on previous pages.
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FROM THE CHAIRMAN

The Words 
We Use
C

ommunicators and clinicians—the words we utter have 

great meaning and carry great weight. On the cover, for 

instance, Dr Steven Moffic discusses the tragic state of 

affairs in Australia as the wildfires wreak havoc on that country. In 

that same article, he talks about physician burnout, which can hap-

pen when emotional, mental, and physical exhaustion extinguish 

the fire or passion that is so predominant at the beginning of one’s 

career. And later in the issue, Dr John Miller alludes to feeding the 

flames of knowledge in our ongoing quest for lifelong learning. 

Depending on the context, fire can have either negative or positive 

connotations.

In clinical care, the choice of words and when to use them also 

has immense impact. In this issue, Dr George Mecouch explores 

the conversations he had with a patient with depression, psychosis, 

and delusions. While psychopharmacological strategies helped, 

the words they shared were instrumental in her recovery and heal-

ing. Similarly, Dr David Osser notes how expert words can have an 

impact on patient choices: once hearing study results on the bene-

ficial effects of lithium, otherwise ambivalent patients become 

more open to integrating lithium into their care.

Indeed, nowhere is it clearer how words affect people than in 

psychiatry, where stigma continues to be a problem for patients, 

families, caregivers, and clinicians. This month’s Special Report 

and CME articles explore the stigma of violence and trauma and 

the interplay between violence and its consequences. In doing so, 

the articles provide practical tips for treating psychiatric disorders. 

Similarly, choosing when and what words to speak is important, 

especially when you find yourself between a rock and a hard place. 

Dr James L Knoll IV shares insights on the ethical, moral, and 

malpractice issues surrounding disclosure in his analysis of a chal-

lenge posed by Dr Eduardo Constantino.

And, with that in mind, we hope that cover-to-cover, the words 

you find in this issue of Psychiatric Times enlighten, entertain, 

and educate you as you feed the flame of lifelong learning in 

psychiatry!

Mike Hennessy Sr.
Chairman and Founder, MJH Life Sciences
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FROM THE EDITOR

A Lifetime of Learning
John J. Miller, MD | Editor in Chief

W hen I was applying to medi-
cal schools in 1981, my most 
memorable experience oc-

curred at the University of Vermont 
Medical School when, on the morn-
ing of the interviews, about 20 appli-
cants met with the Dean of Students. 
She got right down to business. The 
Dean started by stating that the field 
of medicine is one of lifelong learn-
ing and, every 5 years 50% of our 
knowledge base changes in some 
meaningful way. She concluded by 
inviting any of us who felt unable to 
honor this career-long imperative of 
continued learning to leave before 
interviewing, as medicine was not 
the career for that person.

Once I began medical school and 
throughout residency, there was no 
paucity of new information. To use a 
common metaphor, most days I felt 
like I was trying to drink as much wa-
ter from the open fire hydrant flow as 

I could, watching most of the knowl-
edge flow right past me. After resi-
dency there was nightly and weekend 
studying to prepare for the written 
and then oral boards. 

Completing board certification 
was a moment I will always relish—
learning could now be on my terms. 
When I decided to leave academia in 
1995 and begin a career in private 
practice and community psychiatry, I 
experienced an unexpected feeling of 
loss, not having realized the tremen-
dous immersion in daily learning that 
academia had provided.

I was delighted to discover a vast 
array of self-education resources in 
various multimedia formats, and 
these resources have steadily grown 
and diversified over the ensuing 25 
years. Live conferences play an espe-
cially important role, as they allow 
for the intermingling of colleagues, 
which enriches learning in many 

ways. Additionally, reconnecting 
with colleagues socially and making 
new acquaintances serve to enrich 
our experience and support ongoing 
collaborations. Attending a confer-
ence where we are insulated from our 
usual responsibilities, and we are 
able to focus solely on expanding our 
acumen with the most up-to-date in-
formation in psychiatry commonly 
reignites our excitement and enthusi-
asm, which provides the nourishment 
to return to and continue in our day-
to-day clinical practice.

In 1985 John L. Schwartz, MD, 
founded Psychiatric Times to provide 
a monthly publication accessible to 
all psychiatric practitioners that 
would ensure continued cutting-edge 
articles across the entire landscape of 
psychiatry. Not coincidentally, Dr 
Schwartz was also the founder of 
CME, Inc, which in 1985 was “the 
largest independent provider of psy-

DR MILLER is Medical Director, 
Brain Health, Exeter, NH; Editor in 
Chief, Psychiatric Times; Staff 
Psychiatrist, Seacoast Mental Health 
Center, Exeter, NH; Consulting 
Psychiatrist, Exeter Hospital, Exeter, 
NH; Consulting Psychiatrist, Insight 
Meditation Society, Barre, MA.
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chiatric meetings in the United States . . . conducts Ad-
vanced Psychiatric Updates—continuing education pro-
grams for psychiatrists at which the country’s leading 
experts make in-depth presentations to practitioners.” 
(The Psychiatric Times; January 1985; Vol. I; No. 1, page 
1). Each issue of Psychiatric Times continues to provide 
a free 1.5 hour Category 1 CME article, which is quite 
popular with our readers. 

Reflecting on this history and Psychiatric Times’ mis-
sion, the leadership at Psychiatric Times explored the cre-
ation of an annual live conference as an important new 
resource to psychiatric providers.

We at Psychiatric Times are excited and delighted to 
announce the debut of the Annual Psychiatric Times 
World CME Conference which will be held October 15 
through 17, 2020 in San Diego, CA. In partnership with 
Physicians’ Education Resource, our mission is to pro-

vide a timely update of all that is important in psychiatry 
and to complement these informational sessions with am-
ple time for discussions and case presentations. The goal 
is to ensure that attendees will be comfortable applying 
what they have learned once they are back home and are 
treating patients.

Psychiatric Times has always been committed to deliv-
ering up-to-date information across the entire spectrum of 
the field of psychiatry in a manner that is tangible and 
accessible to our readers. One feature that has consistent-
ly generated positive feedback is our goal of providing 
evidence-based, peer-reviewed information that is inter-
esting, concise, and immediately clinically actionable. In 
that spirit, our conference format will provide presenta-
tions relevant to the day-to-day practice of psychiatry. 
Topics will be divided into presentations of 15, 20, 30, 
and 60 minutes. This dynamic format is intended to keep 
the audience engaged while allowing us to cover a broad 
spectrum of relevant material that can be further discussed 
and explored with the faculty in breakout sessions each 
day.

We welcome all health care clinicians who share the 
curiosity and ambition to elevate their competence in psy-
chiatry in a manner that will allow for immediate clinical 
application. Psychiatric Times will be providing regular 
updates and information about this conference, both in 
print and online. Please visit the following link for more 
information: https://gotoper.com/go/PSY20PT.

We hope to see you in San Diego! ❒

The field of medicine is one 

of lifelong learning and, 

every 5 years, 50% of our 

knowledge base changes in 

some meaningful way.
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Indication
CAPLYTA is indicated for the treatment of schizophrenia  
in adults.

Important Safety Information

Boxed Warning: Elderly patients with dementia-related 
psychosis treated with antipsychotic drugs are at an 
increased risk of death. CAPLYTA is not approved for the 
treatment of patients with dementia-related psychosis.

Contraindications: CAPLYTA is contraindicated in patients 
with known hypersensitivity to lumateperone or any  
components of CAPLYTA.

Warnings & Precautions: Antipsychotic drugs have been 
reported to cause:

•  Cerebrovascular Adverse Reactions in Elderly Patients 
with Dementia-Related Psychosis, including stroke and 
transient ischemic attack. See Boxed Warning above.

•  Neuroleptic Malignant Syndrome, which is a potentially 
fatal reaction. Signs and symptoms include: hyperpyrexia, 
muscle rigidity, delirium, autonomic instability, elevated 
creatinine phosphokinase, myoglobinuria (and/or  
rhabdomyolysis), and acute renal failure. Manage with  
immediate discontinuation of CAPLYTA and close monitoring.  

•  Tardive Dyskinesia, a syndrome of potentially irreversible, 
dyskinetic, and involuntary movements which may increase 
as the duration of treatment and total cumulative dose 
increases. Discontinue CAPLYTA if clinically appropriate. 

•  Metabolic Changes, including hyperglycemia, diabetes  
mellitus, dyslipidemia, and weight gain. Measure weight  
and assess fasting plasma glucose and lipids when  
initiating CAPLYTA and monitor periodically during  
long-term treatment. 

•  Leukopenia, Neutropenia, and Agranulocytosis  
(including fatal cases). Perform complete blood counts in 
patients with pre-existing low white blood cell count (WBC) 
or history of leukopenia or neutropenia. Discontinue  
CAPLYTA if clinically significant decline in WBC occurs in 
absence of other causative factors.

•  Orthostatic Hypotension and Syncope. Monitor heart  
rate and blood pressure and warn patients with known 
cardiovascular or cerebrovascular disease.

•  Falls. CAPLYTA may cause somnolence, postural  
hypotension, and motor and/or sensory instability, which 
may lead to falls and, consequently, fractures and other 
injuries. Assess patients for risk when using CAPLYTA. 

•  Seizures. Use CAPLYTA cautiously in patients with a history 
of seizures or with conditions that lower seizure threshold.

•  Potential for Cognitive and Motor Impairment. Advise 
patients to use caution when operating machinery or motor 
vehicles until they know how CAPLYTA affects them. 

•  Body Temperature Dysregulation. Use CAPLYTA with 
caution in patients who may experience conditions that may 
increase core body temperature such as strenuous exercise, 
extreme heat, dehydration, or concomitant anticholinergics.

•  Dysphagia. Use CAPLYTA with caution in patients at risk  
for aspiration.

Drug Interactions: Avoid concomitant use with CYP3A4  
inducers and moderate or strong CYP3A4 inhibitors.

Special Populations: Neonates exposed to antipsychotic 
drugs during the third trimester of pregnancy are at risk  
for extrapyramidal and/or withdrawal symptoms following 
delivery. Breastfeeding is not recommended. Avoid use in 
patients with moderate or severe hepatic impairment. 

Adverse Reactions: The most common adverse reactions in 
clinical trials with CAPLYTA vs. placebo were somnolence/ 
sedation (24% vs. 10%) and dry mouth (6% vs. 2%).

Please see Brief Summary of full Prescribing Information, 
including full Boxed Warning, on adjacent pages.

CAPLYTA is a registered trademark of Intra-Cellular Therapies, Inc. 
Copyright © 2019, Intra-Cellular Therapies, Inc. All rights reserved.

US-LUM-1900014 12/19 
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Brief Summary of Full Prescribing Information.

CAPLYTA (lumateperone) capsules, for oral use
Initial U.S. Approval: 2019

WARNING: INCREASED MORTALITY IN ELDERLY PATIENTS WITH  
DEMENTIA-RELATED PSYCHOSIS

Elderly patients with dementia-related psychosis treated with antipsychotic drugs 
are at an increased risk of death. CAPLYTA is not approved for the treatment of 
patients with dementia-related psychosis.

INDICATIONS AND USAGE 
CAPLYTA is indicated for the treatment of schizophrenia in adults.
DOSAGE AND ADMINISTRATION
Recommended Dosage: The recommended dosage of CAPLYTA is 42 mg administered 
orally once daily with food. Dose titration is not required.  
Dosage Recommendations for Concomitant Use with CYP3A4 Inducers and  
Moderate or Strong CYP3A4 Inhibitors: Coadministration with CYP3A4 Inducers - Avoid 
concomitant use of CAPLYTA with CYP3A4 inducers. Coadministration with Moderate or 
Strong CYP3A4 Inhibitors - Avoid concomitant use of CAPLYTA with moderate or strong 
CYP3A4 inhibitors.
Dosage Recommendations for Patients with Hepatic Impairment: Avoid use of CAPLYTA 
in patients with moderate or severe hepatic impairment (Child-Pugh B or C).
CONTRAINDICATIONS
CAPLYTA is contraindicated in patients with history of hypersensitivity reaction to  
lumateperone. Reactions have included pruritus, rash (e.g. allergic dermatitis, papular 
rash, and generalized rash), and urticaria.  
WARNINGS AND PRECAUTIONS
Increased Mortality in Elderly Patients with Dementia-Related Psychosis: Elderly  
patients with dementia-related psychosis treated with antipsychotic drugs are at an 
increased risk of death. Analyses of 17 placebo-controlled trials (modal duration of  
10 weeks), largely in patients taking atypical antipsychotic drugs, revealed a risk of death 
in the drug-treated patients of between 1.6 to 1.7 times that in placebo-treated patients. 
Over the course of a typical 10-week controlled trial, the rate of death in drug-treated 
patients was about 4.5%, compared to a rate of about 2.6% in placebo-treated patients.  
Although the causes of death were varied, most of the deaths appeared to be either  
cardiovascular (e.g., heart failure, sudden death) or infectious (e.g., pneumonia) in nature. 
CAPLYTA is not approved for the treatment of patients with dementia-related psychosis.
Cerebrovascular Adverse Reactions, Including Stroke, in Elderly Patients with  
Dementia-Related Psychosis: In placebo-controlled trials in elderly subjects with  
dementia, patients randomized to risperidone, aripiprazole, and olanzapine had a higher 
incidence of stroke and transient ischemic attack, including fatal stroke. CAPLYTA is not 
approved for the treatment of patients with dementia-related psychosis.
Neuroleptic Malignant Syndrome: Neuroleptic Malignant Syndrome (NMS), a potentially  
fatal symptom complex, has been reported in association with administration of anti- 
psychotic drugs. Clinical manifestations of NMS are hyperpyrexia, muscle rigidity,  
delirium, and autonomic instability. Additional signs may include elevated creatinine  
phosphokinase, myoglobinuria (rhabdomyolysis), and acute renal failure. If NMS is  
suspected, immediately discontinue CAPLYTA and provide intensive symptomatic  
treatment and monitoring. 
Tardive Dyskinesia: Tardive dyskinesia, a syndrome consisting of potentially irreversible, 
involuntary, dyskinetic movements, may develop in patients treated with antipsychotic 
drugs. The risk appears to be highest among the elderly, especially elderly women, but  
it is not possible to predict which patients are likely to develop the syndrome. Whether  
antipsychotic drug products differ in their potential to cause tardive dyskinesia is unknown. 
The risk of tardive dyskinesia and the likelihood that it will become irreversible increase 
with the duration of treatment and the cumulative dose. The syndrome can develop after a  
relatively brief treatment period, even at low doses. It may also occur after discontinuation of 
treatment. Tardive dyskinesia may remit, partially or completely, if antipsychotic treatment is  
discontinued. Antipsychotic treatment itself, however, may suppress (or partially  
suppress) the signs and symptoms of the syndrome, possibly masking the underlying  
process. The effect that symptomatic suppression has upon the long-term course of  
tardive dyskinesia is unknown. Given these considerations, CAPLYTA should be prescribed 
in a manner most likely to reduce the risk of tardive dyskinesia. Chronic antipsychotic 
treatment should generally be reserved for patients: 1) who suffer from a chronic illness 
that is known to respond to antipsychotic drugs; and 2) for whom alternative, effective, 
but potentially less harmful treatments are not available or appropriate. In patients who  
do require chronic treatment, use the lowest dose and the shortest duration of treatment 
producing a satisfactory clinical response. Periodically reassess the need for continued 
treatment. If signs and symptoms of tardive dyskinesia appear in a patient on CAPLYTA, drug  
discontinuation should be considered. However, some patients may require treatment with 
CAPLYTA despite the presence of the syndrome. 
Metabolic Changes: Antipsychotic drugs have caused metabolic changes, including  
hyperglycemia, diabetes mellitus, dyslipidemia, and weight gain. Although all of the drugs 
in the class have been shown to produce some metabolic changes, each drug has its 
own specific risk profile. Hyperglycemia and Diabetes Mellitus - Hyperglycemia, in some 
cases extreme and associated with ketoacidosis, hyperosmolar coma or death, has been 
reported in patients treated with antipsychotics. There have been reports of hyperglycemia 
in patients treated with CAPLYTA.  Assess fasting plasma glucose before or soon after 
initiation of antipsychotic medication and monitor periodically during long-term treatment. 
In pooled data from short-term (4- to 6-week), placebo-controlled trials of adult patients 

with schizophrenia, mean changes from baseline and the proportion of patients with 
shifts from normal to greater than normal levels of fasting glucose in patients treated with  
CAPLYTA were similar to those in patients treated with placebo. In an uncontrolled open- 
label trial of CAPLYTA for up to 1 year in patients with stable schizophrenia, the percentages  
of patients with shifts in fasting glucose and insulin values from normal to high were 
8% and 12%, respectively. 4.7% of patients with normal hemoglobin A1c (<6.5%)  
at baseline developed elevated levels (≥6.5%) post-baseline. Dyslipidemia - Antipsychotics 
have caused adverse alterations in lipids. Before or soon after initiation of antipsychotic  
medications, obtain a fasting lipid profile at baseline and monitor periodically during 
treatment. In pooled data from short-term (4- to 6-week), placebo-controlled trials of 
adult patients with schizophrenia, mean changes from baseline and the proportion of  
patients with shifts to higher levels of fasting total cholesterol and triglycerides were  
similar in patients treated with CAPLYTA and placebo. In an uncontrolled open-label  
trial of CAPLYTA for up to 1 year in patients with stable schizophrenia, the percentages 
of patients with a shift from normal to high were 8%, 5%, and 4% for total cholesterol,  
triglycerides, and LDL cholesterol, respectively. Weight Gain - Weight gain has been  
observed with use of antipsychotics. Monitor weight at baseline and frequently there-
after. In pooled data from placebo-controlled trials of adult patients with schizophrenia, 
mean changes from baseline and the proportion of patients with an increase in weight 
≥7% from baseline to end of study was similar in patients treated with CAPLYTA and  
placebo. In an uncontrolled open-label trial of CAPLYTA for up to 1 year in patients with 
stable schizophrenia, the mean change in body weight was approximately -2 kg (SD 5.6)  
at Day 175 and approximately - 3.2 kg (SD 7.4) at Day 350.
Leukopenia, Neutropenia, and Agranulocytosis: Leukopenia and neutropenia have 
been reported during treatment with antipsychotic agents, including CAPLYTA.  
Agranulocytosis (including fatal cases) has been reported with other agents in the class. 
Possible risk factors for leukopenia and neutropenia include pre-existing low white 
blood cell count (WBC) or absolute neutrophil count (ANC) and history of drug-induced  
leukopenia or neutropenia. In patients with a pre-existing low WBC or ANC or a history of 
drug-induced leukopenia or neutropenia, perform a complete blood count (CBC) frequently  
during the first few months of therapy. In such patients, consider discontinuation of  
CAPLYTA at the first sign of a clinically significant decline in WBC in the absence of oth-
er causative factors. Monitor patients with clinically significant neutropenia for fever or  
other symptoms or signs of infection and treat promptly if such symptoms or signs  
occur. Discontinue CAPLYTA in patients with absolute neutrophil count < 1000/mm3  
and follow their WBC until recovery.
Orthostatic Hypotension and Syncope: Atypical antipsychotics cause orthostatic hypo-
tension and syncope. Generally, the risk is greatest during initial dose administration. In 
these clinical trials the frequencies of orthostatic hypotension for CAPLYTA and placebo 
were 0.7% and 0%, respectively. The rates of syncope for CAPLYTA and placebo were 
0.2% and 0.2%.  Orthostatic vital signs should be monitored in patients who are vulnerable  
to hypotension (e.g., elderly patients, patients with dehydration, hypovolemia, and  
concomitant treatment with antihypertensive medications), patients with known cardio-
vascular disease (history of myocardial infarction, ischemic heart disease, heart failure, 
or conduction abnormalities), and patients with cerebrovascular disease.  CAPLYTA has 
not been evaluated in patients with a recent history of myocardial infarction or unstable 
cardiovascular disease. Such patients were excluded from pre-marketing clinical trials.
Falls: Antipsychotics, including CAPLYTA, may cause somnolence, postural hypotension, 
and motor and sensory instability, which may lead to falls and, consequently, fractures and 
other injuries. For patients with diseases, conditions or medications that could exacerbate 
these effects, complete fall risk assessments when initiating antipsychotic treatment and 
periodically during long-term treatment.
Seizures: Like other antipsychotic drugs, CAPLYTA may cause seizures. The risk is great-
est in patients with a history of seizures or with conditions that lower the seizure threshold. 
Conditions that lower the seizure threshold may be more prevalent in older patients.
Potential for Cognitive and Motor Impairment: CAPLYTA, like other antipsychotics, 
may cause somnolence and has the potential to impair judgment, thinking, and motor 
skills. In short-term (i.e., 4- to 6-week) placebo-controlled clinical trials of patients with  
schizophrenia, somnolence and sedation were reported in 24% of CAPLYTA-treated  
patients, compared to 10% of placebo-treated patients. Patients should be cautioned about 
operating hazardous machinery, including motor vehicles, until they are reasonably certain 
that therapy with CAPLYTA does not affect them adversely.
Body Temperature Dysregulation: Atypical antipsychotics may disrupt the body’s ability to 
reduce core body temperature. Strenuous exercise, exposure to extreme heat, dehydration, 
and anticholinergic medications may contribute to an elevation in core body temperature; 
use CAPLYTA with caution in patients who may experience these conditions.
Dysphagia: Esophageal dysmotility and aspiration have been associated with antipsychotic 
drug use. Antipsychotic drugs, including CAPLYTA, should be used cautiously in patients 
at risk for aspiration.

ADVERSE REACTIONS
The following adverse reactions are discussed in detail in other sections of the labeling: 
Increased Mortality in Elderly Patients with Dementia-Related Psychosis; Cerebrovascular 
Adverse Reactions, Including Stroke, in Elderly Patients with Dementia-related Psychosis; 
Neuroleptic Malignant Syndrome; Tardive Dyskinesia; Metabolic Changes; Leukopenia, 
Neutropenia, and Agranulocytosis; Orthostatic Hypotension and Syncope; Falls; Seizures; 
Potential for Cognitive and Motor Impairment; Body Temperature Dysregulation; Dysphagia.
Clinical Trials Experience: Because clinical trials are conducted under widely varying  
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be directly 
compared to rates in the clinical trials of another drug and may not reflect the rates observed 
in practice. The safety of CAPLYTA has been evaluated in 1724 adult patients with schizo-
phrenia exposed to one or more doses. Of these patients, 811 participated in short-term  
(4- to 6-week), placebo-controlled trials with doses ranging from 14 to 84 mg/day. A total  
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of 329 CAPLYTA-exposed patients had at least 6 months of exposure and 108 had at 
least 1 year of exposure to the 42-mg dose of CAPLYTA. There was no single adverse 
reaction leading to discontinuation that occurred at a rate of >2% in CAPLYTA-treated  
patients. The most common adverse reactions (incidence of at least 5% of patients exposed  
to CAPLYTA and greater than twice the rate of placebo) are somnolence/sedation and  
dry mouth. Adverse reactions associated with CAPLYTA (incidence of at least 2% in  
patients exposed to CAPLYTA and greater than placebo) are shown in Table 1. The  
following findings are based on the pooled short-term (4- to 6-week), placebo-controlled 
studies in adult patients with schizophrenia in which CAPLYTA was administered at a daily 
dose of 42 mg (N=406). Table 1 in the full Prescribing Information displays Adverse Reac-
tions Reported in ≥2% of CAPLYTA-Treated Patients in 4- to 6-week Schizophrenia Trials.  
Adverse reaction is followed by percentage of patients treated with CAPLYTA 42mg (N=406) 
and Patients treated with Placebo (N=412) in parentheses. Somnolence/ Sedation (24%, 
10%); Nausea (9%, 5%); Dry Mouth (6%, 2%); Dizziness1 (5%, 3%); Creatine Phosphoki-
nase Increased (4%, 1%); Fatigue (3%, 1%); Vomiting (3%, 2%); Hepatic Transaminases 
Increased2 (2%, 1%); Decreased Appetite (2%, 1%). 1 Dizziness, dizziness postural; 2 ALT, 
AST, “hepatic enzymes” increased, or liver function test abnormal.
Dystonia: Symptoms of dystonia, prolonged abnormal contractions of muscle groups, may 
occur in susceptible individuals during the first few days of treatment. Dystonic symptoms 
include: spasm of the neck muscles, sometimes progressing to tightness of the throat, 
swallowing difficulty, difficulty breathing, and/or protrusion of the tongue. Although these 
symptoms can occur at low doses, they occur more frequently and with greater severity 
with high potency and higher doses of first-generation antipsychotic drugs. An elevated 
risk of acute dystonia is observed in males and younger age groups.
Extrapyramidal Symptoms: In the 4- to 6-week, placebo-controlled trials, the frequency  
of reported events related to extrapyramidal symptoms (EPS), including akathisia,  
extrapyramidal disorder, muscle spasms, restlessness, musculoskeletal stiffness,  
dyskinesia, dystonia, muscle twitching, tardive dyskinesia, tremor, drooling, and  
involuntary muscle contractions was 6.7% for CAPLYTA and 6.3% for placebo. In 
the 4- to 6-week trials, data were collected using the Simpson Angus Scale (SAS) for 
EPS (total score ranges from 0 to 40), the Barnes Akathisia Rating Scale (BARS) for  
akathisia (total score ranges from 0 to 14), and the Abnormal Involuntary Movement  
Scale (AIMS) for dyskinesia (total score ranges from 0 to 28).  The mean changes from  
baseline for CAPLYTA-treated patients and placebo-treated patients were 0.1 and 0 for  
the SAS, -0.1 and 0 for the BARS, and 0.1 and 0 for the AIMS, respectively.

DRUG INTERACTIONS
Table 2 in the full Prescribing Information displays Drugs Having Clinically Important 
Interactions with CAPLYTA. Moderate or Strong CYP3A4 Inhibitors: Concomitant use of 
CAPLYTA with moderate or strong CYP3A4 inhibitors increases lumateperone exposure, 
which may increase the risk of adverse reactions. Avoid concomitant use of CAPLYTA with 
moderate or strong CYP3A4 inhibitors. Examples of CYP3A4 inhibitors include: Moderate 
inhibitors - Amprenavir, ciprofloxacin, cyclosporine, diltiazem, erythromycin, fluconazole, 
fluvoxamine, verapamil. Strong inhibitors - Clarithromycin, grapefruit juice, itraconazole, 
voriconazole, nefazodone, ritonavir, nelfinavir. CYP3A4 Inducers: Concomitant use of  
CAPLYTA with CYP3A4 inducers decreases the exposure of lumateperone. Avoid  
concomitant use of CAPLYTA with CYP3A4 inducers. Examples of CYP3A4 inducers  
include: Carbamazepine, phenytoin, rifampin, St. John’s wort, bosentan, efavirenz,  
etravirine, modafinil, nafcillin, aprepitant, armodafinil, pioglitazone, prednisone. UGT  
Inhibitors: Concomitant use of CAPLYTA with UGT inhibitors may increase the exposure  
of lumateperone and/or its metabolites. Avoid concomitant use of CAPLYTA with UGT  
inhibitors. Examples of UGT inhibitors include: Valproic acid, probenecid

USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Exposure Registry - There is a pregnancy exposure registry  
that monitors pregnancy outcomes in women exposed to atypical antipsychotics,  
including CAPLYTA, during pregnancy. Healthcare providers are encouraged to register  
patients by contacting the National Pregnancy Registry for Atypical Antipsychotics at 1-866-
961-2388 or online at http://womensmentalhealth.org/clinical-and-research-programs/- 
pregnancyregistry/. Risk Summary - Neonates exposed to antipsychotic drugs during
the third trimester are at risk for extrapyramidal and/or withdrawal symptoms 
following delivery. Available data from case reports on CAPLYTA use in pregnant 
women are insufficient to establish any drug associated risks for birth defects, 
miscarriage, or adverse maternal or fetal outcomes. There are risks to the mother 
associated with untreated schizophrenia and with exposure to antipsychotics, including 
CAPLYTA, during pregnancy. In animal reproduction studies, no malformations were 
observed with oral administration of lumateperone to pregnant rats and rabbits during
organogenesis at doses up to 2.4 and 9.7 times, respectively, the maximum recom-
mended human dose (MRHD) of 42 mg/day on a mg/m2 basis. When pregnant rats
were administered lumateperone during the period of organogenesis through lac-
tation, the number of perinatal deaths of pups was increased at 4.9 times the MRHD,
with no adverse effects on pups at 2.4 times the MRHD. The estimated background
risk of major birth defects and miscarriage for the indicated population is unknown. All 
pregnancies have a background risk of birth defect, loss, or other adverse out-
comes. In the U.S. general population, the estimated background risk of major birth 
defects and miscarriage in clinically recognized pregnancies is 2 to 4% and 15 to 20%, 
respectively. Clinical Considerations - Disease associated maternal and/or embryo/fetal 
risk: There is risk to the mother from untreated schizophrenia, including increased risk
of relapse, hospitalization, and suicide. Schizophrenia is associated with increased
adverse perinatal outcomes, including preterm birth. It is not known if this is a direct
result of the illness or other comorbid factors. Fetal/neonatal adverse reactions: Extra-
pyramidal and/or withdrawal symptoms, including agitation, hypertonia, hypotonia, 
tremor, somnolence, respiratory distress, and feeding disorder have been reported in 
neonates who were exposed to antipsychotic drugs during the third trimester of 
pregnancy. These symptoms have varied in severity.  Monitor neonates for extrapyramidal 

and/or withdrawal symptoms and manage symptoms appropriately. Some neonates  
recovered within hours or days without specific treatment; others required prolonged  
hospitalization. Data - Animal Data: Pregnant rats were treated with oral doses of 3.5, 
10.5, 21, and 63 mg/kg/day lumateperone (0.8, 2.4, 4.9, and 14.6 times the MRHD on a 
mg/m2 basis) during the period of organogenesis. No malformations were observed with 
lumateperone at doses up to 2.4 times the MRHD. Findings of decreased body weight 
were observed in fetuses at 4.9 and 14.6 times the MRHD.  Findings of incomplete  
ossification and increased incidences of visceral and skeletal variations were recorded  
in fetuses at 14.6 times the MRHD, a dose that induced maternal toxicity. Pregnant 
rabbits were treated with oral doses of 2.1, 7, and 21 mg/kg/day lumateperone (1.0, 
3.2, and 9.7 times the MRHD on a mg/m2 basis) during the period of organogenesis. 
Lumateperone did not cause adverse developmental effects at doses up to 9.7 times the 
MRHD.  In a study in which pregnant rats were administered oral doses of 3.5, 10.5, and  
21 mg/kg/day lumateperone (0.8, 2.4, and 4.9 times the MRHD on a mg/m2 basis) during 
the period of organogenesis and through lactation, the number of live-born pups was  
decreased at 2.4 and 4.9 times the MRHD, and early postnatal deaths increased 
at a dose 4.9 times the MRHD. Impaired nursing and decreased body weight gain 
in pups were observed at 4.9 times, but not at 2.4 times, the MRHD. Pregnant  
rats were treated with a human metabolite of lumateperone (reduced ketone  
metabolite) at oral doses of 15, 60, and 100 mg/kg/day (1.2, 19, and 27 times the exposure 
to this metabolite at the MRHD of lumateperone based on AUC plasma exposure) during 
the period of organogenesis.  This metabolite did not cause adverse developmental effects 
at a dose 1.2 times the exposure at the MRHD of lumateperone; however, it caused an 
increase in visceral malformations (cleft palate) at 27 times and skeletal malformations at 
19 times the exposure at the MRHD of lumateperone, a dose that induced maternal toxicity.
Lactation: Risk Summary - There are no available data on the presence of lumateperone 
or its metabolites in human milk or animal milk, the effects on the breastfed infant, or 
the effects on milk production. Toxicity in animals has been linked to the formation of  
aniline metabolites of lumateperone. Although aniline metabolites were not present in 
(adult) humans at quantifiable levels, it is unknown whether infants exposed to lumate-
perone will exhibit comparable lumateperone metabolism and elimination pathways as 
adults. In addition, there are published reports of sedation, failure to thrive, jitteriness, and 
extrapyramidal symptoms (tremors and abnormal muscle movements) in breastfed infants 
exposed to antipsychotics. Based on findings of toxicity in animal studies and the potential 
for serious adverse reactions in the breastfed infant, breastfeeding is not recommended 
during treatment with lumateperone.
Females and Males of Reproductive Potential: Infertility - Based on findings from animal 
studies, lumateperone may impair male and female fertility.
Pediatric Use: Safety and effectiveness of CAPLYTA have not been established in pediatric 
patients. 
Geriatric Use: Controlled clinical studies of CAPLYTA did not include any patients aged 
65 or older to determine whether or not they respond differently from younger patients. 
Antipsychotic drugs increase the risk of death in elderly patients with dementia-related 
psychosis. CALYPTA is not approved for the treatment of patients with dementia-related 
psychosis.
Hepatic Impairment: Use of CAPLYTA is not recommended for patients with moderate 
(Child-Pugh class B) to severe hepatic impairment (Child-Pugh class C). Patients with 
moderate and severe hepatic impairment experienced higher exposure to lumateperone.  
No dosage adjustment is recommended for patients with mild hepatic impairment  
(Child-Pugh A).

OVERDOSAGE
No specific antidotes for CAPLYTA are known. In managing overdose, provide supportive 
care, including close medical supervision and monitoring and consider the possibility of 
multiple drug involvement. In case of overdose, consult a Certified Poison Control Center 
(1-800-222-1222 or www.poison.org).

HOW SUPPLIED/ STORAGE AND HANDLING
CAPLYTA (lumateperone) capsules are supplied in boxes of 30.  Each box contains 3 blister 
packs of 10 capsules.

Capsule Strength Capsule Color Imprint Codes NDC Code

42 mg Blue cap and 
opaque white body ITI-007 42 mg 72060-142-30

Store at controlled room temperature 20°C to 25°C (68°F to 77°F); excursions permitted  
to 15°C to 30°C (59°F to 86°F) [see USP Controlled Room Temperature]. 

Manufactured for ITI, Limited.  
Hamilton, Bermuda  

Distributed by Intra-Cellular Therapies, Inc. 
New York, NY 10016

CAPLYTA is a registered trademark of Intra-Cellular Therapies, Inc.

© 2019 Intra-Cellular Therapies, Inc. All rights reserved
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M ost people are exposed to violence, accidents, 
wars, and disasters throughout their lifetime, 
and more than one-third of them are likely to 

develop significant psychopathology across diagnoses, 
including posttraumatic stress disorder. PTSD, the most 
studied trauma related condition, is a pervasive and de-
bilitating disorder. It occurs in the aftermath of traumat-
ic events involving significant exposure to, or threat of, 
physical harm, death, or sexual violence to oneself or 
another. It can persist for years and is associated with 
significant functional impairment, psychiatric comor-
bidity, suicidality, substance use, chronic pain, poor 
physical health, and delayed treatment.1,2

Patients affected by exposure to trauma often avoid 
seeking mental health treat-
ment: one study found that on-
ly 23% to 40% of post-9/11 
veterans who screened posi-
tive for a probable mental 
health disorder had sought 
care.3 Barriers to care include 
inadequate education about 
trauma and its consequences, 
logistical impediments, stig-
ma, concerns about treatment 
experience, and low emotional readiness. Patients who 
present for treatment rarely enroll in evidence-based inter-
ventions and dropout rates are high.4,5

While PTSD is the signature psychiatric condition 
among people exposed to trauma, it will affect only a 
small proportion of those exposed. Study findings indi-
cate that a history of trauma is common among patients 
with severe psychiatric disorders such as schizophrenia, 
bipolar illness, and substance abuse, and it may be asso-
ciated with the etiology of the disorder as well as its con-
sequences.6 For example, patients with bipolar illness are 
not only more likely to be exposed to trauma during their 

lives, but they are also more likely to initiate violent be-
haviors after symptoms of bipolar disorder manifest.7

The articles in this Special Report focus on the inter-
play between trauma and its consequences, including 
violent behaviors, substance use disorders, and stroke. 
Since violence and violent behaviors are commonly dis-
cussed in relation to trauma, efforts to develop treat-
ments for violent behaviors and ethical and clinical con-
siderations involving involuntary commitment are also 
discussed.

Taken together, the articles may contribute to a better 
understanding of—and treatment development for—pa-
tients exposed to trauma for whom better and more ef-
fective interventions are needed.

Dr Neria is Professor of Medical Psychology, Department 
of Psychiatry and Epidemiology, Columbia University 

Irving Medical Center, New York, 
NY. He reports no conflicts of in-
terest concerning the subject 
matter of this Special Report.
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“Patients with bipolar illness are 
not only more likely to be exposed 

to trauma during their lives, but 
they are also more likely to initiate 

violent behaviors”
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Stroke in Young Adults  
The Lasting Effects of Trauma
» Allison E. Gaffey, PhD, 
Jason J. Sico, MD, MHS, and 
Lindsey Rosman, PhD

In today’s era of mind-body medi-
cine we continue to gain a more so-
phisticated understanding of the ef-

fects of trauma on cardiovascular and 
cerebrovascular functioning. Such in-
formation complements our compara-
tively vast knowledge concerning the 
psychological and psychosocial effects 
of trauma. Acute psychological stress 
and chronic stress disorders, including 
PTSD have been linked to increased 
risk of vascular events in older adults 
(eg, hypertension, metabolic syndrome, 
myocardial infarction, stroke).1

Based on emerging data, this gen-
eration of young people may have a 
unique risk of exposure to stress and 
researchers and clinicians are increas-
ingly concerned about the long-term 
health consequences of such chronic 
exposure for young adults.2 In addi-
tion to a potential history of early life 
adversity (eg, sexual or physical 
abuse) and chronic stress, young peo-
ple in the general population are in-
creasingly exposed to extremely 
stressful or traumatic life events and 
the associated aftermath of events like 
gun violence and natural disaster.

Moreover, PTSD may develop af-
ter indirect or vicarious exposure to 
trauma (eg, repeatedly watching acts 
of violence or terrorism online). 
Those indirect experiences may be 
more accessible than ever and may 
contribute to worse long-term health 
outcomes, particularly for victims of 
multiple traumas.3,4

PTSD and vascular risk
Of the cardiovascular and cerebrovas-
cular conditions associated with 
PTSD, stroke is often thought of as a 
disease of later life, a perception that 
may result in the underdiagnosis of 
stroke among young adults. An esti-
mated 10% to 14% of strokes occur in 
adults aged 45 and younger and the 
incidence of ischemic stroke and tran-
sient ischemic attack (TIA) among 
young adults has steadily increased 
over the past decade.5,6 Nearly 50% of 
stroke cases among young adults are 
attributed to traditional cardiovascu-
lar risk factors such as hypertension, 
smoking, and diabetes. Strikingly, 
many more (40% to 50%) of cases are 

due to undetermined etiologies.7,8

These statistics are especially 
worrisome given the significant psy-
chological, physical, and financial 
effects of stroke on young adults in 
the prime of their life, on their loved 
ones, and on the health care system. 
Yet, young adults remain largely un-
derrepresented in epidemiological 
research and randomized clinical tri-
als. That omission makes it difficult 
to investigate potential age-specific 
contributory mechanisms and to de-
velop novel therapeutic strategies to 
curb the growing burden of stroke in 
the young.

The causes, characteristics, and 
consequences of stroke for young pa-
tients likely differ from those ob-
served in the average stroke patient 
who is generally older and is more 
likely to have concomitant disease. 
Over the years, many traditional and 
non-traditional risk factors for stroke 
in young adults have been identified 
(Table). Cross-sectional evidence 
suggests that trauma exposure and 
PTSD are risk factors for stroke 
among older adults and highlights 
psychological stress as a greater pre-
dictor of stroke among young adults 
relative to older individuals.9

A prospective study
Our group recently conducted one of 
the first known prospective studies 
on trauma-induced stress disorders 
and stroke.10 The study comprised 1 
million young and middle-aged US 
military veterans who were dis-
charged since September 11, 2001 
and who had minimal traditional risk 
factors for stroke. Over a 13-year pe-
riod, nearly 30% of veterans had a 
diagnosis of PTSD. Those with 
PTSD had a 36% greater risk of isch-
emic stroke and a 61% greater risk of 

TIA than those without PTSD. Im-
portantly, PTSD remained strongly 
linked to stroke and TIA even after 
adjusting for demographic, clinical, 
and lifestyle risk factors, other com-
mon psychiatric disorders (eg, de-
pression, generalized anxiety disor-
der), and health care utilization.

Potential sex differences
Men and women report different per-
ceptions of and demonstrate varying 
emotional and physiological re-
sponses to acute and chronic 
stress.11,12 Sex is an influential mod-
erator of risk for stroke, and women 
with PTSD may be more vulnerable 
to cardiovascular disease than men. 
There may also be sex differences in 
the risk of stroke among younger in-
dividuals with PTSD.13

Findings from our study indicate 
that men with PTSD had a higher risk 
of having an ischemic stroke event 
than women, whereas men and wom-
en did not differ in PTSD-related risk 
for TIA.10 The former finding align 
with other observations that men 
have a greater risk of stroke at young-
er ages. It is possible that the effect of 
sex on PTSD and other risk factors 
for stroke changes over the lifespan. 
On the other hand, we recognize that 
young veterans are a unique subsam-
ple of the population with a higher 
rate of trauma exposure than the typ-
ical same-aged adult, meaning that 
these findings are not directly gener-
alizable to the average young adult 
with PTSD.

Additional research is required to 
interpret these findings and to develop 
effective primary prevention strategies 
in this high-risk population. For exam-
ple, it may be important to promote 
young veterans’ awareness of their el-
evated risk for cerebrovascular events.

From PTSD to stroke
The PTSD-associated risk for devel-
oping stroke at an early age relative 
to risk later in life is likely attribut-
able to different physiological mech-
anisms. In general, long-term expo-
sure to intense psychological stress 
may lead to:

  Chronic inflammation (eg, elevated 
levels of C-reactive protein [CRP], 
interleukin-6 [IL-6], interleukin-1 
[IL-1β], and tumor necrosis factor α 
[TNF-α])
  Platelet activation and aggregation
  Neuroendocrine dysregulation of 
the sympathetic adrenal medullary 
system
  Increased or decreased sensitivity 
of the hypothalamic-pituitary-adre-
nal (HPA) axis
  Altered autonomic nervous system 
activity
  Endothelial dysfunction

These perturbations could elevate 
coronary artery calcium, increase ca-
rotid intima-media thickness, and the 
ankle-brachial index, leading to an 
increased risk of myocardial infarc-
tion and stroke. Perhaps PTSD accel-
erates these processes in the young to 
evoke more deleterious cardiovascu-

SIGNIFICANCE FOR PRACTICING PSYCHIATRISTS
PTSD appears to be an independent risk factor for early incident stroke 

among young and middle-aged adults.

 ◗ Stroke is becoming more common among young adults.

 ◗ Growing evidence links PTSD to cerebrovascular disease and cardiovascular 
disease among young Veterans and young adults in the general population.

 ◗ Treating PTSD and related psychological factors could be valuable targets for stroke 
prevention among young adults.

 ◗ Patients may benefit from individualized education about how trauma, PTSD, and 
comorbid conditions can increase their risk of cerebrovascular events.

Table. Traditional and  
nontraditional risk factors 
for stroke among young 
adults6,17,20,21

Traditional risk factors

  Hypertension

  Diabetes

  Hypercholesterolemia

  Obesity

  Tobacco and alcohol use

  Physical inactivity

  Arrhythmia

  Lipid disorders

  Obstructive sleep apnea

Nontraditional risk factors

  Trauma/PTSD

  Migraine

  Illicit drug use

  Pregnancy

  Use of oral contraceptives

  Insomnia

  Depression
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lar and cerebrovascular effects com-
pared with those observed in older 
adults. Finally, stress is associated 
with unhealthy lifestyle behaviors 
such as smoking, physical inactivity, 
poor diet, and substance abuse, be-
haviors that may exacerbate one’s 
risk for early stroke or TIA.

PTSD is also likely to interact 
with other non-traditional cardiovas-
cular risk factors such as sleep. 
Cross-sectional and epidemiologic 
evidence indicates that deficient 
sleep (ie, short or long sleep duration, 
insomnia) increases one’s risk of car-
diovascular disease and stroke, asso-
ciations which may be more robust 
among younger adults.14-17

Our group conducted another re-
cent investigation of PTSD, insomnia, 
and hypertension (a traditional risk 
factor for stroke) among young and 
middle-aged veterans.18 Several symp-
toms of insomnia linked PTSD with 
hypertension. Insomnia also appeared 
to be an independent cardiovascular 
risk factor. Exploring the exchange be-
tween PTSD, sleep, and subsequent 
effects on vascular functioning re-
quires further longitudinal studies.

Treatment and risk of 
stroke
Emerging evidence regarding 
PTSD-related vascular risk gives cli-
nicians yet another reason to be vigi-
lant in screening for trauma and relat-
ed psychological conditions among 
younger adults. Mental health treat-
ment of trauma and PTSD may play 
a particularly influential role in the 
primary prevention of stroke, effects 
that could have a greater impact 
among young people with additional 
vascular risk factors.

Clearly more research is needed 
to determine the best methods for 

patient management in those with 
PTSD and elevated vascular risk. In 
lieu of that work, clinicians should 
adopt a more personalized, tailored 
approach to patient counseling on 
individual risk for cardiovascular 
and cerebrovascular events in clini-
cal practice.

Extant research can also be in-
corporated into treatment, namely 
through patient education regarding 
both the published and hypothe-
sized physical health risks of PTSD. 
These efforts may particularly ben-
efit young patients who do not con-
sider themselves to be at risk for 
such conditions. Younger patients 
with multiple traditional and 
non-traditional risk factors for 
stroke (eg, a trauma history, poor 
sleep, substance use) but who do not 
receive routine primary care also 
may benefit from a referral to their 
health care provider concerning 
their elevated vascular risk. Finally, 
as observed with older adults fol-
lowing a stroke, clinical efforts to 
educate young patients regarding 
cardiovascular and cerebrovascular 
risk factors may be central to sec-
ondary prevention.19

Given the increasing burden, lon-
ger life-expectancy, and potential 
socioeconomic consequences of ear-
ly-onset stroke, research needs to 
focus on improved risk stratifica-
tion, prevention, and treatment 
among younger adult patients. This 
work will encourage mechanistic 
and therapeutic advances and set the 
stage for developing future age-ap-
propriate surveillance strategies, in-
terventions, guidelines, and public 
education campaigns to aggressively 
target the growing burden of stroke 
in young adults.

Finally, it is imperative that trauma 

and PTSD are regarded not only as a 
veteran health problem, but as central 
issues within our national public 
health agenda. Awareness and atten-
tion to these issues during routine and 
specialty care is paramount for pro-
viding comprehensive patient-cen-
tered care to young adult survivors of 
trauma, especially when considering 
the negative, long-term consequences 
of vascular conditions and events.

Dr Gaffey is a Postdoctoral Research 
Fellow, Department of Internal 
Medicine, Division of Cardiovascular 
Medicine, Yale School of Medicine, 
New Haven, CT; and an Advances 
Research Fellow in Women’s Health, 
VA Connecticut Healthcare System, 
West Haven, CT. Dr Sico is Associate 
Professor, Department of Internal 
Medicine, Section of General Medicine; 
Associate Professor, Department of 
Neurology and Center for 
Neuroepidemiological and Clinical 
Neurological Research, Yale School of 
Medicine; and Director Stroke Care, VA 
Connecticut Healthcare System. Dr 
Rosman is Assistant Professor, 
Division of Cardiology, University of 
North Carolina School of Medicine, 
Chapel Hill, NC. The authors report no 
conflicts of interest concerning the 
subject matter of this article.
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» Katherine Warburton, DO, and 
Michael A. Cummings, MD

Great care must be taken not to 
overvalue the concept that vio-
lence risk is conferred by mental 

health symptoms. However, there is al-
so a need to adequately treat aggression 
in psychiatric environments. Treating 
psychiatric violence as the byproduct of 
a categorical diagnosis has not proven 
effective in inpatient and forensic set-
tings. Understanding violence as a di-
mension of psychiatric illness, by iden-
tifying the underlying etiology, is a 
more effective way to approach treat-
ment. For example, researchers in a 
New York state psychiatric hospital 
found that identifying aggression and 
violence as psychotically driven, impul-
sively driven, or predatory provided 
more effective guidance regarding 
pharmacological interventions (Table).

Psychotic violence is the byprod-
uct of positive symptoms such as per-
secutory delusions. Impulsive ag-
gression is characterized by a reactive 
response to stimuli leading to a loss 
of behavioral control. Instrumental or 
predatory aggression, also termed or-
ganized aggression, is purposeful 
behavior aimed at achieving a goal.

Studies of aggression in inpatient 
psychiatric settings have demonstrated 
that psychotic violence is the least 
prevalent type, far outpaced by impul-
sive aggression and, to some extent, 
instrumental aggression.1,2 Existing 
guidelines published by Stahl and col-
leagues3 provide in-depth strategies for 
addressing each category of aggression 
from both psychopharmacological and 
psychotherapeutic perspectives.

For brevity, this article focuses on 
a simplified model of basic psycho-
pharmacological approaches within 
the three described etiologies as a 
foundation, while acknowledging 
that psychiatric violence is often 
driven by a complex interaction of 
biological, psychological, and social 
factors. There are a variety of behav-
ioral and cognitive interventions that 
can complement targeted psycho-
pharmacological therapy.

Psychotic violence
Psychotic violence is associated with 
primary psychotic disorders such as 
schizophrenia, schizoaffective disorder, 
and bipolar disorder. While it may be 

that psychotic violence is the least com-
mon type of violence in inpatient envi-
ronments, it is also the most treatable. 
For nonviolent, nonaggressive patients 
living with schizophrenia spectrum dis-
orders, critical limitations on psychoso-
cial functions such as work and social 
relationships are most often imposed by 
negative symptoms and cognitive defi-
cits, and this is an important aspect of 
treating the disorder. Psychotically driv-
en violence, however, is primarily asso-
ciated with positive psychotic symp-
toms, most commonly persecutory 
delusional beliefs about a threat of harm.

The cornerstone of treatment fo-
cuses on targeting positive psychotic 
symptoms with dopamine antagonist 
antipsychotic medications to reduce 
dopamine overactivity in the meso-
limbic dopamine circuit, as overac-
tivity of this circuit is thought to un-
derlie positive psychotic symptoms.4 
Long-acting injectable dopamine 
antagonist antipsychotics may be su-
perior to their oral counterparts in 
decreasing aggression and violence.5

Failure of two adequate antipsychotic 
trials is a strong indication in favor of 
clozapine treatment, as the probability of 
response to additional dopamine antago-
nist trials is less than 7%.6 Adjunctive 
medications offer only modest added 
benefit, and partial dopamine agonist an-
tipsychotics may be superior for treat-
ment of negative symptoms rather than 
positive symptoms of psychosis.7 In con-
trast, clozapine produces a beneficial re-
sponse in up to 60% of treatment-resis-
tant patients, and decreases violent 

episodes and suicide risks that are inde-
pendent of its antipsychotic efficaycy.8

Evidence for adjunctive treatments 
to clozapine is weak, consisting pri-
marily of open-label trials and case 
series. Adjunctive strategies with evi-
dence of reductions in aggression and 
violence include dopamine antagonist 
antipsychotics, aripiprazole, valproic 
acid, centrally acting β-adrenergic an-
tagonists, and SSRIs. Findings indicate 
that lithium can reduce violence and sui-
cide in mood disorders; however, the data 
for schizophrenia are relatively weak.9

Psychiatrists at a California State 
Hospital reported enhancement of inhi-
bition of impulsive violence with con-
trolled-release methylphenidate in 5 
women whose psychotic signs and 
symptoms had been controlled with 
clozapine.10 These findings suggest that 
careful use of a dopaminergic stimulant 
can be used adjunctively to enhance 
frontal lobe inhibition of impulsive vio-
lence without worsening psychotic signs 
and symptoms. Discriminating antipsy-
chotic pharmacokinetic failures (eg, due 
to nonadherence or atypical metabo-
lism) from pharmacodynamic failures 
can be accomplished by measuring 
medication plasma concentrations.3,8

Impulsive violence
Impulsive violence stems from a re-
active loss of behavioral control and 
cuts across a vast array of diagnostic 
categories (eg, schizophrenia spec-
trum disorders, bipolar mood disor-
ders, PTSD, traumatic brain injuries, 
autism spectrum disorders, neuro-

cognitive disorders, borderline per-
sonality disorder, substance use dis-
orders). For this reason, both proper 
categorization and diagnosis are im-
portant for effective treatment.

Within the California Department 
of State Hospitals, chronic impulsive 
aggression is most commonly driven 
by cognitive disorders, defined as neu-
rocognitive disorders, intellectual dis-
ability, and borderline intellectual 
functioning. In the same setting, impul-
sive acts are often provoked when a 
patient is either directed to do some-
thing undesirable or, conversely, de-
nied something desirable.

While mood stabilizers and anti-
psychotics have shown efficacy in 
treating impulsive aggression among 
patients prone to bipolar diathesis or 
intense mood lability, data regarding 
treatment of aggression arising from 
traumatic brain injury (TBI) are 
sparse. A Cochran review found only 
six randomized controlled trials ad-
dressing treatment of violence in TBI. 
Four of the trials investigated the ad-
renergic antagonists, propranolol and 
pindolol; one study evaluated aman-
tadine and methylphenidate. Only 
propranolol and pindolol were con-
cluded to have strong data support.

Several decades of anecdotal data 
support the use of α-2 adrenergic ago-
nists (eg, clonidine or guanfacine). 
Subsequently, a French consensus pan-
el concluded that valproic acid and car-
bamazepine can be recommended to 
reduce impulsive aggression and vio-
lence among TBI patients. Carbamaz-
epine, however, was noted to carry 
risks of hepatic induction, as well as 
several additional clinical risks (eg, 
blood dyscrasias). Importantly, anti-
psychotics appear to produce no bene-
fit but to degrade cognitive functions in 
this group. 

Neurocognitive disorders may give rise 
to aggression and violence from impulsive 
or psychotic sources. While effective, anti-
psychotics and some mood stabilizers (ie, 
valproic acid, substantially increase the risk 
of mortality among elderly patients with 
dementia).11 Fortunately, other medication 
classes have shown efficacy in reducing 
aggression and violence without similar 
increases in mortality risk. These medica-
tions included the acetylcholinesterase 
inhibitors, memantine, the SSRI antide-
pressants, and trazodone. Of note, failure 
of one acetylcholinesterase inhibitor does 
not predict failure of the others.

Pharmacological Management of Violence 
and Violent Behavior in Psychiatric Settings

VIOLENCE AND TRAUMA

SIGNIFICANCE FOR PRACTICING PSYCHIATRISTS
Treating psychiatric violence as the byproduct of a categorical diagnosis 
has not proven effective in inpatient and forensic settings. Understanding 
violence as a dimension of psychiatric illness by identifying the underlying 
etiology is a more effective way to approach treatment. Categorizing 
aggression and violence into subtypes of psychotic, impulsive, and 
instrumental, can provide valuable guidance to clinicians in selecting 
among psychopharmacological approaches.

 ◗ The cornerstone of treatment for psychotic violence focuses on targeting positive 
psychotic symptoms with dopamine antagonist antipsychotics to reduce dopamine 
overactivity in the mesolimbic dopamine circuit, as overactivity of this circuit is 
thought to underlie positive psychotic symptoms.

 ◗ Impulsive violence stems from a reactive loss of behavioral control and cuts across 
a vast array of diagnostic categories.

 ◗ Clozapine, in particular, has been the only medication found to reduce aggression 
across psychotic, impulsive, and instrumental predatory subtypes, independent of 
its superior antipsychotic efficacy.
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Instrumental or predatory
Instrumental or predatory aggression, 
often associated with antisocial person-
ality disorder or psychopathy, is most 
often driven by retaliation and intimi-
dation in state hospitals settings. To 
date, treatment of predatory aggres-
sion and violence has relied on be-
havioral treatments with limited suc-
cess. A single case series of clozapine 
in a cohort of antisocial patients holds 
out hope that modulation of frontal glu-
tamate may provide a means to reduce 
predatory violence.12 Meta-analysis has 
shown that enhancing frontal lobe 
functions among antisocial and schizo-
phrenic individuals may reduce vio-
lence risk.13 (The reader is referred to 
the Cal-VAT guidelines for further dis-
cussion of psychosocial treatment of 
predatory violence.3)

Conclusion
Categorizing aggression and violence 

into subtypes of psychotic, impulsive, 
and instrumental can provide valuable 
guidance to clinicians in selecting 
among psychopharmacological ap-
proaches. When further informed by 
careful diagnosis, evidence-based 
choices can be pursued to maximize 
the probability of reducing such ag-
gression and violence. In particular, 
clozapine has been the only medica-
tion found to reduce aggression across 
psychotic, impulsive, and instrumen-
tal predatory subtypes, independent 
of its superior antipsychotic efficacy.
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Table. Medications for aggression and violence

Psychotic aggression and violence

Medication(s) Comments

Dopamine antagonist 
antipsychotics

Plasma concentrations are a better guide to adequate treatment than is dosing; LAI antipsychotics are superior to their oral 
counterparts; trial duration is 6 weeks at a therapeutic plasma concentration, failure of two trials indicates treatment 
resistance

Clozapine Produces a 40% to 60% response rate in treatment-resistant psychosis, as opposed to less than a 7% response rate 
from other antipsychotics; clozapine reduces violence, suicide, and criminal behavior independently of its superior 
antipsychotic efficacy

Adjunctive medications Mood stabilizers (eg, lithium, valproic acid) may be critical in patients vulnerable to a bipolar diathesis, data for lithium are weak 
for schizophrenia without a bipolar diathesis; adjuncts to clozapine with supporting evidence for violence reduction include 
dopamine antagonist antipsychotics, aripiprazole, valproic acid, β-adrenergic antagonists, and SSRIs (excluding patients prone 
to mood elevation), stimulants may be useful in patients with well-controlled psychosis but continued impulsivity

Impulsive aggression and violence

Mood stabilizers Mood stabilizers (eg, valproic acid, carbamazepine, lithium) have supporting data for TBI; carbamazepine, however, is 
problematic due to hepatic induction and its adverse-effect profile; mood stabilizers have become the dominant treatment in 
personality disorders prone to mood lability; valproic acid carries increased mortality risks in elderly patients with dementia

β-adrenergic antagonists Propranolol and pindolol each have supporting evidence for treatment of TBI

α2-adrenergic agonists Clonidine and guanfacine have decades of anecdotal data that support treatment of impulsive aggression and violence 
in TBI and developmental disorders

Cholinesterase inhibitors Donepezil, galantamine, and rivastigmine data support decreased aggression and violence in neurocognitive disorders; 
failure of one does not predict response to others

Memantine Often used in combination with a cholinesterase inhibitor, memantine may reduce aggression and violence in 
neurocognitive disorders

SSRIs SSRIs reduce violence and aggression in elderly patients with dementia with little increase in mortality risk

Trazodone Given in small doses (12.5-25 mg) up to several times daily, trazodone may control agitation, aggression, and violence 
in elderly patients with dementia; the primary risk is orthostasis

Clozapine Clozapine may decrease impulsivity by enhancing executive functions across psychotic disorders, mood disorders, and 
personality disorders; other antipsychotics degrade cognitive performance in TBI and carry increased mortality risks in 
elderly patients with dementia

Predatory aggression and violence

Clozapine Preliminary data suggest that relatively low plasma concentrations of clozapine (mean = 171 ng/ml) substantially 
reduced aggression and violence in a case series of antisocial (psychopathic) patients; this holds out hope that 
future glutamatergic agents may reduce aggression and violence in this population

LAI, long-acting injectable; TBI, traumatic brain injury.
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Violent Behavior and Involuntary 
Commitment: Ethical and Clinical 
Considerations
» Dinah Miller, MD, 
and Annette Hanson, MD

W hen it comes to involuntary 
psychiatric treatment as a 
method for preventing vio-

lence, psychiatrists are often left 
with the thought, “If only we had a 
crystal ball to predict the future.” 
While the media is quick to point 
out when an act of violence is per-
petrated by someone with a psychi-
atric disorder, and the gun rights 
activists point to mental illness 
rather than firearms as the cause of 
mass shootings, the statistics show 
a less ominous connection.

It is estimated that psychiatric dis-
orders are responsible for 7% to 10% 
of murders, but the studies behind 
this estimate are limited. In one study 
conducted in England and Wales, 9% 
of the people convicted of murder 
were given a diminished responsibil-
ity verdict, while 7% were sent to 
hospitals—both dispositions were 
associated with severe mental disor-
ders.1 A study that looked at 518 peo-
ple convicted of murder in Indiana 
revealed that 95 of them had a life-
time history of a mood or psychotic 
disorder. Of these 95, the most com-
mon diagnosis was major depression. 
The motive for most of the murders 
was anger or rage; only 6% of the 
murders committed by those with se-
vere mental illness were attributed to 
psychosis.2

The landmark MacArthur Vio-
lence Risk Assessment study also 
found that the majority of civilly 
committed patients were not violent 
in the year following discharge.3 In-
voluntary treatment of people with 
mental disorders does not make sense 
as a legislated public health measure 
to prevent violence in the communi-
ty. Our discussion focuses on the eth-
ical and clinical issues that need to be 
considered by a psychiatrist in a clin-
ical setting with a patient who may 
have potential to be violent as a result 
of a psychiatric disorder.

A difficult decision
Sometimes the decision to commit a 
patient is clear. When a patient with 
both a history of mental illness and a 

history of violence limited to those 
episodes of illness presents with an 
acute exacerbation of a psychotic dis-
order and is threatening or agitated—
or has perhaps already committed an 
act of aggression or violence—and is 
refusing medication and hospitaliza-
tion, then there may be no other op-
tion available. In such cases, patients’ 
dangerous behavior is a direct result 
of a psychiatric condition; the priori-
ty is to keep everyone safe and to ini-
tiate treatment.

If possible, efforts should be made 
to de-escalate the aggression and en-
gage the patient in the treatment de-
cision. If the immediate danger is too 
great, however, there may be no 
choice but to seclude or to restrain a 
violent patient and to administer 
medication against a patient’s will. In 
such cases, there is no need for a 
crystal ball—the first goal is safety, 
and preventing distress or trauma 
from involuntary treatment takes a 
back seat. In these situations, physi-
cians rely upon the legal principle of 
in loco parentis to act in the best in-
terests of the patient. Involuntary 
hospitalization offers protection to 
the patient as well as any potential 
victims.

In some cases, the correct course 
of action is not as clear. During a first 
psychotic break, violence can be 
completely unpredictable, particular-
ly in a person with no history of ag-
gression. Early psychotic symptoms 
can be missed, overlooked, or ex-
plained away. In patients who are not 
psychotic but are threatening, agitat-
ed, or actively violent, it may be un-

clear whether the danger is a direct 
result of a psychiatric state or a per-
sonality vulnerability. Even when a 
psychotic disorder is obvious, it can 
be difficult to access either voluntary 
or involuntary treatment.

Risks and barriers
While civil commitment may be 
helpful, involuntary admission can 
have serious negative consequences. 
Civil commitment creates a record of 
care that may haunt a person in the 
future. A commitment disqualifies 
patients for legal gun ownership and 
may result in job loss for law en-
forcement professionals or those in 
active military duty. It may also cre-
ate career obstacles for positions that 
require a background check or secu-
rity clearance and for some types of 
professional licensure. Furthermore, 
any psychiatric hospitalization can 
lead to high medical bills for the pa-
tient and may be cited as evidence of 
a pre-existing condition with denial 

of insurance coverage if the Afford-
able Care Act is modified or repealed.

The commitment process itself 
may have psychological and emo-
tional consequences as well as phys-
ical risks. Involuntary treatment of-
ten begins with a call to the police, 
and while this usually results in safe 
transport to the hospital, there are in-
stances where either an officer or the 
patient has been injured or killed. It is 
estimated that 25% of the individuals 
killed by police officers responding 
to emergency calls suffer from a 
mental illness.4

Inside treatment facilities, patients 
who are secluded, physically re-
strained, or held down by guards and 
injected with sedating medications 
experience these procedures as as-
saults; many do not recall how agitat-
ed and dangerous their behavior had 
been. Patients who are initially calm 
may become agitated in the setting of 
unwanted hospital procedures or hu-
miliating policies such as the require-
ment to remove their clothing, allow 
blood draws, or to take unwanted 
medications.

Being required to wait in the 
emergency department for hours, 
days, or even weeks may understand-
ably cause an escalation in irritable 
or aggressive behaviors. Even when 
physical restraint and seclusion are 
not necessary, some patients report 
being traumatized by the loss of their 
autonomy and the insult of having 
their mental state questioned.

As a result, some patients may 
avoid care in the future or prefer 
criminal incarceration to hospitaliza-
tion when given the choice. From an 
ethical perspective, we need to do a 

SIGNIFICANCE FOR PRACTICING PSYCHIATRISTS
Involuntary treatment can have negative consequences for the patient in 
terms of emotional, legal, and occupational fallout and should therefore be 
used only as a last resort in emergent situations after voluntary treatment is 
considered and offered.

 ◗ Mental illness accounts only for 6% of violence.

 ◗ Substance abuse, a history of violence or of violent victimization as well as 
personality vulnerabilities are stronger predictors of violence.

 ◗ The decision to involuntarily hospitalize is about risk and is usually not about 
predictable outcomes.

 ◗ A violent patient represents a risk to himself and to first responders during the 
process of initiating involuntary treatment.

Table. Case-controlled study of the interaction between 
daily (unless otherwise noted) substance use and 
psychosis: risk of violence

Substance Odds ratio 95% Confidence 
interval

Cannabis 1.6 1.2-2.0

Stimulants 2.8 1.7-4.5

Nondaily use of stimulants 1.6 1.2-2.0

Depressants 2.2 1.1-4.5

Hallucinogens 1.5 1.1-2.1
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better job of understanding what factors lead 
people to feel injured by a treatment experience 
and to consider how we might avoid or mitigate 
the distress our patients experience.

Other factors contribute to violence 
risk
The clinician faces both an ethical dilemma and 
a task. The dilemma is to weigh the negatives of 
involuntary treatment against the hope that hos-
pitalization might start the journey to both better 
functioning and reality testing, as well as emo-
tional comfort for a person who is very ill. The 
task is to determine whether there is a substan-
tial risk of violence, and whether that risk is due 
to a mental illness that can be remedied by in-
voluntary treatment.

The connection between violence and a psy-
chiatric condition may be unclear or non-exis-
tent for an individual with a long history of 
criminal and violent offenses. Hospitalization 
may resolve a temporary crisis but is unlikely to 
have a long-term effect on violence risk for a 
person with severe personality pathology.

Substance use often co-exists with mental 
illness and is a stronger predictor of violent 
acts. Lamsma and colleagues5 conducted an 
international case-controlled study of the inter-
action between substance use and psychosis. 
They compared the risk of violence against the 
use of cannabis, stimulants, depressants, and 
hallucinogens. The increases were significant 
for daily use of cannabis; stimulants, depres-
sants, and hallucinogens, as well as non-daily 
use of stimulants (Table). They found that the 
risk of violence was increased when patients 
with psychosis used these substances, even 
when the use was only sporadic and the patient 
did not meet criteria for a diagnosis of a sub-
stance use disorder.

Although the presence of a psychiatric di-
agnosis may increase the risk of violence 
slightly, a careful clinical assessment also in-
volves consideration of stronger risk factors: 
a history of violent victimization, child abuse, 
and past violence.6 The use of structured risk 
assessment instruments can guide this evalu-
ation but are limited in utility. British forensic 
psychiatrist Seena Fazel, MD, and colleagues7 
performed a meta-analysis of 68 international 
studies to determine the accuracy of the nine 
most commonly used risk assessment instru-
ments. They found that the instruments were 
most useful for predicting which patients 
were safe to discharge rather than to predict 
future violence. Analysis showed that based 
on the use of these instruments, two people 
had to be detained to prevent one violent of-
fense. Conversely, 10 people could be safely 
discharged for every patient who went on to 
commit violence.

A risk assessment also involves questions relat-
ed to the particular patient’s life circumstances. 
Does the patient have social supports? Does he 
or she live in a high conflict household? Is the 
patient actively violent? Does he seem threaten-
ing? Does he have the means to carry out acts of 
violence? Will the patient be able to adhere to an 
outpatient treatment plan? Is he telling the truth 

about his history and intentions? Information 
from outside collaterals is often helpful but not 
always available.

The biggest challenge for the psychiatrist is 
assessing both the credibility of the patient and 
the seriousness of the patient’s violent state-
ments. People may talk casually about wanting 
to harm others, sometimes as a fantasy or as bra-
vado. They may say one thing, then backtrack 
and say another, and they may lie about their 
intentions or their access to firearms. 

Also, violence risk is a dynamic problem. A 
patient who appears to be safe at one moment 
may be unsafe just a short time later if circum-
stances change. While the public and legislators 
may believe that psychiatrists can offer protec-
tion from the violent mentally ill, psychiatrists 
are hard pressed to define who should carry 
this label.

A last resort
Ideally the clinician hopes to convince the pa-
tient to agree to voluntary care, but in situations 
where a patient cannot be convinced to get treat-
ment, commitment should be used as a last re-
sort. While involuntary treatment can be trauma-
tizing, it is better to have a traumatized patient 
than a dead or incarcerated one. Given that hos-
pitalizations are often very brief, and that the 
impact of both hospitalization and violence can 
be permanent, the decision to involuntarily ad-
mit a patient tilts in the direction of safety.

Ultimately, the decision about involuntary 
treatment is about risk, not predictable out-
comes. In many cases, however, these decisions 
are much more difficult and, until our crystal 
balls arrive, our best efforts may still fall short.       

Dr Miller is Assistant Professor of Psychiatry, Johns 
Hopkins School of Medicine; Dr Hanson is Director, 
Forensic Psychiatry Fellowship, University of 
Maryland, Baltimore, MD. Drs Miller and Hanson 
are authors of Committed: The Battle Over 
Involuntary Psychiatric Care, Johns Hopkins 
University Press, 2016, awarded the Carol Davis 
Ethics Award by the American Psychiatric 
Association. They report no conflicts of interest 
concerning the subject matter of this article.
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SThe Show 
Must Go On
Richard M. Berlin, MD

I urgently search for a pulse 

thinking heart attack, stroke,

when she comes around— groggy,

disoriented, heartbeat as slow as

this play’s last act. I lay her down,

offer sips of water like an 18th century

doctor whose only tools are comfort

and kindness, until Modern Medicine

enters on cue, costumed as a pair

of EMTs with props of oxygen,

IVs and telemetry, walkies squawking

when they exit to the ambulance.

The house manager high fives me

with a smile and dims the lights,

the star reclaims the spotlight, 

two fingers pressed to her neck

as if searching for a carotid pulse

frozen for a beat before her theatrical

nod breaks the tension. A phone rings

on stage like a flashback and we return

to our fantasy that characters can die

and revive, that the show must go on,

and there’s always a doctor in the house.

Dr Berlin is Instructor in Psychiatry, University 
of Massachusetts Medical School, Worcester, MA. ❒

“The dilemma is to weigh the 
negatives of involuntary 
treatment against the hope that 
hospitalization might start the 
journey to better functioning.”
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Schizophrenia & Psychosis

» George Mecouch, DO

I met “Marni” in my office a day after 
the call from the hospital. “We are 
discharging a 42-year-old woman 

with depression, psychosis, and con-
tinued delusions. The Diagnostic Re-
lated Groups say we must discharge 
her, but she will need medication fol-
low-up and supportive therapy,” the 
charge nurse said in a voice too cheery 
for a Monday morning. I rarely saw 
patients with active psychotic symp-
toms in my private practice as I spe-
cialized in Jungian-oriented psycho-
therapy and most patients with 
psychosis rarely fit this approach. 

Something that morning led me to 
say yes. I was never sure what com-
pelled me to blurt out that answer so 
quickly. Maybe I wanted to stay in 
good graces with the hospital refer-
ral source. I had always believed that 
an in-depth psychotherapy approach 
could work with patients with psy-
chosis, just as Carl Jung, John Perry, 
Harry Stack Sullivan, and Karl Men-
ninger had said so eloquently in the 
past. Maybe (and most likely), it was 
a voice from my deep unconscious 
connecting our fates for reasons that 
only now seem apparent.

Here we were, sitting across from 
each other in my old alder wood 
rockers. She started quickly, almost 
before I could introduce myself. “I 
don’t know why the FBI was follow-
ing me. I don’t know why I was ac-
cused of smuggling something across 
the border. Do you?”

And so it went, as we tackled her 
fears, paranoia, psychotic transference, 
and ambivalence about therapy. Her 
depression slowly resolved, but the 
psychotic symptoms would wax and 
wane as we unraveled her story of feel-
ing identified as the unwanted daugh-
ter and black sheep within her family. 
Marni dealt with constant feelings of 
inferiority and dreamt often of church 
elders coming to her home, fearful that 
they would find all the dirty linen 
crammed in the nooks and crannies of 
her house. She awoke often from these 
dreams in full blown panic attacks.

She kept coming, however. Week af-

ter week, she showed a courage to con-
front psychological issues rarely seen in 
my 40 years of practice. Finally, her 
work and persistence led to this healing 
dream from the deep unconscious.

I am walking toward a cliff 
that looks over a canyon. 
Across the divide I see a lush 
green field of ivy. I am quite 
forlorn as I approach, when 
suddenly the leaves start to 
move and a woman made of 
ivy with the most beautiful 
face begins to grow from the 
ground. Her arms are vines 
and her right arm reaches out 
across the divide and touches 
my face with the softest, most 
loving, caress I had ever 
known. I awake.

We were both stunned as neither 
she nor I had any associations to the 
lady of ivy. I went to the bookshelf 
and pulled down J.E. Cirlot’s A Dic-
tionary of Symbols. There she was in 
print . . . a Greek mythic figure, the 
Lady of the Vines. A mother figure 
growing out of the earth, loving, ten-
der, coming from the other side. Nev-
er had Marni felt so loved. This dream 
was a turning point in our work. Mar-
ni’s character grew stronger over time 
and a new-found ability to stand and 
be who she was allowed us to reduce 
the therapy to monthly visits.

Sometimes in life the fates 
are not kind
Even though she had struggled 

bravely with a life-altering psychotic 
depression, a deadly physical illness 
was now thrown in her path. She re-
turned to see me weekly for her 
angst, as she and her medical special-
ists turned to all the latest Western 
treatment protocols and medications. 
No matter, the illness was winning. I 
asked her to begin active imagination 
as a way to let the “Two Million-
Year-Old Man” or “Old Woman of 
Days” have their say about her plight. 
Using a meditative technique, dis-
covered by Jung, allows the uncon-
scious to come to light in fantasy and 
imagination while the patient is 
awake and can interact with the mate-
rial. It is like dreaming while awake.

Marni had always been hesitant to 
try this method but now, in the face of 
death, her resistances melted. I asked 
her to watch the YouTube trailer “Ap-
pointment with the Wise Old Dog” by 
David Blum. This allowed her to see 
him working with his cancer using art 
and visual imaginative methods. Her 
visions now came easily, and to our 
shock, the most amazing images 
arose from the depths of her soul.

I am approaching a ravine 
and I know I have come here 
before. There is a bridge 
across it. The bridge is an-
cient, and I somehow know 
that millions of people have 
crossed it over the millenni-
um. There are old, large boul-
ders at each corner, and I 
cross to the other side where 
dark woods and a well-trave-

led path lead into it. As I cross 
the bridge, the air is clean and 
refreshing, and I take a deep 
and filling breath. I begin with 
some trepidation to walk the 
path into the woods when sud-
denly I see her. It is the Lady 
of the Vines. I had not seen 
her since my dream so many 
years ago and yet here she 
was, and her ivy arm reached 
out and went into my mouth 
and I felt an immense strength 
and energy. She said she 
would lead me, and we started 
down the path together.

Marni died shortly after this with 
family around her and with a courage 
and strength that leave me in awe. 
Something from the deep uncon-
scious had come to her in life to help 
cure her depression and forge her 
character and then it came again at 
death to lead her through.

I now know, many years later, why 
I said yes to her treatment and why 
the work has remained so meaningful 
to me. It is because the zeitgeist of our 
times can “too easily choke out the 
voice of the soul and the spirit of the 
depths turning therapy into a series of 
precisely plotted maps: cognitive and 
behavioral, measured and manual-
ized, as if the imagination could be 
caught in a step-by-step cookbook.”1 
Our therapy never dropped to this col-
lective level and Marni never let me 
forget that “it is only with the heart 
that one can see rightly; what is es-
sential is invisible to the eye.”2

It is for all this that I say thank you 
to her and will always cherish the 
memory of our work together.

Dr Mecouch is in private practice in 
Sisters, OR.

Editor’s note: This case is completely fictional 
and not intended to identify any one patient.
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» Chris Aiken, MD

T he treatment of bipolar disorder 
changed in ways big and small 
in 2019. At the regulatory level, 

cariprazine (Vraylar) joined a select 
group of atypical antipsychotics with 
FDA-approval in bipolar depression, 
and lithium’s FDA-approval was 
broadened from age 12 and older to 
age 7 and older. Besides the official 
decrees, over a dozen randomized 
controlled trials were released.

Cariprazine in bipolar I  
depression
Cariprazine has been studied for bi-
polar depression since 2009. Most of 
the results have been positive for the 
1.5 mg daily dose, but raising the 

dose to 3 mg daily has not raised the 
efficacy. There was a new trial in 
2019 with results that are consistent 
with earlier findings.1

Compared with other atypical an-
tipsychotics, cariprazine’s advantage 
lies in its tolerability profile and its 
proven efficacy in both mania and 
depression. The only other atypical 
with FDA-approval in both poles is 
quetiapine. However, cariprazine’s 
positive trials are limited to bipolar I 
depression (not bipolar II), and its ef-
fect size in bipolar I depression is 
small (0.3), both in this study and in 
a 2019 meta-analysis.2

Antipsychotic augmenta-
tion after mania
When risperidone was used to aug-
ment a mood stabilizer in mania, the 

antipsychotic continued to prevent 
manic relapses for up to 6 months, 
but not beyond that. Longer use (1 
year) only lead to more weight gain 
without further mood benefits. A 
post-hoc analysis of a 2016 study ar-
rived at the same conclusion (the 
original study lumped patients on ris-
peridone and olanzapine augmenta-
tion together).3 This puts a different 
spin on the maintenance story, as ear-
lier studies stopped the antipsychotic 
after 2 to 3 months. That design 
proved that early discontinuation was 
riskier than ongoing treatment, but it 
did not tell us whether the medication 
could be safely stopped at a later 
point. Discontinuation at 6 months is 
now feasible, but I would taper slow-
ly (lowering the dose every 2 weeks), 
and make sure to keep the original 
mood stabilizer in place.

Lithium’s long-lasting  
benefits in children
In contrast to risperidone, lithium 
keeps working to prevent episodes 
after the 6-month mark. That was the 
conclusion of this randomized, pla-
cebo-controlled trial of children 
aged 7 to 12 years. The result is not 

exactly surprising, as these patients 
had responded to lithium after a 
manic or mixed episode and only 
40% were taking another mood sta-
bilizer. What is impressive is that—
by chance—there were 3-times as 
many patients on a back-up mood 
stabilizer in the placebo group. De-
spite that unfair advantage, the pla-
cebo group was 3-times as likely as 
the lithium group to have mood and 
related problems in the 7-month trial 
(86% versus 35%).4

Separately, lithium performed 
well in a large uncontrolled study 
from 2019 that followed youth with 
bipolar disorder for an average of 10 
years. Compared with other mood 
stabilizers, those on lithium had half 
as many suicide attempts, better 
functioning, and less depression and 
aggression.5

The rebirth of  
carbamazepine-lithium
Carbamazepine and valproate and 
have long been used to augment lith-
ium, but the two strategies were nev-
er compared head-to-head until this 
year. The number of study subjects 
was small but the duration was long, 

Bipolar Disorder 
Practice-Changing 
Trials From 2019

Table. Bipolar Trials from 2019

Treatment Population Design N Duration Result

P
o

sitive

Carbamazepine-
lithium combo

BP-I RCT (open-label) 64 2 yr CBZ augmentation was better tolerated than 
VPA, though both had similar efficacy

Cariprazine BP-I depression RCT (DB, Pb) 493 6 wk Improved depression at 1.5 mg/d; 3 mg/d did 
not work better

Levothyroxine BP-I & II 
depression

Post-hoc analysis of 2014 
RCT (DB, Pb)

62 6 wk Improved depression without worsening anxiety

Lithium BP-I age 7-17, 
recent mania or 
mixed

RCT of lithium 
discontinuation (DB, Pb)

31 28 wk Continuation lowered the risk of psychiatric 
worsening 3-fold

Rivastigmine BP-1 mania RCT augmentation (DB, Pb) 70 6 wk Improved mania with modest benefits at 3 mg/d

TMS Euthymic BP RCT of high frequency rTMS 
figure-8 coil vs sham

52 2 wk Improved cognition independent of mood

N
eg

ative

Memantine BP-1 mania, 
age >60

RCT augmentation (DB, Pb) 70 8 wk Differences in mania and cognition were minimal 
and only positive on secondary measures

Risperidone 
augmentation

BP-I, recent 
mania

RCT of antipsychotic 
discontinuation (DB, Pb)

93 1 yr Continuation for 1 year worked no better than 
continuation for 6 months but had more adverse 
effects

RCT, randomized controlled trial; DB, double blind; Pb, placebo controlled; CBZ, carbamazepine; VPA, valproic acid.
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which can be just as informative as a 
large, short-term trial. Both anticon-
vulsants performed similarly on 
measures of mania and depression, 
but carbamazepine was better toler-
ated, with lower rates of weight gain, 
fatigue, and sexual dysfunction.6

The carbamazepine-lithium com-
bination gained popularity in the 
1980s after reports of patients who did 
not respond to either drug alone but 
recovered when both were used to-
gether. The two medications also can-
cel out some of each other’s adverse 
effects. Lithium reverses some of the 
neutropenia with carbamazepine, and 
the two have opposite effects on water 
retention, which partially balances out 
when they are combined.7

Thyroid augmentation is 
safe for anxiety
Intuition may work for understanding 
people, but it is a poor guide for psy-
chopharmacology. Supraphysiologic 
thyroid does not sound like a good 
idea for anxious patients, but in this 
2019 study it did not worsen anxiety, 
and anxiety symptoms did not predict 

its antidepressant effects. The study 
was a post hoc analysis of a 2014 trial 
that found that levothyroxine was ef-
fective in bipolar depression.8

TMS does not harm, and 
might even help cognition
Bipolar depression responds to both 
electroconvulsive therapy (ECT) and 
transcranial magnetic stimulation 
(TMS), but ECT is limited by its cog-
nitive effects. A study in 2018 of 
TMS in bipolar disorder concluded 
that the treatment did not cause cog-
nitive deficits and, in 2019, a small, 
sham-controlled study in euthymic 
bipolar patients found that TMS im-
proved cognitive measures.9

Conclusion
Two medications for dementia—riv-
astigmine and memantine—under-
went trials in bipolar mania.10,11 The 
results were either not significant, or 
not clinically significant, so I will 
pass on those interventions until there 
are more data. In a future column, I 
will review the 2019 trials of anti-in-
flammatories (celoxib, aspirin, atorv-

astatin, and pioglitazone), nutraceuti-
cals (N-Acetylcysteine), and five 
types of psychotherapy in bipolar 
disorder. The tension will be high; 
half of the treatments on that list did 
not work.

Dr Aiken is the Director of the Mood 
Treatment Center and an Instructor in 
Clinical Psychiatry at the Wake Forest 
University School of Medicine. As the 
Editor in Chief of  The Carlat 
Psychiatry Report, he hosts a weekly 
podcast with Kellie Newsome on psy-
chiatric practice. He is the coauthor 
with Jim Phelps, MD, of Bipolar, Not 
So Much. He does not accept hono-
raria from pharmaceutical companies.
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» David N. Osser, MD

D o you need help persuading 
patients to try lithium? A ma-
jor but often underemphasized 

benefit of lithium is its unique neuro-
protective effects. Bipolar disorder 
seems to be a condition characterized 
by gradual progressive shrinkage in 
some areas of cortical gray matter as 
well as some tracks of white matter. 
These losses are associated with in-
creased neurocognitive impairment. 
However, in patients who have been 
treated with long-term lithium, there 
is better preservation of white matter 
structural integrity.1 Reduction of 
gray matter volume in bipolar pa-
tients has been shown to be arrested, 
or even reversed to some degree, by 
lithium. No other mood stabilizers 
have this effect. Some ambivalent pa-
tients have been persuaded to accept 

lithium after reading the article by 
Giakoumatos and colleagues.1

At the microcellular level (in rats), 
lithium is protective against neuronal 
apoptosis (destruction) and gluta-
mate-induced cytotoxicity, and it pro-
motes dendritic length and number in 
the hippocampus.2 The preservation 
of cognitive function in humans with 
bipolar disorder seems to occur 
through the brain-derived neuro-
trophic factor (BDNF) system: lithi-
um markedly increases secretion of 
BDNF from cortical and hippocam-
pal neurons and upregulates intracel-
lular production of relevant proteins.3

The evidence for lithium’s neuro-
protection even extends to the pre-
vention, treatment, or slowing of 
mild cognitive impairment, Alzheim-
er disease, Parkinson disease, and 
amyotrophic lateral sclerosis in non-
bipolar patients.4 Even low-dose lith-
ium has been found in preliminary 

studies to slow the progression of 
Alzheimer disease.

Given this information, it should 
not be surprising that the benefits of 
lithium treatment seem to exist for pa-
tients across the life span.5 However, 
there is no reason to wait: the long-
term benefits seem greatest when 
lithium is started early in the course of 
the illness,6 perhaps because some of 
the brain structural losses may be ir-
reversible. These mechanisms of lith-
ium action also help explain the evi-
dence that of all medication regimens 
used for bipolar treatment, lithium is 
the medication most likely to be 
maintained as a monotherapy over 
time. This has been demonstrated in 
surveys of bipolar patients receiving 
maintenance treatment in the US and 
in two European studies.7

Dr Osser is Associate Professor of 
Psychiatry, Harvard Medical School, 

and Consulting Psychiatrist, US 
Department of Veterans Affairs, 
National Telemental Health Center, 
Bipolar Disorders Telehealth Program, 
Brockton, MA.
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S ince the first antidepressant in 
the 1950s, biological treat-
ments for mood disorders have 

largely focused on altering monoam-
inergic neurotransmission, with only 
partial success. In the landmark 
STAR*D trial, 1 out of 3 patients did 
not achieve remission with a 4-tiered 
monoaminergic treatment algorithm. 
Neuromodulation therapies take an 
alternate approach: directly altering 
the brain’s electrical activity through 
electro-magnetic stimulation.

Selecting an intervention
Neuromodulation can be divided into 
invasive and non-invasive methods 
(Table). Both are mainly indicated for 
depressive symptoms, generally as an 
adjunct to pharmacotherapy and psy-
chotherapy and usually in patients 
with treatment resistance. Treatment 
resistance means lack of response to 2 
to 4 medications with adequate dose 
and duration. Usually, resistance in-
cludes lack of response to multiple 
medication classes and evi-
dence-based psychotherapy. That 
said, neuromodulation is not a pana-
cea. A careful examination of a pa-
tients’ psychosocial structure is neces-
sary, as their mood is unlikely to show 
lasting change if severe, persistent 
stressors are present. Similarly, co-
morbid personality disorder may con-
tribute to depressive symptoms or al-
ter the response to neuromodulation.

Noninvasive  
neuromodulation
Electroconvulsive therapy (ECT). 
This hospital-based treatment uses an 
electrical current to induce a tonic- 
clonic seizure under general anesthe-
sia. An acute series consists of 3 
weekly treatments for up to 4 weeks, 
with each session requiring at least 
an hour from pre-op to recovery.

ECT remains one of our most rapid 
and effective treatments for unipolar 

depression. Even with treatment resist-
ance, response rates can exceed 70% to 
80%. For those who respond but even-
tually have symptom relapse, mainte-
nance ECT (weekly to monthly) is 
possible. ECT is safe and effective in 
bipolar, psychotic, and peripartum de-
pression. In cases of depression with 
severe suicidal ideation, psychosis, or 
life-threatening catatonia, ECT should 
strongly be considered even in the ab-
sence of multiple medication trials.

While there are no absolute con-
traindications to ECT, increased in-
tracranial pressure is a relative con-
traindication as treatment may 
exacerbate the condition. Cardiovas-
cular disease also increases risk of 
treatment as the induced seizure caus-
es a surge in blood pressure and heart 
rate. Patients’ primary concern, how-
ever, is the possibility of autobio-
graphical memory loss. This is usual-
ly limited to memories from the 
treatment day, but patients (and some 
clinicians) still believe there is a risk 
of long-lasting cognitive impairment. 
Large studies and meta-analyses do 
not support these concerns. Moreover, 
cognitive risk is greatly reduced with 
modern techniques such as ultrabrief 
right unilateral ECT, which are just as 
effective as older approaches.

This highly effective treatment is 
often seen as a last resort, wasting 
months to years of patients’ lives on 
ineffective treatments. Discussing 
and delivering ECT earlier in the 
treatment algorithm would likely be 

beneficial. A challenge, however, is 
access. An acute ECT series is psy-
chosocially disruptive, since patients 
usually are unable to work or to drive 
on treatment days. Hospitals find 
ECT difficult to justify financially, as 
it requires an anesthesiologist, addi-
tional support staff, and clinical 
space, all of which may be limited.

Focal electrically administered 
seizure therapy (FEAST) is a novel 
form of ECT that steers current away 
from the hippocampus, potentially 
reducing cognitive adverse effects. 
Pilot trials have been positive, and 
randomized trials should start in the 
next 1 to 2 years.1

Transcranial magnetic stimulation 
(TMS). An office-based treatment for 
unipolar depression, TMS also is often 
used off-label for bipolar depression. It 
is given daily (Monday through Fri-
day) for 4 to 8 weeks with treatments 
usually lasting 20 to 30 minutes. 

TMS uses a magnetic coil to in-
duce electric currents in the prefron-
tal cortex (PFC). The size and shape 
of coils vary, and multiple parame-
ters can be adjusted, including fre-
quency (eg, excitatory: 10 Hz; inhib-
itory” 1 Hz), treatment duration, and 
target brain region. Some coils allow 
for deeper stimulation of cortical tis-
sue (ie, deep TMS), but current liter-
ature does not show deep TMS to be 
superior to regular TMS when adjust-
ing for placebo.

TMS does not cause cognitive im-
pairment, so patients can continue 

driving and working. Depression re-
sponse rates in naturalistic studies 
are good—30% to 60%.2 The effects 
appear durable, with one study show-
ing 60% sustained response at 1 
year.3 When there is symptom re-
lapse, patients usually respond to an-
other TMS series. Theta burst stimu-
lation (TBS), a modified TMS that 
takes 10 minutes or less per treat-
ment, may be as effective as longer 
sessions, potentially allowing treat-
ment of many more patients with a 
single machine.

Although rare, seizure is the prima-
ry risk of TMS. The risk is higher with 
past seizures, brain injury, intracranial 
pathology, and substances/medications 
that reduce seizure threshold. TMS 
may still be usable in patients with in-
creased risk, but with careful monitor-
ing and dose titration. For example, we 
routinely adjust treatment energy based 
on changes in brain excitability (motor 
threshold), which correlates with sei-
zure threshold. Regular dose adjust-
ment also reduces headache, the most 
common adverse effect of TMS. Com-
pared with ECT, TMS works more 
slowly, with response usually at 4 to 6 
weeks into treatment.

TMS is less effective than ECT, 
but its safety and office-based nature 
promote continuous, rapid innova-
tion. Controlling the context (and 
thus the brain state) under which 
TMS is given may improve out-
comes. For instance, TMS could be 
delivered with cognitive training or 
psychotherapy that engages the cir-
cuit being stimulated, promoting 
beneficial brain plasticity. Treatment 
parameters might be tailored to a pa-
tient’s brain activity, ie, aspects of 
ongoing prefrontal rhythms. Re-
sponse might be accelerated by deliv-
ering multiple TMS sessions within a 
single day.4 All of these require sub-
stantial further study and develop-
ment but may improve outcomes. 
Finally, while there is minimal litera-
ture for the use of TMS in pregnancy, 
a small clinical trial recently showed 
safety and efficacy, an exciting pros-

Neuromodulation Approaches  
to Mood Disorders

SIGNIFICANCE FOR PRACTICING PSYCHIATRISTS
Multiple neurostimulation therapies are now available for treatment-
resistant depression, and pending technological advances will make these 

treatments applicable to an even larger patient base.

 ◗  ECT remains the most effective treatment for depression, with response rates of 
70% to 80%.

 ◗ TMS is a strong option for patients who cannot tolerate or access ECT, with 
response rates up to 60% and sustained response to a year or more.

 ◗ Implantable therapies, including VNS and DBS, are rapidly gaining ground and have 
a powerful role to play in relapse prevention.

PSY0220_019-022-26_widge-mouch-constantino-knoll.indd   22 1/28/20   4:22 PM



FEBRUARY 2020 23P S YC HI AT R IC T IME S

w w w.p s yc hia t r i c t ime s .c om

pect for an understudied population.5

Invasive neuromodulation
Vagus nerve stimulation (VNS). An 
implanted device that repeatedly stim-
ulates the left cervical vagus nerve, 
VNS was FDA-approved in 2005 for 
adjunctive treatment of severe unipo-
lar and bipolar depression. VNS lever-
ages the vagus nerve’s afferent projec-
tions to brainstem nuclei. Moreover, it 
may augment norepinephrine and 
dopamine signaling throughout the 
brain through those projections, in 
turn enhancing the effects of mono-
aminergic medication. The implant 
procedure takes approximately 2 
hours and can be completed under lo-
cal or general anesthesia. Patients re-
turn for office-based stimulator pro-
gramming by a trained clinician. 
Programming is typically repeated 
biweekly to monthly over the first 6 
months of treatment. VNS is usually 
reserved for patients who have not re-
sponded to medications or to noninva-
sive forms of neuromodulation.

Although FDA-approved, VNS is 
rarely covered by commercial insur-
ance because of its limited evidence 
base. The published large rand-
omized, controlled trial failed to 
show separation between active and 
sham stimulation after 10 weeks.6 

However, study design had a short 
comparison period.

FDA approval was based on data 
from a one-year open-label follow-up 
that showed increasing response 
rates with time. A 5-year open-label 
study of 795 patients replicated this 
result, with significantly higher VNS 
response rates compared with treat-
ment as usual (67.6% vs 40.9%).7 
This study has brightened VNS’ 
prospects—Medicare will soon cov-
er VNS as part of a large observation-
al study, and commercial insurers are 
slowly following.

VNS offers long-term benefit 
even for treatment-resistant depres-
sion. A subanalysis in the 5-year 
study showed significantly higher 
response rate to VNS compared with 
treatment as usual (59.6% vs 34.1%). 
The response rate was even higher in 
patients who previously responded to 
ECT (71.3% vs 56.9%). In addition, 
patients who remitted remained in re-
mission longer with VNS compared 
to treatment as usual (40 months ver-
sus 19 months), although this did not 
reach statistical significance.

As with any surgical procedure, 
VNS carries a risk for pain and infec-
tion. The vagus nerve innervates 
muscles involved in swallowing and 
speech, and surgical damage can re-

sult in dysphagia or vocal cord paral-
ysis. The risk of these complications 
is less than 1% with a well-trained 
surgeon. The stimulation frequently 
switches on and off, and many pa-
tients note throat sensations or voice 
changes, both of which remit over 
time. 

The primary limitations of VNS 
are logistical. Because the effects 
take months to be noticeable, patients 
may prefer a more rapid-acting treat-
ment. Most payors still do not cover 
VNS, limiting patients’ access.

A large multisite, randomized, 
double-blind controlled study is 
about to start, which should clarify 
the efficacy of VNS. Non-invasive 
VNS devices may greatly expand its 
reach while reducing costs. A trans-
cutaneous stimulation device (tVNS) 
was FDA-cleared in 2018 for treat-
ment of migraines and cluster head-
aches. Similar systems may be very 
useful for mood disorders.

Deep Brain Stimulation (DBS). An 
experimental treatment for unipolar 
and bipolar depression, DBS involves 
MRI-assisted electrode implantation 
directly into brain regions associated 
with mood. The procedure takes 3 to 6 
hours and is done under a combina-
tion of local and general anesthesia. 
Multiple brain targets have been test-

ed in clinical trials, all with similar 
effects, which suggests that they may 
all be nodes in a common “mood reg-
ulation” network.8 DBS has only been 
tested in patients who no longer re-
spond to any other therapy.

Initially, DBS patients report “dis-
appearance of the void,” reduced anx-
iety, increased connectedness, and 
euphoria, subjective changes that 
usually fade within minutes to hours. 
Continued stimulation over weeks to 
months leads to more gradual im-
provement. In early open label stud-
ies, response rates were 40% to 66% 
in severely treatment-refractory cas-
es.9,10 The evidence from randomized, 
well-controlled studies is less clear. 
Two US industry-funded trials, where 
all patients received implants but only 
some of the implants were activated, 
failed to show a separation between 
DBS and sham stimulation.11,12 Euro-
pean trials that used a different de-
sign, however, showed a separation.13 
DBS may require long durations to 
demonstrate its effect. When it is ef-
fective, the benefits appear to last—a 
recent study reported over 50% re-
sponse rate at 8 years post-DBS.14

Risks include intracranial bleed-
ing, stroke, seizure, and infection, but 
all are very rare (less than 1%). Ad-
verse psychological effects are more 

Table. Choosing a neuromodulation intervention

Noninvasive Intervention Pros Cons

Transcranial Magnetic Stimulation (TMS)

FDA-approved office-based treatments 
using electromagnetic conduction to 
stimulate areas of the brain, typically the 
dorsolateral prefrontal cortex

•  Pairs well with behavioral activation because 
it provides daily structure for patient

•  Patients can continue daily routine (work, 
driving)

•  Minimal adverse effects; good option in 
severe depression without psychosis or 
acute suicidality if patients worry about 
effects of ECT

•  Time-intensive, requires 4-8 weeks of daily 
treatment

• Small risk for seizures

Electroconvulsive Therapy (ECT)

FDA-approved treatment given under 
general anesthesia using a short burst of 
electrical stimulation to induce a 
generalized tonic clonic seizure

•  Proven safe and effective in unipolar, bipolar, 
psychotic, and peripartum depression

•  Rapid improvement over the span of 2-4 
weeks

•  Acute cognitive effects limits ability to work 
and drive

• Risk for memory impairment

Invasive Intervention Pros Cons

Vagus Nerve Stimulation (VNS)

FDA-approved treatment using a 
surgically implanted stimulator to deliver 
repetitive stimulation to the left cervical 
vagus nerve

•  May be effective in a highly treatment-
resistant depression population

•  Good option in patients who respond to ECT 
but quickly relapse (also effective in ECT 
nonresponse)

•  Surgical risks as well as risks for dysphagia 
and dysphonia

•  May require long duration of treatments 
before response is seen

• Not yet covered by most insurance

Deep Brain Stimulation (DBS)

Experimental treatment with growing body 
of evidence using a surgically implanted 
stimulator in brain regions thought to be 
part of a mood-regulation network

•  Some evidence for benefit in severe 
treatment-resistant depression

• Durable effect for responders

•  May require long duration of treatment 
before response is seen

•  Expensive, invasive, and only available at 
very specialized centers

Other emerging neuromodulation interventions under study: transcranial direct current stimulation (tDCS), transcranial alternating current 
stimulation (tACS), magnetic seizure therapy (MST)

Neuropsychiatry
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common—up to 50% of patients 
may experience worsened mood, 
anxiety, or hypomania while their 
clinicians search for optimal 
stimulation settings. Further-
more, patients often see DBS as a 
last resort. If response is delayed 
or difficult to achieve, they can 
lose hope. This is life-threaten-
ing, as evidenced by a suicide 
rate close to 10% in DBS clinical 
trials.

The largest challenge of DBS is 
the wide range of stimulation pa-
rameters that can be applied, with 
no clear guidance on how to search 
for the best settings. Neuroimaging 
research seeks to better define the 
target mood circuit, and to use ad-
vanced electric field modeling to 
optimally activate the desired neu-
ral pathways. Closed loop ap-
proaches seek to sense brain activ-
ity in real time and allow the device 
to self-adjust until a desired activity 
pattern is achieved. Either strategy 
may lead to higher and more dura-
ble clinical response rates.

Emerging  
neuromodulation
While ECT, TMS, VNS, and DBS 
represent some of our best-studied 
tools for mood disorders, the land-
scape of neuromodulation is rap-
idly changing, and several emerg-
ing interventions are actively 
being studied. These encompass a 
variety of techniques including 
direct electrical stimulation at 
sub-threshold energy levels with 
transcranial direct current stimula-
tion (tDCS) or transcranial alter-
nating current stimulation (tACS) 
as well as other forms of seizure 
therapy such as magnetic seizure 
therapy (MST). Further evidence 
is needed to support their clinical 
use at this time.

Accessing  
neuromodulation
While neuromodulation services 
are limited in community practice, 
most academic institutions now em-
ploy at least one neuromodulation 
specialist. Referral to such special-
ists is often the first step in helping 
patients access these next-genera-
tion treatments. A critical aspect of 
referral is a detailed treatment histo-
ry, especially medications tried and 
reasons for nonresponse. That histo-
ry often influences treatment selec-
tion and is critical for obtaining pay-
or approval. Lack of reimbursement 
remains the single largest barrier to 
offering patients these circuit-based 
treatments. As the evidence base 

grows and patients continue to de-
mand better options, this barrier will 
fall, and neuromodulation will oc-
cupy a larger role in the psychiatric 
toolbox.

Dr Wang is Psychiatry Resident, and  
Dr Widge is Assistant Professor, 
Department of Psychiatry and 
Behavioral Sciences, University of 
Minnesota, Minneapolis, MN. Dr 
Wang reports no conflicts of inter-
est concerning the subject matter 
of this article; Dr Widge reports 
patent applications in the area of 
deep brain stimulation that are 
not licensed to any entity.
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I have worked in university health cen-
ters for many years and treated psychi-
atric disorders in adult patients, often 

with concomitant substance use disor-
ders (SUDs). Despite a background in 
addiction psychiatry, I have found that 
the current opioid crisis has led to diffi-
cult ethical and legal scenarios that are 
different from past epidemics. The risk 
of sudden death from overdose with opi-
oids (intentional or not) has added a new 
level of complexity and risk to my day-
to-day work. Particularly troubling is 
that when I successfully help patients 
stay off opioids for an extended period, 
I am effectively increasing their risk of 
dying if they relapse. This increased risk 
is due both to their loss of tolerance to 
narcotic medications and to recent 
changes in opioid preparations that in-
clude the potential mix of high potency 
agents (eg, fentanyl and carfentanil).

CASE VIGNETTE

“Lenny” was a divorced unemployed 
salesman in his 30s with bipolar disorder 
(BD). He presented to our outpatient de-
partment after completing a 14-day 
court-mandated inpatient rehabilitation 
program. He had a long history of daily 
alcohol and IV heroin use, and intermittent 
use of intranasal cocaine and oral (PO) 
amphetamines. He had undergone mul-
tiple inpatient and outpatient treatments 
but no extended periods of sobriety.

Before his recent admission, Lenny 
had been hospitalized medically for re-
spiratory depression after an inadver-
tent heroin overdose that required four 
doses of naloxone. This episode was 
considered a violation of his probation, 
and he was mandated to the inpatient 
substance program where he was suc-

cessfully detoxified and treated. His BD 
symptoms were well controlled on his 
psychiatric medication regimen, and he 
presented to our clinic after discharge 
for his initial evaluation with no evident 
mood symptoms.

At that time, Lenny was also man-
dated to a substance intensive outpa-
tient program (IOP) where he was sub-
ject to random urine toxicology. Lenny 
refused our offer for naltrexone (wheth-
er PO or by long-acting injection) citing 
his relative stability. However, three 
months later, he had another serious 
overdose of IV heroin use that resulted 
in a brief ICU admission. The admitting 
hospital contacted us for aftercare but 
did not contact the patient’s substance 
IOP or his probation officer. The hospital 
staff assumed that the patient’s proba-
tion officer was aware of this new viola-
tion of his probation.

When Lenny presented to our clinic 
one week after this overdose, he was 
calm and psychiatrically stable, report-
ing full sobriety since he had left the hos-
pital. He refused our recommendation to 
start monthly long-acting injectable nal-
trexone, but he agreed to take PO nal-
trexone daily. He also told us that he was 
attending his court-mandated substance 
IOP for use three times per week.

However, he rescinded his consent 
for us to speak to that program and also 
asked us not to speak to his probation 
officer about his recent heroin relapse 
and overdose. His reasons for this 
change were simple and clearly stated: 
he needed only five more months to 
“graduate” from his outpatient sub-
stance program and, shortly thereafter, 
his probation period would be over. He 
told us that if we notified either party 
(who were both unaware of his most 
recent overdose), his probation would 
be extended and he would likely face 
jail time.

A Rock and  
a Hard Place

MALPRACTICE GRAND ROUNDS
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Discussion
When Lenny rescinded his consent, 
our treatment team was put in an 
awkward quandary. We knew that 
clinically, it was very important that 
his substance program know about 
the relapse so that they could adjust 
his treatment accordingly and that all 
parties needed to be alerted to Len-
ny’s high risk for relapse and over-
dose. Our treatment team felt that 
Lenny showed limited insight and 
that informing his IOP and probation 
staff was ethically the right thing to 
do. Nonetheless, this disclosure 
would be against his specific stated 
wishes. Although his probation offi-
cer was allowed to speak to any and 
all medical staff, could we legally call 
the probation officer against the pa-
tient’s specific instructions? Would 
notifying his substance IOP be a vio-
lation of consent? And would not no-
tifying all parties of Lenny’s recent 

overdose and near-death be consid-
ered a failure to provide appropriate 
care for him?

Before we took any action, we 
sought the advice of our risk manage-
ment department. They focused on 
the fact that in emergency situations, 
clinicians are allowed to speak to any 
provider and that the inpatient hospi-
tal should have contacted the sub-
stance IOP and probation officer after 
his most recent overdose admission. 
However, since the situation was no 
longer emergent, they recommended 
that we should not initiate contact, 
but could respond and share informa-
tion that would be in the best interest 
of the patient if the IOP reached out 
to us. They felt that the situation was 
similar for probation and that we 
should not initiate the call to Lenny’s 
probation officer. Our treatment team 
followed these specific recommenda-
tions. We did not reach out and in-

form the IOP or probation of Lenny’s 
most recent relapse and overdose and 
regrettably, no party ever reached out 
to us.

Thereafter, Lenny consistently re-
turned for his monthly appointments 
to receive his prescriptions for PO 
naltrexone and medications for BD. 
After five months, he informed us 
that he had complied with all re-
quirements of his outpatient sub-
stance program and that his proba-
tion had ended. He planned to attend 
Narcotic Anonymous meetings mov-
ing forward, and he agreed to pro-
vide random urine samples at our 
clinic. He also agreed to change to 
monthly injectable naltrexone, 
which we arranged to start at his next 
scheduled appointment two weeks 
later.

One week after this visit, Lenny 
presented to our hospital medical 
emergency department after injuring 

his hand while heavily intoxicated. 
His blood alcohol level on arrival was 
270 mg/dL, and his urine toxicology 
was positive for opiates and cocaine. 
He was discharged the same day with 
instructions to keep his follow-up ap-
pointment at our clinic the next week. 
Lenny did not show up for that ap-
pointment and did not respond to re-
peated phone calls and a letter over 
the ensuing days. He eventually left a 
message that he had found treatment 
elsewhere. He was never subsequent-
ly seen in our health system and was 
lost to follow-up.

Dr Constantino is Vice-Chair for 
Education and Clinical Associate 
Professor of Psychiatry in the 
Department of Psychiatry, Stony 
Brook University Medical Center, 
Stony Brook, NY. He reports no con-
flicts of interest concerning the sub-
ject matter of this article. ❒
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Dr Constantino has our gratitude and sincere 
respect for submitting his case, which is 
both real world and timely. Upon consult-

ing with many respected addiction psychiatrists 
to formulate my response, all of them added that 
they were grateful that these difficult issues were 
being raised for discussion. I must imagine that 
such cases will be seen with greater frequency, 
particularly as the specialty of addiction psychia-
try advances and substance use disorders tighten 
their grip on society. In my view, Dr Constanti-
no’s case is not so much a case about malprac-
tice, but an extremely rich case highlighting the 
ethical and legal duties of a practicing addiction 
psychiatrist.

There do not appear to be any clear deviations 
from the standard of care, nor are we made 
aware of any damages—effectively removing 
two of the four “Ds” that a plaintiff must prove 
in a malpractice case.1 Nevertheless, the learning 
value from this case is substantial. Dr Constan-
tino’s awkward quandary involved the frustrat-
ing dilemma between preserving a patient’s 
right to confidentiality and an ethical/clinical 
duty to act beneficently and preserve life. Yet, as 
with many clinical dilemmas, the resolution of-
ten lies along the path of engagement and dia-
logue with the patient.

All physicians are presumed to have some 
awareness of confidentiality, given that it is re-
quired by professional ethics, hospital policy, 
and federal and state law. The exceptions to con-
fidentiality are relatively small in number and 
include: medical emergencies, statutory report-
ing requirements (suspected child or elder 
abuse), and an individual state’s legal require-

ments regarding patients’ credible threats to 
third parties (Tarasoff statutes).

From a legal standpoint, actions for breaching 
confidentiality may include: breach of contract, 
breach of statutory duty and professional miscon-
duct. Confidentiality and privacy of psychiatric 
records is especially important in the field of ad-
diction psychiatry. In fact, this issue is stressed by 
federal law, which requires that documentation in 
addiction treatment be held to even higher stan-
dards of confidentiality than general psychiatric 
and medical encounters.2 According to the Amer-
ican Academy of Addiction Psychiatry (AAAP):³ 

. . .  [a] basic principle of confidentiality 
of personal health information is that, to 
the greatest extent possible, control of 
personal medical information should be 
in the hands of the patient. Nonetheless, 
when patients receive . . . substance use 
disorder services, their agreement to be-
gin treatment should include their writ-
ten consent that certain identifiable 
health information will be shared with 
other health professionals.

A major concern of patients and addiction 
psychiatrists is that failure to maintain strict con-
fidentiality in the setting of substance use treat-
ment can potentially result in a cascade of high-
ly adverse consequences.4 For example, it is not 
uncommon for disclosure of substance use treat-
ment to result in loss of employment and loss of 
child custody as well as discrimination by insur-
ers and other health care professionals. Of 
course, the possibilities of arrest and incarcera-
tion are ever-present. Unsurprisingly, such con-
cerns may lead individuals in need of treatment 
to avoid seeking the help they need, often until it 

is too late. Keeping this in mind, let us turn to Dr 
Constantino’s questions.

Although his probation officer was allowed to 
speak to any and all medical staff, could we 
legally call the probation officer against the 
patient’s specific instructions?
Based on the case description, the treatment 
team’s decision to not call the probation officer 
seems appropriate, as doing otherwise would be 
a violation of consent and breach of confidenti-
ality. It is recommended that psychiatrists obtain 
specific signed consents4

. . . for release of any personal health in-
formation to entities outside of the 
health-care delivery system, such as . . . 
judges, prosecutors, police or other legal 
investigators, or institutional or commu-
nity corrections officials, even in re-
sponse to subpoenas, as stipulated in 42 
CFR part 2.

Absent patient consent, requests for informa-
tion from law enforcement or other government 
agencies seeking information without patient 
consent should be denied. One exception to this 
may be a specific court order (per 42 CFR part 
2). However, such court orders are typically re-
served for patients who have been involved in 
serious crimes.

Addiction specialists know that parole and 
probation officers play a critical role in the lives 
of their patients. A positive relationship with a pa-
role officer can mean the difference between re-
cidivism and continued wellness in the commu-
nity.5 Because of their central role, it is important 
to have a clear understanding, from the beginning 
of treatment, about the precise conditions of pro-
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bation that were ordered by the court. A meeting 
with the probation officer may be helpful to estab-
lish rapport, ground rules, limits of confidentiality 
and to review any legal documentation from the 
court. A reliable understanding of the probation of-
ficers’ marching orders will put the treatment team 
in a better position to understand any concerns the 
probation officer may have, as well as what infor-
mation may be communicated between parties.

Would notifying his substance IOP be a viola-
tion of consent? And would not notifying all 
parties of Lenny’s recent overdose and near-
death be considered a failure to provide appro-
priate care for him?
Turning to Dr Constantino’s second and third ques-
tions regarding notifying the patient’s IOP and con-
cerns about providing appropriate care, it is noted 
that the patient refused to give consent to speak to 
his IOP substance use treatment center. From a 
clinical standpoint, effective coordination of care is 
assumed to be in the best interests of the patient. Yet 
in this case, it can be argued that the same legal re-
strictions apply to informing the patient’s IOP. This 
is highly unfortunate, but there appear to be at least 
two barriers. First, the patient refused to give con-
sent. Second, there is no mention that consent was 
legally applied by the court to the patient’s original 
terms of probation, which would allow for com-
munication of health information with the IOP and 
vice versa.

There are several important points to consider 
regarding this impasse. The AAAP4 notes that 
when patients opt to not allow health information 
to be shared among other providers, they

. . . should be educated about the implica-
tions for the quality of the health care ser-
vices they may receive, and thus the poten-
tial detriments to their own health care 
outcomes and health status, when they de-
cline to sign the consent.

Therefore, an open and serious discussion with the 
patient regarding the potentially life-threatening 
consequences of refusing to allow communication 
between mental health and substance use treatment 
providers should be undertaken and documented. 
However, the patient is noted to have poor insight 
into his dilemma and so we proceed to other options 
for now, while recognizing that improving insight 
will remain a continuing goal. Arguably, the ideal 
resolution occurs prior to implementation of any 
treatment plan and involves a clear agreement be-
tween the patient and the treatment team from the 
outset regarding coordination and communication 
of care with the IOP. The patient’s signed informed 
consent for communication with other health care 
providers is one of the goals of this discussion.

Some addiction specialists would advise going 
no further with a treatment agreement if the pa-
tient refuses to allow communication between key 
health care providers. In contrast, other addiction 
psychiatrists may view their ethical and clinical 
duty to the patient as transcending this impasse 
and would not refuse treatment to a patient who 
refused to give consent to communicate with other 

health care providers.
Finally, a third option involves investigating, 

with legal counsel, the possibility of returning to 
court to amend the patient’s probation conditions 
to allow for such communications. This last option 
would be less preferable, of course, to the patient 
agreeing with his treatment team to give consent. 
In other words, a solid and agreed upon plan from 
outset is superior to one that must confront repeat-
ed barriers to coordinated treatment. Nevertheless, 
there may be no simple or clear-cut answers, as 
obtaining consent in advance does not preclude a 
patient from later deciding to rescind consent.

What are some possible adverse outcomes if a 
psychiatrist decides (in good faith) that a duty to 
the patient necessitates contact with a key health 
care provider, despite the patient refusing to give 
consent? A medical malpractice suit brought forth 
by the patient for breach of confidentiality is one 
possibility. In such a case, the patient would need 
to show that the breach of confidentiality directly 
caused some untoward event (eg, loss of employ-
ment, loss of custody, psychological damages). 
Another possibility is that an aggrieved patient 
may lodge a formal complaint with the local med-
ical board, prompting a review and possible sanc-
tions.

Concluding remarks
This case highlights the growing importance of 
addiction psychiatry as well as appropriate legal 
arrangements from the outset of treatment to en-
sure proper coordination of care. Addiction psy-
chiatrists know well that substance use and crimi-
nal recidivism are irrevocably linked and that 
relapse prevention is necessary to prevent a return 
to jail or prison.6,7 For justice-involved individuals 
with substance use disorders, continued illicit 
drug use likely inhibits the ability to “mature out” 
of a criminal lifestyle in young adults.8 The stakes 
are extremely high for this population of patients. 
Release from prison is associated with significant 
mortality rates and a leading cause is drug over-
dose.9 The first two weeks after release appears to 
be a particularly vulnerable time of high risk for 
opioid overdose.

Dr Constantino is appropriately concerned about 
the challenge involved when a prolonged period 
without opioid use can simultaneously be a sign of 
recovery, as well as a risk factor for fatal overdose.10 
I would add that the patient’s focus on getting 
through his five months of probation and refusal of 
long acting naltrexone would reasonably make a 
treatment provider nervous.

Data show that extended-release naltrexone is 
associated with a decreased risk of overdose. 
Thus, naltrexone is currently an option for patients 
who decline or are unable to obtain opioid agonist 
treatment.11 This can become critical in that opioid 
use disorder treatment remains quite limited in US 
correctional facilities.12 Looking towards the fu-
ture, it is hoped that concerted efforts are made to 
implement programs across the criminal justice 
continuum to address this deadly public health is-
sue.13

Dr Constantino and his team sought consulta-
tion from their risk management department. This 

is always a sound decision that follows the dictum 
of Tom Gutheil, MD: “Never worry alone.” Fi-
nally, Dr Constantino’s team appeared to exert due 
diligence with repeated follow up calls and a letter. 
This is particularly important in that proper termi-
nation with patients involves such efforts, along 
with documentation that the efforts occurred and 
that some other potential providers in the commu-
nity were offered to the patient. In this case, a 
follow-up letter letting the patient know you are 
willing to arrange communication of important 
health care information with his new provider is 
ideal.

Competent and evidence-based substance use 
disorder treatment “is a more appropriate inter-
vention than incarceration for non-violent drug 
offenders,” and “non-violent drug offenders 
should be diverted to treatment programs while 
being monitored through intensive probation drug 
courts, or other means, instead of expensive and 
less effective incarceration.”14 Following incar-
ceration, treatment and monitoring should be 
available, and likely court mandated, for those on 
probation to prevent relapse, deadly overdose, and 
recidivism.
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Professor of Psychiatry at SUNY Upstate Medical 
University in Syracuse, NY. He is Editor in Chief 
Emeritus of Psychiatric Times (2010 to 2014). He re-
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matter of this article.

Acknowledgments—I would like to thank Professor Andrew J. 
Saxon, MD, Director, Center of Excellence in Substance Abuse 
Treatment and Education, University of Washington School of 
Medicine, for his helpful review and comments.

REFERENCES
1. Knoll J. Duty of care and informed consent. Psychiatric Times. March 
2019.
2. Code of Federal Regulations, Part 2, Chapter 42 (42 CFR Part 2).
3. Confidentiality of Patient Records and Protections Against Discrimina-
tion: A Joint Statement by American Society of Addiction Medicine, 
American Academy of Addiction Psychiatry, American Osteopathic 
Academy of Addiction Medicine and the Association for Medical Educa-
tion and Research in Substance Abuse. July 2018.
4. Dept. of Health and Human Services. Confidentiality of Substance Use 
Disorder Patient Records. 42 CFR Part 2; 2017: 82(11).
5. Chamberlain A, Gricius M, Wallace DM. Parolee-parole officer rapport: 
does it impact recidivism? Int J Off Ther Comp Crim. 2018;62:3581-3602.
6. Fearn NE, Vaughn MG, Nelson EJ, et al. Trends and correlates of sub-
stance use disorders among probationers and parolees in the United 
States 2002-2014. Drug Alcohol Depend. 2016;167:128-139.
7. Kopak A, Haugh S, Hoffman N. The entanglement between relapse 
and posttreatment criminal justice involvement. Am J Drug Alcohol 
Abuse. 2016;42:606-613.
8. Walters G. Does drug use inhibit crime deceleration or does crime in-
hibit drug use deceleration? A test of the reciprocal risk postulate of the 
worst of both worlds hypothesis. Subst Use Misuse. 2018;53:1681-1687.
9. Binswanger IA, Stern MF, Deyo RA, et al. Release from prison: a high 
risk of death for former inmates. N Eng J Med. 2007;356:157-165.
10. Babu K, Brent J, Juurlink D. Prevention of opioid overdose. N Engl J 
Med. 2019;380:2246-2255.
11. Friedmann PD, Wilson D, Hoskinson R Jr, et al. Initiation of extended 
release naltrexone (XR-NTX) for opioid use disorder prior to release from 
prison. J Subst Abuse Treat. 2018;85:45-48.
12. Csete J, Criminal justice barriers to treatment of opioid use disorders 
in the United States: the need for public health advocacy. Am J Public 
Health. 2019;109:419-422.
13. Brinkley-Rubinstein L,Zaller N, Martino S, et al. Criminal justice contin-
uum for opioid users at risk of overdose. Addict Behav. 2018;86:104-110.
14. American Academy of Addiction Psychiatry. Criminal Justice System 
and Substance Use Disorder Treatment Policy. May 2015. ❒

PSY0220_019-022-26_widge-mouch-constantino-knoll.indd   26 1/29/20   3:39 PM



PSY0220_027_NovitiumPharma.indd   27 1/29/20   8:31 AM



Psychosomatics
w w w.p s yc hia t r i c t ime s .c om

28

FEBRUARY 2020

PSYCHIATRY 20/20

» H. Steven Moffic, MD

I started writing regular blogs for 
Psychiatric Times about a decade 
ago. Blogs, by their very nature, 

seem to focus on a current event, al-
though I also tried to make them more 
timeless and personal. In fact, this was 
my internal guideline: try to make 
them timely, timeless, of interest to 
clinicians, and personal. Not personal 
in a narcissistic sense, hopefully, but 
in the assumption that what was of 
personal interest to me had to be of 
interest to at least some colleagues. 

Well, blogs on this website are no 
longer a regular entity. And, for now, 
the comment section is also gone. Yet, 
I recall some pretty contentious dis-
cussions. Whatever these articlses are 
now called, more than 170 of them 
have been published over the decade.

A 20/20 look at the 2010s
As we were approaching the 2020s, 
with a given catchy association to 
20/20 vision, I started to wonder what 
themes and memes were of particular 
interest to me, and how they evolved 
over the decade. I was not surprised 
when I saw that other publications 
were doing something similar. For 
example, on November 24, 2019, the 
New York Times posted “33 Ways to 
Remember the 2010s: A look back at 
what we watched, heard, read, liked, 
and shared.”1a 
Several had psychiatric 
implications and connections

  “Reality TV moved into the 
White House” (#2), evoked our 
poll on the last presidential race 
(and, President Trump was not 
even close to being ahead), as well 
as our poll on the Goldwater rule.

  “Me, Myself, and I” (#3), brought 
to mind some of the blogs that 
focused on insights I had about 
myself, such as my birth being 
connected to the Holocaust.

  “So many murders” (#26), which 
connected to guy culture in the 
perverse sense that most mass 

murderers are male, addressed 
somewhat on blogs on these 
tragedies.

  “#Me-Too changed everything” 
(#29), which reminded of our 
coverage on women’s issues.

  “Guy culture took center stage” 
(#32), which reminded me of a 
blog on fathers, sons, and the 
presidential election, as well as 
the psychological roles of fathers 
in general.

  “Spandex ruled everything 
around us” (#33), which brought 
to my mind a blog I once did on 
sex and climate change.

Although I tried to cover various 
social psychiatric topics, in a 20/20 
review I am not at all sure that our field 
made much progress.

Looking to the 2020s
Such lack of progress leads me to de-
clare: We need a decade of the social 
in the 2020s!

Why is that even more critical now? 
We have a rise in Islamophobia, Anti-
Semitism, and Xenophobia in general. 
We continue to have mass murders and 
no progress in gun control. We have 
escalating burnout in America, with 
the highest rates in physicians, both 
those treating humans and animals. 
We have the end of the decade societal 
decisions to increasingly legalize rec-
reational marijuana, even without ad-
equate research about biological and 
psychological effects. Given the so-
called Goldwater rule, we have the 
challenge and conundrum of how psy-
chiatrists can participate in the debate 
about the mental status of elected of-
ficials and their policies. And we now 
have the President’s impeachment. 
Has there been a psychiatrist who has 
not been asked: What do you think of 
President Trump?

Some psychiatrists feel we should 
stick to individual patient care and 
that our knowledge and skills do not 
generalize to society. On the other 
hand, and a stance that I would per-
sonally support, perhaps we need to 

consider a classification of social psy-
chopathology in addition to that of 
DSM on individual psychopathology.

There were other prominent themes 
and subjects of my coverage over the 
decade. One of them was annual eulo-
gies of psychiatrists, with special ex-
ceptions such as the actor Robin Wil-
liams and the neurologist Oliver Sacks. 
There were so many to honor, both the 
unknown and the well-known.

One escalating subject of attention 
has been climate change, although I 
have reframed that as the more psy-
chologically meaningful term of cli-
mate instability. The social impor-
tance of climate instability for the 
next decade and beyond is reflected 
in Time magazine’s choice of 16-year-
old Greta Thunberg for Person of the 
Year. Connecting the climate with the 
environment falls under the rubric of 
ecology. Given that, perhaps our bio-
psycho-social model not only needs 
to emphasize the social more but add 
a fourth component to become a bio-
psycho-social-eco model.

These blogs and articles reflect 
my own interests, though I try not to 
duplicate the focus of other Psychiat-
ric Times writers. This includes arti-
cles on the arts and humanities, that 
for some reason have received de-
creasing attention over the decade. 

Moreover, I have paid less atten-
tion to everyday clinical challenges. 
Perhaps that is a reflection of my re-
tirement. When I retired from clinical 
work in 2012, I wrote several articles 
about retirement, partially because it 
turned out that I suffered from psy-
chiatrist burnout without knowing it. 
Although I was quickly cured, it is 
crucial that the 2020s provide other 
ways to reduce and prevent burnout 
for all mental health care clinicians.

Gratitude and love
As I began this reflection right after 
the Thanksgiving holidays, I was re-
minded how thankful I was—and 
am—to many others for what turned 
out to be good as far as these writings 
go. There is Ron Pies, MD, an editor-
in-chief emeritus of Psychiatric 

Times, who asked me to be among the 
first bloggers for Psychiatric Times, 
as well as all the editors-in-chief who 
followed and di not kick me out. The 
Psychiatric Times staff editors, who 
improve everything I write and even 
conducted some podcasts with me.

Of course, thanks goes to you, our 
readers, even if I do not know who 
most of you are. Extra gratitude goes 
to those of you who have made your-
selves known, whether you agree or 
disagree with what I write.

As a member of the Editorial 
Board, we have taken on some very 
controversial topics not covered else-
where, including the landmark series 
Portrait of a Psychiatrist. This series 
should help reduce the stigma associ-
ated not only with psychiatric pa-
tients but ourselves as well.

One of my blogs was, “You Are 
What You Love.” I love psychiatry and 
Psychiatric Times. I am clearly still a 
psychiatrist despite retiring from clini-
cal and administrative work; some-
times I work harder than I did when I 
was not retired. I hope you feel that 
love, too. As I noted in another blog ti-
tled,  “Once a Psychiatrist, Always a 
Psychiatrist,” we are privileged to have 
insights about human nature that can 
potentially deepen all of our experi-
ences in life.

Conclusion
A recent article in the New England 
Journal of Medicine, “Medicine and 
the Mind: The Consequences of Psy-
chiatry’s Identity Crisis,” caused 
some controversy.2 Personally, I do 
not think we have an identity crisis. 
To paraphrase the poet Walt Whit-
man, we are composed of multitudes. 
We have the broadest mental health 
training of any professional disci-
pline. We are trained to be leaders. 
We are privileged to hear and are 
trusted with the darkest secrets of pa-
tients. Our availability for whatever 
is needed that is not addressed in the 
rest of medicine makes us invaluable 
to society, and I have no doubt will be 
even more so for the 2020s.
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The year 2020 brings both promis-
ing and disheartening news from 
the world of psychopharmacol-

ogy. The bottom line is that drug com-
panies are investing more to study 
psychiatric disorders, and there may 
be novel treatments in the near future. 

A great big beautiful tomor-
row
Leveraging a novel mechanism of ac-
tion, a new medication indicated for the 
treatment of psychosis is seeing suc-
cess in clinical trials. The compound in 
question, KarXT, is an oral coformula-
tion of xanomeline and trospium; it is 
being developed by Karuna.1

In the recent phase 2 trial, KarXT 
resulted in a statistically significant 
and clinically meaningful mean re-
duction in total Positive and Negative 
Syndrome Scale (PANSS) score 
compared with placebo.1,2 It also was 
well tolerated.

“The results of the phase 2 trial are 
impressive and encouraging because 
they indicate that KarXT, if approved, 
could represent a game-changing 
therapeutic advance in the treatment 
of patients with schizophrenia,” noted 
Jeffrey Lieberman, MD, chairman of 
the Department of Psychiatry at Co-
lumbia University’s College of Physi-
cians and Surgeons and a member of 
Karuna’s scientific advisory board. 
“The effectiveness of antipsychotics 
has been limited by the frequent and 
serious side effects of first- and sec-
ond-generation drugs, which are dif-
ficult for many patients to tolerate, are 
potentially harmful, and lead to high 

rates of discontinuation and relapse. . 
. In addtion to its novel mechanism of 
action, KarXT could be a new thera-
peutic option that has the potential to 
offer robust efficacy devoid of weight 
gain, metabolic effects and extrapyra-
midal side effects.”

Karuna is expected to conduct an 
end-of-phase 2 meeting with the 
FDA in 2020, with the initiation of a 
phase 3 trial by the end of the year.

Do not pass go
Meanwhile, the FDA did not smile 
favorably on Zimhi, the high-dose 
naloxone injection for the treatment 
of opioid overdose. The drug re-
ceived a Complete Response Letter 
to its New Drug Application stating 
that the FDA could not give approval 
in its present form.3

The FDA questioned the chemis-
try, manufacturing, and controls 
(CMC) data, but no other clinical 
safety or efficacy issues were raised. 
The efficacy data presented by Ada-
mis demonstrated that there were sig-
nificantly higher and more rapid lev-
els of naloxone in the blood with 
Zimhi than with similar interven-
tions. The company also has over-
dose models, which suggest that 
higher doses of naloxone have the 
potential for more rapid and success-
ful resuscitation when dealing with 
higher doses of fentanyl.4

“With a growing number of fatal 
overdoses as a result of more potent 
opioids like fentanyl, we believe there 

is an obvious need for higher dose 
forms of naloxone and we remain 
committed to bringing Zimhi to the 
market,” remarked Dennis J Carlo, 
PhD, president of Adamis Pharma-
ceuticals.5  “We believe the comments 
and recommendations stated in the 
CRL are manageable and pla n to 
fully cooperate with the FDA. We re-
main commited to this product and 
our mission to provide physicians and 

patients access to a higher dose of nal-
oxone. We will take the Agency’s sug-
gestion and request a meeting as soon 
as reasonably possible to discuss our 
plan to resubmit the NDA.”

When it rains, it pours
SAGE-217 also suffered a slight set-
back when a phase 3, multicenter, 
double-blind, randomized, placebo-
controlled study failed to reach its 
desired endpoint—statistically sig-
nificant reduction from baseline in the 
17-item Hamilton Rating Scale for 
Depression (HAM-D) total score as 
compared with placebo on day 15. 
The study examined efficacy of the 
compound for the treatment of adults 
(N = 581) with major depressive dis-
order, defined as The Montgomery–
Åsberg Depression Rating Scale 
(MADRS) total score of ≥32 and a 
HAM-D total score ≥2. SAGE-217 is 
an investigational oral neuroactive 
steroid (NAS) and a positive allosteric 
modulator (PAM) of γ-aminobutyric 
acid A (GABAA) receptor.6,7

Initial data from the study were 
promising. The drug was relatively 
well tolerated; 54.2% of patients ex-
perienced serious adverse events 
compared with 48.9% of patients in 
the control group. Moreover, patients 
who received once daily 30 mg of 
SAGE-217 achieved statistically sig-
nificant reductions in the HAM-D 
total score at days 3, 8, and 12 (P < 
.018). At day 15, patients improved 
12.6 points on HAM-D while pa-
tients in the control arm achieved an 
11.2-point improvement; there was 
no statistical significance with pla-
cebo (P = .115).

Sage-217 also shows promise for 
postpartum depression (PPD), with 
positive results from a phase 3 study. 
The company plans another phase 3 
study in MDD, with an estimate 
completion date of spring 2021.

“These study results reinforce that 
we have an active drug with safety 
data that are consistent with the two 
earlier pivotal trials in MDD and 
PPD,” Steve Kanes, MD, PhD, chief 
medical officer at Sage, said in a press 
statement.6 “As a designated break-
through therapy, we are evaluating the 
path forward to more fully inform a 
potentially expedited pathway to ap-
proval, and any amendments we 
might consider to the ongoing 
SAGE-217 pivotal program.”

Big push for Alzheimer 
Back to some good news—two new 
agents to address Alzheimer disease 
have made strides in their clinical 
trials to move toward FDA approval.

Troriluzole, an oral, once-daily 
tablet that modulates glutamate, is 
being evaluated as a symptomatic 
treatment for mild-to-moderate Al-
zheimer disease.8 In December, the 
company announced the successful 
completion of a pre-planned interim 
futility analysis for the T2 Protect 
AD study. Led by the Alzheimer’s 
Disease Cooperative Study 
(ADCS) at the University of 

“KarXT, if approved, could represent a 
game-changing therapeutic advance in the 

treatment of schizophrenia.”

The New Year Brings 
Good News, Bad News
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California San Diego School of Med-
icine, the study is an ongoing phase 
2/3 clinical trial. To move forward, 
the drug had to show greater benefit 
than placebo on cognitive function as 
measured by the Alzheimer’s Dis-
ease Assessment Scale-Cognitive 
Subscale (ADAS-cog) or hippocam-
pal volume as assessed by magnetic 
resonance imaging at 26 weeks.

Similarly, aducanumab, an anti-
body designed to target fibrils for re-
moval, is also moving closer to sub-
mission for FDA approval, with the 
company hoping to move forward in 
2020.9 In early studies, it was shown 
to clear amyloid from the brain. How-
ever, preliminary data in phase 3 trials 
suggested that the drug would not 
prove superior to placebo in slowing 
symptoms and underlying brain indi-
cations of disease, and the study was 
stopped.

But the winds are changing; in 
October, a new data analysis of the 
aducanumab study showed 30% less 
co cognitive decline in those receiv-

ing the highest dose of 10 mg per 
kilogram body weight than with pla-
cebo; brain scans also showed that 
participants had less tau and amyloid 
compared with their placebo coun-
terparts.

There are mixed reactions on the 
aducanumab front, as scientists are 
curious about the specific data. Spe-
cifically, there are concerns about 
two complicating factors in the cur-
rent analysis: the study ended early 
and the dosing was increased mid-
way through the trial.

Still, clinicians have hope that 
both treatments will move along in 
trials and eventually there will be 
new options to help patients. Rebecca 
Edelmayer, director of scientific en-
gagement for the Alzheimer’s Asso-
ciation in Chicago, said aducanumab 
represents “an important moment for 
the Alzheimer’s field,” and could 
have a “huge impact for patients and 
their caregivers.”9

Similarly, Howard Feldman, MD, 
Director of the ADCS and Professor 

of Neurosciences at the University of 
California San Diego School of Med-
icine and principal investigator of the 
study, noted, “Given the tremendous 
burden of Alzheimer’s disease on pa-
tients and families, as well as public 
health, it is imperative that we rapid-
ly and efficiently study promising 
new treatments such as troriluzole.”8
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» James L. Knoll IV, MD and 
Ronald W. Pies, MD

I n the wake of the horrific mass 
public shootings in 2019, the pub-
lic dialogue turned to focus more 

squarely on mental illness. Many are 
unable to fathom how a human being 
could commit such acts without be-
ing under the influence of some pow-
erful “alien” force.

An example of a question posed to 
us by the media was: “Psychiatrists 
say that violence and mass killing are 
not closely linked to mental illness. 
But can we agree that shooting 20 
strangers more or less at random is 
not normal, rational behavior? So, if 
it’s not mental illness, what is it?” 
Although we typically do not enter-
tain media queries in the wake of 
these tragedies, this question sug-
gested to us an opportunity to begin a 
more reasonable and open public di-
alogue about:

  What psychiatrists consider a mental 
disorder—and what they do not;

  How people with and without a 

mental disorder may be capable 
of cruel, violent behavior; and

  The strengths and limitations of 
psychiatry in terms of preventing 
mass violence.

Clarifying mental illness
We understand why questions about 
mental illness often arise in the wake 
of horrific acts of targeted violence. 
When a violent, sadistic, or bizarre act 
is carried out, there is a certain com-
fort obtained by distancing ourselves 
from the perpetrator. The perpetrator 
may be easily dismissed as deranged 
or out of his mind. Some may use la-
bels that seem psychiatrically official, 
such as delusional, or psychotic to 
give emphasis to the appearance of 
certainty. In this way, we protect our-
selves from the disturbing notion that, 
given different circumstances, the 
horrific act might have been carried 
out by one of our own children, 
friends, or neighbors. We understand 
all of this, and with empathy. But the 
time for seeking the comfort of an in-
tellectual short cut is long past. 

We accept the criticism leveled at 
psychiatry that we have not done 
enough to clarify the boundaries of 
mental illness. In our defense, it is a 
Promethean task of unimaginable 
complexity. Even the US Supreme 
Court has acknowledged this in a case 
dealing with the insanity defense. The 
Court warned about the potential of 
mental-disease evidence to “suggest 
that a defendant suffering from a rec-
ognized mental disease lacks cogni-
tive, moral, volitional, or other capac-
ity, when that may not be a sound 
conclusion at all.”1 Where boundaries 
are uncertain, it is important to mini-
mize misunderstanding and be aware 
of limitations. The concept of mental 
disorder, like many other concepts in 
medicine and science, lacks a consis-
tent operational definition that covers 
all situations.2 Keep in mind that even 
pathologists may disagree, for exam-
ple, on whether a tissue sample repre-
sents true malignancy, or merely atyp-
ical cells.

Socially deviant behavior
To answer the media’s question en 

pointe immediately confronts us with 
a problem of definitions. We do not 
know the meaning or denotation uti-
lized by the media or public when us-
ing the term mental illness, and thus 
we begin speaking past or around 
each other. Do they mean a formally 
recognized mental disorder specified 
in DSM-5? Or are they simply refer-
ring to a shocking act of cruel vio-
lence? If it is being used to mean the 
latter, or refers to socially deviant 
behavior (eg, violent revenge, sexual 
assault, ideologically driven hate) 
and/or conflicts that are primarily be-
tween the individual and society—
this would not be considered a men-
tal disorder by formal psychiatric 
standards.3

Forensic psychiatrists and others 
who study criminal behavior quickly 
learn in their training that it is a mis-
take to assume a particular crime 
flowed from a mental illness, simply 
because it was horrific, deviant or bi-
zarre. In other words, the heinous 
nature of a crime does not necessarily 
entail mental illness—but the pull to 
assume so is often very strong.

It may be more comforting to be-
lieve that some “disease of the mind” 
took over and caused someone to 
commit an unspeakable act than to 
recognize that sane persons are quite 
capable of violent and sadistic behav-
ior. Sadly, the ancient problem of 

Cruel, Immoral Behavior  
Is Not Mental Illness
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homo sapiens choosing to act in a 
supremely selfish and violent manner 
has always been with us. Do we ad-
vance our understanding by labeling 
such behavior mental illness, and 
calling for greater scrutiny of men-
tally troubled individuals? As psy-
chiatrists, we think not, even as we 
acknowledge the problem of untreat-
ed psychiatric illness.

Another way of posing the ques-
tion is to ask: Does immoral, callous, 
cruel, and supremely selfish behav-
iors constitute a mental illness? Such 
socially deviant traits appear in those 
with and without mental illness and 
are widespread in the general popu-
lation. Are there perpetrators who 
suffer from a genuine psychotic dis-
order who remain mentally orga-
nized enough to carry out these at-
tacks? Of course, but they are a 
minority. To further complicate mat-
ters, psychotic individuals can also 
commit violent acts that were moti-
vated by base emotions (resentment, 
selfishness, etc), while their psychot-
ic symptoms may be peripheral or 
merely coincidental.4

It bears repeating that reliable, 
clinically based data or complete 
psychological autopsies on perpetra-
tors of mass public shootings are 
very difficult to obtain. That said, 
some of the best available research 
on mass public shooters indicates 
that they often display “rigidness, 
hostility, or extreme self-centered-
ness.”5 A recent FBI study found that 
only 25% of mass shooters had ever 
had a mental illness diagnosis, and 
only 3 of these individuals had a di-
agnosis of a psychotic disorder. The 
FBI’s cautionary statement in this 
report is incisive.

. . . formally diagnosed men-
tal illness is not a very specif-
ic predictor of violence of any 
type, let alone targeted vio-
lence. . . . declarations that 
all active shooters must sim-
ply be mentally ill are mis-
leading and unhelpful.6

An impossible diagnosis
Psychiatric and mental health treat-
ment has its limits and is not tradi-
tionally designed to detect and un-
cover budding violent extremists. It 

is designed to work together with in-
dividuals who are invested in their 
own mental health and seek to in-
crease their own degrees of freedom 
in life in a pro-social manner. This is 
why calls for more mental health 
laws or alterations in civil commit-
ment laws are likely to be low-yield 
at best, with respect to preventing 
mass killing—and stagnating to 
mental health progress at worst.

Even if psychiatrists were to create 
a dubious diagnosis called Mass 
Shooting Disorder (MSD), it would 
be utterly useless. The diagnostic cri-
teria for MSD would be so broad and 
nonspecific that diagnosing would be 
meaningless. Similarly, profiling does 
not work for this population. The pro-
files are too non-specific and lead to 
so many false positives that it is a 
pointless endeavor. As chair of a 
School Safety Task Force’s Threat As-
sessment Committee, one of us (JLK) 
can attest to the fact that thousands of 
young people each day “fit the pro-
file.”7 Furthermore, there are no diag-
nostic criteria that would allow one to 
reliably flag an individual. Factors 
such as poor stress tolerance, impulse 
control problems, substance abuse, 
hopelessness, desperation, and social 
isolation also occur in those without 
mental illness diagnoses.

Conclusion
It is highly unsatisfying to entertain 
the notion that severe selfishness, re-
sentment, and desire for infamy are 
simply a part of the broad range of 
human nature. But such traits have 
been with us since the dawn of our 
species. This type of psychological 
turmoil might possibly be helped by 
mental health professionals, but only 
with engagement and dedication on 
the part of a patient. Coerced, threat-
ened, or unengaged individuals tend 
to make very poor patients.

We do not wish to deny what our 
colleague, Dr E. Fuller Torrey8 and 
others have rightly pointed out, that 
“. . . without treatment, some seri-
ously mentally ill people are at great-
er risk for violent behavior than the 
general population.” Dr Torrey ar-
gued that, “For those who are seri-
ously mentally ill but who, because 
of their brain disease, are unaware of 
their illness and refuse treatment, it is 
sometimes necessary to require them 
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to accept treatment as a condition for 
living in the community.”8

Nor are we claiming that psychosis 
and serious mental illness play no role 
at all in mass shootings. If we had ac-
cess to adequate, pre-shooting, clinical 
and forensic data, we might find that 
some individuals who go on to become 
mass shooters do indeed suffer from 
serious mental illness, or experience 
psychotic symptoms. Although, im-
portantly, this would not prove that the 
crime itself issued directly from psy-
chosis, rather than from the usual mo-
tives such as resentment, vengeance, 
and a desire for infamy.

Dr Knoll is Director of Forensic Psychiatry 
and Professor of Psychiatry at SUNY 
Upstate Medical University in Syracuse, 
NY. He is Editor in Chief Emeritus of 
Psychiatric Times (2010 to 2014). Dr Pies 
is Professor in the psychiatry depart-
ments of SUNY Upstate Medical 
University, Syracuse, NY and Tufts 

University School of Medicine, Boston. He 
is Editor in Chief Emeritus of Psychiatric 
Times (2007 to 2010). The authors report 
no conflicts of interest concerning the 
subject matter of this article.
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“A recent FBI study found that only 25% 
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The Non-Binary Story and the Rescue 
of Self: Healing Stories of the Third Kind
» Lawrence H. Climo, MD

T he topic of sex has been much in 
the news, the issues ranging 
from abuse, bias, identity, and 

rights, to trafficking. The fact that 
people take sides with passion is not 
news.

What is news, at least to me, is that 
ever since the Straight Pride Parade 
in Boston last August 31st and the 
following news report—that counter-
protesters outnumbered marchers; 
protesters were arrested on charges 
of disorderly conduct and resisting 
arrest; four police officers were in-
jured; prosecutors asked the judge to 
dismiss the charges; the judge insist-
ed they press forward with the charg-
es; and pushback against such—I 
have found that positions and sides 
on sex-related matters are no longer 
predictable, let alone familiar, at least 
for me.1

It was in this context of contro-
versy, unclear boundaries, and curi-
ous optics, that I found myself drawn 
to—and puzzled by—a totally unre-
lated news article having to do with  
sexuality: an op-ed interview with 
Camille Paglia.2 Paglia, a controver-
sial professor of humanities and me-
dia studies at the University of the 
Arts in Philadelphia, is the author of 
Sexual Personae: Art and Decadence 
from Nefertiti to Emily Dickinson; 
the book is about the roles of men and 
women in Western civilization. In the 
interview, Professor Paglia revealed 
that she never, not for a moment, felt 
like a woman. She had never felt like 
a man either, and she called this life-
long reality her radical gender dys-
phoria. I had never heard of such a 
thing. So here I was, once again, try-
ing to process a news story that com-
bined an issue of sexuality, contro-
versy, and unclear boundaries. I 
looked up the meaning of her words 
and found another term for this: non-

binary.
I was well acquainted with the 

meanings of lesbian, gay, bisexual, 
and transgender. These were all vari-
ations of a binary gender. I got that. 
People were, by virtue of either gen-
italia or feelings, either male or fe-
male, one gender or the other. A per-
son born with features of both, the 
so-called intersex (formerly her-
maphrodite), had a congenital condi-
tion wherein anatomy and genes did 
not match the definitions for bodies 
of males and females. I knew all this, 
too. The non-binary person was a to-
tal unknown, but I became informed. 
A non-binary is someone who feels 
that they are neither male nor female 
or a little of both, in which case they 
might move comfortably back and 
forth between the two identities.

To my knowledge, I had never en-
countered such a person. This led to 
my next question: What would I say 
if I were introduced to a non-binary 
person? What would I say after, 
“Hello”? Answer: I would look for 
common ground, of course, a topic 
that would bring us together. But, 
there was a problem. I knew in my 
gut that such an effort would invari-
ably incorporate an irresistible albeit 
surreptitious effort on my part to spot 
visual indicators of original gender 
or try hard not to do so. Looking for 
common ground became too burden-
some, especially given that the two 
people already viewed the other as—
at least in one sense, a dominating 
sense—alien. And as much as I might 
want to know their story, I knew this, 
too, was a non-starter.

As a psychiatrist, leading off an 
introduction to a stranger with “tell 
me your story,” would feel demean-
ing to both of us. It would be as if I 
was looking at that person as a pa-
tient because I was either too anxious 
or too flustered as a psychiatrist to 
have a normal conversation; I felt I 
had to play therapist in my despera-

tion (which was probably not far 
from the truth).

Anxious for at least some guiding 
insight into what this alien-to-me 
non-binary experience might be like, 
I went online. I looked for and found 
interviews with non-binary people 
that highlighted features of their ex-
perience.3 I read about knots in the 
stomach in childhood when expected 
to look and behave like a boy or girl 
and dismay over body changes at pu-
berty. I read about anxiety associated 
with feeling stuck with a label of boy 

or girl and discomfort with expecta-
tions and social rules of gender.

There was much variety in these 
experiences but there was one com-
mon thread—a sense of genuineness 
and completion, a liberation of one’s 
self that came with the label non-bi-
nary. Those descriptive words caught 
my attention because this was the 
language of healing, the language of 
my profession.

My perspective immediately re-
aligned. My notion of looking for 
common ground in any conversation, 
I could see now, would likely be inef-
fective and unappreciated. It could 
even be offensive. Identity shifting, 
like shape-shifting (or just being dif-
ferent), as I now understand it, is for 
some actually an asset. The non-bi-
nary identity can be a matter of pride. 
Pain and embarrassment, with this 
name, may have long ago been re-
placed by a proud dignity, according 
to the disclosures I read.

My new perspective centered 
around this revelation that, for the 
non-binary person, that name or title 

alone can stimulate such a positive 
sense of self that any prior sense of 
self as estranged, ill-fitting, embar-
rassing, problematic, or frightening 
is effectively deleted. That former 
sense of self as alien, incomplete, and 
trapped had been transformed and 
self-rescued. One’s self was now 
something to be celebrated, not con-
tained or disguised.

So what I would say if were intro-
duced to a non-binary person? What 
mattered now would not be what I 
might show, say, or do. It would be 

what I felt—respect, not just for their 
humanity but for what I have come to 
see as a single-handed rescue of a lost 
self by a determined first responder.

Which brings me to this final ob-
servation. Maybe my hypothetical 
first conversation with a non-binary 
person would not be so different after 
all. One of us would be feeling ner-
vous and the other certain. A phe-
nomenon not unfamiliar to a psychia-
trist; only here the roles would be 
reversed.

Dr Climo is the author of Psychiatrist 
on the Road: Encounters in Healing 
and Healthcare, an account of his 
Locum Tenens experience.
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The toll is staggering: decimated 
forests, air pollution, people being 
evacuated, and approximately a billion 
animals dead so far. The accumulating 
tragedies have shaken us. If you have 
any love of animals, and of course we 
humans are animals too, who cannot be 
heartbroken by the images of wildlife 
loss; attempts to rescue the koalas, kan-
garoos, and wallabies are heroic yet 
heartbreaking.

Whose heart would not be racing 
when fire tornadoes are in sight? If 
you saw the old movie On the Beach, 
how can you not be reminded of the 
Australian beach where the world as 
we know it was ending after a nuclear 
disaster? Perhaps that movie played a 
role in the world not having a nuclear 
disaster (yet). Will the images of refu-
gees on the Australian coast contribute 
to reducing climate instability?

Solastalgia
At this point, Australia is Ground Zero 
for climate instability and its conse-
quent mental health repercussions. 
More than a decade ago, Glenn Al-
brecht, an Australian philosopher 
coined the word, solastalgia, a new 
psychiatric syndrome—distress 
caused by environmental change.1 At 
that time Albrecht was not referring to 
fires, but to the despoiling of beloved 
environments by coal mines. Solastal-
gia will likely increase globally, as 
well as posttraumatic stress disorder, 
depression, and ecological grief, ne-
cessitating the availability of more 
therapeutic services.

Australia can seem a world away 
from America. As such, it is easier to 
ignore and deny what is happening 
there, while we are in the cold of win-
ter. Australian psychiatrists, howev-
er, are actively engaged in confront-
ing climate change and its impact on 
mental health.

In his keynote address at the Roy-
al Australia and New Zealand Col-
lege of Psychiatrists (RANZCP) 
Congress this past May, Professor 
Ernest Hunter called for psychiatrists 
to speak out on climate change.2 In 
December of 2019, the RANZCP 
published their concerns in “State-
ment on Climate Change and Mental 
Health.” This statement was soon fol-
lowed by another for 2020, “Position 
Statement 35: Addressing the Mental 
Health Impacts of National Disasters 
and Climate-Related Weather 
Events.” The organization empha-
sized the important role psychiatrists 
play in disaster planning and respon-
siveness, not only acutely but as an 
ongoing endeavour.

Professor Helen Berry at the Uni-
versity of Sydney School of Public 
Health is an expert in climate change 
and mental illness. In an article writ-
ten in 2018, Berry and colleagues3 
discuss the limitations of current 
thinking about climate change and 
mental health. They conclude that a 
systems approach and a new style of 
research leadership is essential: 

“Systems thinking, which describes 
the big picture as well as the detail, 
can be used to help drive ideas to-
wards the radical action needed.”

The US-Australia connection
The US and Australia were connect-
ed to Great Britain in our mutual ear-
ly development. During colonization, 
native populations, who lived as 
stewards of the land, were displaced 
and discriminated against. Both 
countries are large and have vast nat-
ural resources, but many of them 
have been mismanaged through the 
ages, resulting in the release of too 
much carbon. Now both the US and 
Australia are confronted with fierce 
fires exacerbated by rampant drought 
that is only one of the consequences 
of climate change.

Australia’s current political envi-
ronment is similar to that of the US. 
Australia’s leader continually em-
phasizes that coal is king, even as the 
carbon released from coal contrib-
utes to Australia burning.4

Since summer has just begun in 
Australia, more fires are expected. 
American firefighters have joined the 
fight; they received a standing ovation 
at the airport. (Previously, Australian 
firefighters helped in California.) 

Millions of animals have been lost to 
the fires. Many more are hurt, lost, aban-
doned. Worldwide, people are sending 
aid to help the animals—crafting guilds 
are sewing pouches and nests and the 
American Veterinary Medical Associa-
tion (AMVA) is donating funds to Aus-
tralian veterinarians.

Psychiatric burnout
Australia and America share another 
social problem: psychiatric burnout. 
When I was asked to join the newly 
formed American Psychiatric Asso-
ciation Workgroup on Psychiatrist 
Wellness and Burnout a few years 
ago, I looked into what Australia was 
doing about psychiatrist burnout. I 
found the “Top 5 Self-Care Tips for 

Psychiatr is ts ,”  produced by 
RANZCP. Akin to problems psychi-
atrists in the US face, the article, 
“Overburdened Psychiatrists Aban-
don ‘Broken’ Public System” pub-
lished in The Sydney Morning Herald 
by Kate Aubusson discusses the rea-
sons Australian psychiatrists are 
leaving for private practice in droves.

As I wrote in a January 24, 2017 

article (“What Do Climate Change 
and Physician Burnout Have in Com-
mon?”) for Psychiatric Times, I be-
lieve the underlying cause of many 
problems in both countries appears to 
be related to capitalism run amok. 
Some corporations dominate health 
care, others are leading contributors to 
environmental pollution—resulting in 
burnout and environmental cirses. 
Now, we can add the destruction of 
animal habitats to the climate and 
burnout crises.5

Recommendations
What, then, is important for Austra-
lian and American psychiatrists to 
learn from each other?

We must continue to understand 
and define the numerous psychiatric 
consequences of both physician 
burnout and the psychological scars 
that result from the many tragic con-
sequences of climate change.

1 We need to institutionalize 
climate and psychiatry in our 

guild organizations and ideally 
recognize climate psychiatry as a 
formal entity in the psychiatric 
nomenclature.

2 We need knowledgeable faculty 
in the departments of psychiatry 

who are able to teach climate 
psychiatry.

3 We need to collaborate with 
veterinarians because the dangers 

of climate instability and burnout 
apply to all animals, not just humans.

4 We need to lobby for increased 
attention and funding to educate 

all countries about the human, 
animal, plant, ecological, political, 
cultural, and global effects of 
continued climate change that is 
leading to the point of no return, at 
which point our efforts to stop and 
reverse the progression of climate 
trends will be ineffective.

5 We need to learn more from our 
indigenous populations, 

including the small numbers of 

aboriginal or native American 
psychiatrists and their traditions of 
being stewards for the land.

6 We need to consider ways 
American psychiatrists can help 

Australian psychiatrists in the 
current crisis.

7 American psychiatrists need to 
understand what Australian 

psychiatry regrets not doing so that we 
can avoid making the same mistakes.

8 We need a unique Australian/
American psychiatric working 

coalition that focuses on the 
intersecting triad of climate, 
burnout, and animals that conducts 
virtually meetings to minimize the 
carbon effects of long flights!6

Because climate instability is a 
global challenge, America and Aus-
tralia, on different sides of the world, 
can model how global partnerships 
can work. As the poet Warsan Shire 
wrote at the end of the poem What 
They Did Yesterday Afternoon7:

 . . . later that night 
I held an atlas in my lap 
ran my fingers across the 
whole 
world 
and whispered 
where does it hurt? 
it answered 
everywhere 
everywhere 
everywhere

Dr Moffic is an editorial board mem-
ber and regular contributor to 
Psychiatric Times. He was a tenured 
Professor at the Medical College of 
Wisconsin until he retired in 2012. 
Since then he has functioned as a pri-
vate community psychiatrist provid-
ing pro bono services locally, national-
ly, and internationally. Currently, he is 
focused on four major advocacy ini-
tiatives: physician burnout, climate in-
stability, Islamophobia, and anti-Sem-
itism. He is co-editor of Combating 
Physician Burnout: A Guide for 
Psychiatrists, with Richard F. Summers 
and Sheila Loboprabhu.
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I feel like the world is ending,  
that’s what I think. IT’S SCARY.
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acts of violence, hate crimes, and do-
mestic terrorism. Components of the 
RESPONSE Act include:
  Expanding mental health crisis 

teams;

  Improving coordination between 
mental health providers and law 
enforcement;

  Granting law enforcement “access 
to information about potential 
threats—particularly those made 
online;”

An expected mix of  
advocacy group reactions
The proposed legislation sparked in-
tense reactions from numerous advo-
cacy groups in the realms of health 
care, civil rights, law enforcement, 
and privacy. In fact, more than 20 dif-
ferent organizations have mobilized 
as the Coalition for Smart Safety to 
voice their concerns regarding the 
RESPONSE Act. This coalition in-
cludes the Bazelon Center for Mental 
Health Law, the National Disability 
Rights Network, the American Asso-
ciation of People with Disabilities, 
the Disability Rights Education and 
Defense Fund, and the National As-
sociation for Rural Mental Health. 
 However, not all mental health 
organizations view the bill negative-
ly. Major advocates of the bill include 
the National Council for Behavioral 
Health, the National Alliance on 
Mental Illness, and the Treatment 
Advocacy Center.

Same reasoning, different 
conclusions
The coalition’s concern, outlined in 
their letter to the Senator, takes issue 
with gun violence legislation that tar-
gets the mentally ill.

While we applaud the recog-
nition that the federal gov-
ernment has a role to play in 
addressing the grave and 
complex issues surrounding 
mass violence, the under-
signed oppose legislation that 
links efforts to reduce mass 
violence with mental health 
reforms. There is a need to 
expand and improve commu-
nity mental health services, 
but legislation to address 
those issues should be sepa-
rated from legislation to ad-
dress gun violence; the two 
are not connected. The evi-
dence has clearly and con-
sistently shown that mental 
health disabilities are not 

predictors of gun violence.1 
We are concerned that, by fo-
cusing on mental health re-
forms, the RESPONSE Act 
will do little to limit future 
instances of mass violence, 
and will instead fuel preju-
dice, fear, and marginaliza-
tion of individuals with men-
tal health disabilities. It may 
also lead many people to 
avoid seeking needed services.

The letter goes on to read:

Studies have repeatedly 
shown that people with disa-
bilities, including mental 
health disabilities, are far 
more likely to be victims of 
gun violence than perpetra-
tors.2 In fact, recent studies 
demonstrate that only 4% of 

gun violence is committed by 
people with mental health 
disabilities.1

The National Council for Behavior-
al Health recognizes that people with 
mental illness are rarely violent perpe-
trators. According to Dr Joe Parks, 
Medical Director of the National 
Council, “People who perpetrate mass 
violence have a rate of mental illness 
that’s only slightly greater than the 
general population, and it’s unclear 
there is a causal effect.” Parks is more 
aware of this than most people. He re-
cently spearheaded the National Coun-
cil’s Medical Directors Institute report 
Mass Violence in America. The report 
included a wide panel of experts rang-
ing from psychiatry, psychology, law 
enforcement, related researchers, and 
select court judges. “We do, of course, 
always think it’s good to increase ac-
cess to treatment for mental illness cri-
sis services,” Parks continued.

One reason some mental health or-
ganizations protest the bill while oth-
ers support it is AOT’s potential role 
in preventing gun violence. The coa-
lition’s letter makes their stance very 
clear: “Repeated studies have shown 
no evidence that mandating outpa-
tient treatment through court is effec-
tive,” they wrote. Nonetheless, the 
National Council’s support for the bill 
doesn’t center around AOT expan-

sion. “I don’t really have a strong 
opinion one way or the other about 
the availability of [AOT],” says Parks.

Reyna Taylor, Vice President of 
Public Policy for the National Coun-
cil, says their support for the RE-
SPONSE Act centers around the Cri-
sis Stabilization and Community 
Reentrance program. “In that section 
of the act, they actually specify the 
need to connect people to communi-
ty- based mental health clinics,” says 
Taylor. “So instead of talking once a 
person has reached the point of crisis, 
we need to talk about how to get peo-
ple care so they don’t enter crisis.”

Indeed, the National Council does 
not believe AOT’s availability is the 
issue when there is a lack of service 
networks to order individuals into. 
“Which is why our major recommen-
dation is expansion and extension of 
Certified Community Behavioral 

Health Centers (CCBHCs),” says 
Parks. According to Parks, CCBHCs 
have increased access by 25% in ar-
eas where they have been implement-
ed. They operate 24/7, cover a full 
range of treatment services (eg, men-
tal health, substance abuse), and are 
required to take everybody regardless 
of their insurance—or lack thereof.

Surprisingly, opponents of the bill 
also emphasized a need for communi-
ty-based treatment, writing that “alter-
native community-based mental health 
treatment” would serve the mentally ill 
better than current AOT programs.

The difference in support lies in the 
potential role of AOT. While the Na-
tional Council supports the bill, they do 
so because it calls for communi-
ty-based treatment, which Parks says is 
a crucial step if AOT is to be imple-
mented: “There’s no point in increas-
ing the mechanisms [of AOT] when 
what you’re ordering them into isn’t 
promptly available . . . In fact, many of 
them probably wouldn’t need to be or-
dered if the [patient] could have gotten 
prompt access to treatment initially.”

The bill’s push for a CCBHC mod-
el may also change the way psychia-
trists get paid. “Seventy percent of our 
members . . . reported losing money 
on psychiatry because the rates were 
too low,” says Parks. “Well, certified 
community behavioral health centers 
fix that because their rates are set 

based on their individual agency costs 
of providing care.” This prevents pay-
ment rates for psychiatrists from be-
ing lower than the actual cost of pro-
viding care. CCBHCs are able to offer 
salaries that are competitive with local 
insurance plans and the cash market. 
“Which for psychiatrists, 40% are in 
the cash market. You have to offer 
competitive rates to get access.”

Something to consider
To be sure, the coalition’s letter ad-
dresses several concerns outside of 
the legislation’s mental health com-
ponent—disagreements with student 
surveillance, suggested protocol for 
educators to report suspicious behav-
ior, and the like. Such reasons are 
why civil rights-focused organiza-
tions including the National Council 
on Independent Living and the Con-
necticut Legal Rights Project have 
joined the coalition.

But the bill’s mental health com-
ponent—Part 00: Crisis Stabilization 
and Community Reentry Program 
starting at Sec. 3101—shares some 
health care reform goals mentioned 
in the letter of concern. Supporters 
and opponents alike advocate for 
community-based treatment. The 
disagreement is how communi-
ty-based health care reform should 
come about. The coalition believes 
mental health reform should be sepa-
rate from gun violence legislation.

As of now, the bill has not passed 
the Senate. Likewise, the Protecting 
Communities and Preserving the 
Second Amendment bill introduced 
on May 16 by Senator Chuck Grass-
ley (R-IA) and Senator Ted Cruz 
(R-TX) has not passed. This gun vio-
lence bill also focuses on targeting 
mentally ill individuals. However, 
the Helping Families in Mental 
Health Crisis Act of 2016, an updated 
version of the same bill introduced in 
2013 following the Sandy Hook 
shooting, was passed. This bill in-
cludes numerous similarities to the 
RESPONSE Act’s mental health 
component, including increased ac-
cess to mental health treatment, fund-
ing, and expansion of AOT programs.

Ali Shana is a freelance writer. He is 
currently studying clinical mental 
health counseling at the University of 
Milwaukee, WI. He reports on rehabili-
tation, drug policy reform, and health 
care issues.
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“The coalition believes mental health 
reform should be separate from gun 

violence legislation.”
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I
ntimate partner violence (IPV), is described as 
abuse occurring within the context of an inti-
mate relationship, including physical, sexual, 
and psychological harm as well as economic, 

legal, or other forms of coercion. While the term 
domestic violence (DV) is often colloquially used 
interchangeably with IPV, DV can encompass a 
larger scope of family violence, including child 
abuse. The Centers for Disease Control and Pre-
vention (CDC) defines IPV as: “physical violence, 
sexual violence, stalking, and psychological aggres-
sion (including coercive tactics) by a current or for-
mer intimate partner (eg, spouse, boyfriend/girl-

friend, dating partner, ongoing sexual partner).”
While legal definitions vary by country, IPV is 

highly prevalent worldwide. The World Health Or-
ganization has called IPV a global public health 
problem of epidemic proportions that affects mil-
lions of individuals and families worldwide. With-
in the US, the CDC reports that one in three wom-
en and one in four men will experience physical 
and/or sexual violence by a partner or sexual vio-
lence by a non-partner.1 However, these reports are 
likely to be underestimated, because non-physical 
abuse (ie, psychological aggression: name calling, 
insulting or humiliating tactics, and behaviors in-
tended to monitor, control, or threaten a partner) is 
often more difficult to capture in large cross-sec-
tional studies. Strangulation, a common but unrec-
ognized form of physical abuse, is less likely to be 
reported, despite its high morbidity and correla-
tion with homicide.

With the advent of technology, newer forms of 
surveillance and control are available including 
tracking locations, phone usage, and monetary 
spending. These forms of harassment are not often 

captured in wide epidemiological studies.
IPV affects all races, ethnicities, cultures, and 

socioeconomic demographics, but certain groups 
are at higher risk in the US. Prevalence rates tend 
to be higher among: young adults (ages 18-24), 
those who identify as sexual and gender minority, 
certain ethnic and minority groups (eg, multiracial, 
Native American, Alaska Native, non-Hispanic 
black women), immigrant populations, and those 
with lower financial mobility. The recognition of 
IPV as a widespread social problem rather than an 
invisible “family matter” in the private sphere 
emerged in part from the feminist movement in the 
1970s and precipitated a shift in attitudes, services, 
and funding, exemplified by the passage of the Vi-
olence Against Women Act of 1994.2

IPV is often referred to as a form of gen-
der-based violence, and the most common por-
trayal is one of a male perpetrator and female 
victim in a heterosexual couple. However, epide-
miologic studies and surveys suggest a more 
complex relationship between gender and rela-
tionship violence. For example, in a large tele-
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phone-based survey, men and women reported 
roughly the same 12-month prevalence of IPV 
(5.8% and 5.6%, respectively).3 Nevertheless, 
there are significant differences by gender in the 
severity, frequency, type, and lifetime impact of 
IPV. Women are twice as likely to experience se-
vere physical violence and are three times as like-
ly to be injured due to rape, physical violence. or 
stalking (Figure 1). Moreover, they are more 
likely to die by homicide by a current or former 
intimate partner.4 Despite these differences, it is 
important to remember that men are also signifi-
cantly affected by IPV and may not self-identify 
or present for services because of cultural and 
gender roles.

One theory for the discrepancy between the es-
sentially equal rates of reported physical violence 
by gender in survey studies and the higher burden 
of severity and impact on women is to see IPV 
through the lens of power and control. Unlike mu-
tual violence in high conflict relationships, “inti-
mate partner terrorism” involves the use of multi-
ple tactics—of which physical violence may be 
just one—to achieve an imbalance of power be-
tween the partners and to maintain the need for 
dominance.5,6

Nevertheless, the situational concerns of IPV 
can apply to both the victim and the partner doing 
harm; and often a person can be both the victim 
and the abuser, regardless of gender. The WHO 
advocates an ecological framework that views IPV 
as the interaction among many factors—individu-
al, relationship, community, and societal (Figure 
2). All these factors should be considered in dis-
cussing, preventing, and treating IPV for both the 
victim and the abuser.

Physical and behavioral outcomes of 
IPV
The health effects from IPV include physical inju-
ry as well as chronic conditions such as mental 
health disorders, urological and gynecological 
problems, sexual and reproductive health issues, 
sexually transmitted diseases, with consequent in-
creases in morbidity and mortality (Table 1). Fur-

thermore, IPV is associated with risky health be-
haviors such as unsafe sex, poor nutrition, cigarette 
use, and alcohol and drug use as well as limited 
health care seeking behavior, which also applies to 
the abusers.7,8

The likely causal pathways between exposure 
to violence and health outcomes are starting to be 
explored and better understood. These pathways 
are often complex, with environmental, physio-
logical, behavioral and other factors influencing 
the likelihood of disease through poor coping be-
haviors (eating, substance dependence), immune 
and neuroendocrine dysregulation, neural prun-
ing, alterations in brain connectivity, telomere 
shortening, and epigenetic modification of gene 
expression.

Mental health symptoms of IPV
In addition to the physical sequalae of IPV, the 
mental health effects also place a considerable 
health care burden on the survivors. As mental 
health professionals, psychiatrists may see a het-
erogenous range of psychological adverse sequel-
ae. Several studies have extensively demonstrated 
an association between IPV and psychiatric disor-
ders such as major depression, generalized anxiety 
disorder, posttraumatic stress disorder, eating dis-
order, panic disorder, substance use disorder, bi-
polar disorder, and psychosis.9 Within the outpa-
tient and inpatient psychiatric population, the 
prevalence of prior and present IPV is more than 
30%.10 Even those exposed to IPV without a diag-
nosed disorder commonly report insomnia, fa-
tigue, irritability, forgetfulness, difficulty concen-
trating, and somatic complaints.

Furthermore, high rates of suicidal ideation and 
suicide attempts have been documented. In a re-
cently published chart review of 106 patients with 
history of IPV who had access to mental health 
clinicians within the community, 40% reported pri-
or suicide attempts and of those, 36% never re-
ceived mental health care.11 These findings indicate 
both the severity of illness within this population 
and the limited access to mental health services.

Factors that increase the risk for the develop-

ment of mental health sequalae of trauma in-
clude biological predisposition to mental ill-
ness, prior history of psychosocial adversity, 
intensity and chronicity of trauma, post-trauma 
adversities that in cases of IPV include life 
stress (eg, financial problems, housing access, 
loss of social support systems), which can be 
exacerbated when the survivor leaves the abu-
sive relationship. However, it remains unknown 
how these factors can predict onset or severity 
of mental health symptoms.

Social support has been identified as a key pro-
tective factor against the development of mental 
health sequelae.12 Therefore, clinicians should en-
gage in efforts to mobilize social supports and fa-
cilitate referrals to legal, medical, and psychoso-
cial services as appropriate. These involve not 
only obtaining appropriate referrals but also edu-
cating survivors about the mental health symp-
toms that may emerge with trauma and that it is 
normal to need support.

More research is revealing the harm to children 
who witness IPV, including the effects from the 
experience of witnessing abuse as well as effects 
from parenting that is compromised. Witnessing 
such violence can contribute to psychological dis-
tress, behavior disorders, disturbances in self-reg-
ulation, difficulties in social interaction, and disor-
ganized attachment as well as the eventual 
possibility of ongoing transgenerational transmis-
sion of violence. Research suggests that witness-
ing abuse carries the same risk of harm to chil-
dren’s mental health and learning as direct abuse.13 
Additionally, IPV alters caregiving parenting 
styles and adversely affects the mental health of 
the caregiver. Caregivers with adverse mental 
health outcomes from IPV are even more at risk 
for poor parenting skills.

Access to care
Given the extent of the seriousness of the mental 
health symptoms, the seriousness of the crime, 

Table 1. Physical and behavioral outcomes of IPV

Physical injury Fractures, strains, contusions, lacerations (on any body part), 
strangulation, traumatic brain injury, genital trauma

Mental health PTSD, anxiety, depression, eating disorders, suicidality, alcohol 
and substance abuse, tobacco use, cannabis use

Chronic disease Cardiovascular problems (hypertension), asthma, diabetes, stroke

Perinatal and 
maternal health

Low birth weight, premature birth, loss of pregnancy, postpartum 
depression

Sexual and 
reproductive health

Unwanted pregnancy, abortion, HIV and other sexually 
transmitted disease, gynecological problems, lack of 
contraceptive use, unsafe sex, dyspareunia

Health care seeking Lack of autonomy, difficulty seeking care and other services

Somatoform Musculoskeletal problems, chronic pain, difficulty sleeping, 
headaches, irritable bowel and other gastrointestinal 
disturbances, fibromyalgia

Been raped  
by an intimate 

partner

Physically  
assaulted by  

a partner

Staked by  
a partner

7.7%

0.2%
1.3%

4.8%

0.5%

22.1%

Figure 1. Data from the National 
Violence Against Women Survey19

over the lifetime within the previous 12 months

Percentage of female respondents who reported 
various forms of intimate partner violence.
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and the difficulties of navigating the criminal jus-
tice system and the mental health system, survi-
vors of IPV may require a range of sustained re-
sources. These include but are not limited to access 
to emergency shelter, housing assistance, legal 
assistance, protection orders, safety planning, sup-
port groups, financial assistance, available child-
care, and mental, medical, and oral health care. 
However, sometimes the mental health symptoms 
of a survivor may impede their ability to obtain 
adequate help.

There are significant structural and systemic 
barriers that prevent survivors from accessing 
mental health care. Some common barriers in-
clude perceived stigma associated with accessing 
services, financial barriers, decreased numbers of 
mental health clinicians that leads to long waiting 
lists, lack of services within a geographic area, 
language limitations, poor quality of treatment, 
and feelings of being re-traumatized by the medi-
cal system. Moreover, as part of coercive tactics in 
IPV, the abuser may limit the victim’s access to 
care and/or allege that the victim is a perpetrator 
of child abuse and neglect.

These obstacles are especially pronounced for 
minority women. Compared with white women in 
the US, minority women are less likely to seek 
help from various formal and informal sources.14,15 
The health care system is currently insufficiently 
equipped to deal with both the mental health con-
cerns and the advocacy concerns of IPV. Yet, there 
are few models of psychiatric service provisions 
aimed at treating survivors who require knowl-
edge of both systems. Nevertheless, because of the 
high prevalence of mental health sequalae associ-

ated with IPV, the Substance Abuse and Mental 
Health Services Administration (SAMHSA) rec-
ommends that mental health professionals prac-
tice a trauma-informed model of care for all pa-
tients (Table 2). Not only does trauma-informed 
care apply to individual interactions, it also applies 
to the clinical environment, space, and all interac-
tions including front staff who greet patients.

Confidentiality and documentation
A major barrier for survivors to report IPV is the 
concern of adding systematic monitoring to their 
lives. As mandated reporters, physicians have a 
duty to report harm to children. The same does not 
apply to the adult IPV survivor, which is depen-
dent on state requirements that are often soft and 
not well defined. For example, in New York state, 
all potentially life-threatening IPV injuries that 
result from use of a firearm, a knife, or sharp ob-
ject must be reported to the local police. Califor-
nia, however, has a more liberal stance. Physicians 
have a duty to report if they suspect the patient is 
suffering from a wound or physical injury because 
of abuse. A serious concern is that the reporting of 
IPV in the home may result in the removal of chil-
dren from the home; this disproportionally affects 
minority communities.

Confidentiality and mandated reporting re-
sponsibilities should be addressed with patients 
who are seeking care, especially when assessing 
for IPV or sexual violence. Clinicians should fa-
miliarize themselves with their state law and re-
porting requirements. Not disclosing can disrupt 
the relationship with the patient and may put the 
patient at risk. Additionally, because a medical re-
cord may be used in subsequent legal proceedings, 
it is vital that the record is accurate and complete. 
It is useful to use a patient’s own words in quota-
tion marks whether the patient is a victim or the 
person doing harm.

Treatment for survivors 
In terms of treatment for IPV, there are various 
psychotherapy and psychopharmacological ap-
proaches. Because IPV is not a diagnosis but rath-
er a phenomenon consisting of disorders from in-
ternalizing to externalizing, it is very difficult to 
study because, by definition, a randomized-con-
trolled-trial must have a well-defined population. 
Nevertheless, because of the heterogenicity of 
mental health disorders stemming from IPV, psy-
chopharmacology should target specific symp-
toms. Treatment of sleep disorders is frequently 
requested by those with IPV history and adequate 

treatment can garner increased rapport.
Psychotherapies may be used to address the 

multiple stressors of IPV survivors, including the 
immediate need for safety and resources, loss of 
an intimate relationship, social isolation, and is-
sues regarding parenting issues. The common sce-
nario for treatment for survivors of IPV may in-
clude three phases: safety and stabilization, 
processing  traumatic material, reconnection and 
reintegration. Evidence-based treatments for IPV 
are listed in Table 3.

Perpetrators: background and  
treatment
Although controversial, there is increasing aware-
ness that a serious public health approach to the 
problem of IPV must include treatment of perpe-
trators as wells as victims.16 A wide range of men-
tal health disorders is attributed to perpetration: 
PTSD, anger, anxiety, depression, suicidal behav-
ior, personality disorders, alcoholism or problem 
gambling as well as high incidences of comorbid-
ity. Furthermore, perpetrators have a high likeli-
hood of having been exposed to violence in their 
childhood, which has led to adverse mental health 
outcomes.

Treatment for those who do harm is more lim-
ited than for victims. Overall, group treatments for 
IPV batterers have meagre effects on the cycle of 
violence. Most studies, regardless of intervention 
strategies, report that approximately one in three 
cases will have a new episode of IPV within 6 
months.17

Batterer intervention treatment programs (BIPs) 
serve as one of the primary societal responses to 
IPV, employing three primary modalities: psycho-
education (changing learned behavior), Duluth 
model (patriarchy and need for power and con-
trol as the root cause for violence), and ognitive 
behavioral therapy (deconstructing “dysfunc-
tional” thinking). It is estimated that in the US at 
least half a million men enroll in approximately 
2500 BIPs every year.18 However, BIPs in gener-
al have very high rates of participant attrition and 
poor results in preventing future violence. Few 
data exist concerning the mediators of BIP ef-
fects on IPV recidivism, and a variety of factors 
threaten to impede future design advancements, 
including turf battles regarding the causes of IPV 
and limited funding outlets.

Conclusion
A cultural shift has occurred and IPV is no longer 
defined as a family affair, but one that has lasting 

Table 2. Core principles of trauma informed care

Awareness Knowinf the effects of trauma

Safety Ensuring physical and emotional safety

Trustworthiness Maximizing trustworthiness, making tasks clear, and maintaining 
appropriate boundaries

Choice Respecting and prioritizing patient choice and control

Collaboration Maximizing collaboration and sharing power with patients

Empowerment Prioritizing patient empowerment and skill building

Figure 2. Risk factors of IPV

Individual

Relationship

Community

Societal

Individual
 age, education, income, substance abuse, 

history of abuse

Relationship
ex: tension, conflict, stress in relationships 

(separation, divorce, economic stress)

Community
low social capital

weak community sanctions
community violence

Societal
traditional gender norms

patriarchal society
inequalities
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effects on the individual, the family, and the com-
munity. The mental health effects of IPV are par-
amount and require skilled clinicians to work 
alongside advocacy groups in providing much 
needed services. There is more work to be done, 
including understanding effective treatment for 
perpetrators within the context of family systems 
and becoming better attuned to crisis manage-
ment especially when IPV is ongoing. 
 Given the prevalence of IPV within mental 
health settings, it is imperative for clinicians to 
be aware of risk factors, routine assessments, and 
effective interventions involved for both survi-
vors and perpetrators.
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Table 3. Specific treatments

  Prolonged exposure (PE)

  Cognitive processing therapy (CPT)

  Eye movement sensitization (EMDR)

  Seeking safety (for dual diagnosis 
substance use disorder and PTSD)

  Skills training in affective and 
interpersonal regulation (STAIR)

  Interpersonal psychotherapy (IPT)

  Helping to overcome PTSD through 
empowerment (HOPE)

  Relapse prevention and relationship 
safety (RPRS)

  Cognitive trauma therapy for battered 
women (CTT-BW)

Posttest, credit request forms, and activity evaluations must be completed online at https://education.gotoper.com/activity/ptcme20feb (requires free ac-
count activation), and participants can print their certificate or statement of credit immediately (80% pass rate required). This website supports all browsers. 
For PER’s privacy policy, please visit https://www.gotoper.com/privacy.

PLEASE NOTE THAT THE POSTTEST IS AVAILABLE ONLINE ONLY ON THE 20TH OF THE MONTH OF ACTIVITY ISSUE AND FOR 18 MONTHS AFTER.

CME POST-TEST

National Domestic Violence Hotline 
1-800-799-SAFE (7233); www.thehotline.org

Family Justice Center Alliance  
(https://www.familyjusticecenter.org/)  
One Family Justice Center in every state that 
provides a one-stop shop for social and legal 
services for victims of IPV

Helpguide.org (help for men being abused) 
https://www.helpguide.org/articles/abuse/help-for- 
men-who-are-being-abused.htm

National Coalition Against Domestic 
Violence  
www.ncadv.org

National Resource Center on Domestic 
Violence  
1-800-537-2238; www.ndvh.org

National Center on Domestic  
Violence, Trauma, and Mental Health 
www.nationalcenterdvtraumamh.org

American Psychiatric Association 
Toolkit on IPV for Psychiatrists 
https://www.psychiatry.org/psychiatrists/cultural-
competency/education/intimate-partner-violence

National Resources for 
Professionals and Patients

Suicide Risk and Sleep: What’s the Link?
Christopher W. Drapeau, PhD

Expiration Date: May 20, 2020

www.psychiatrictimes.com/cme/suicide-risk-and-sleep-whats-link

Psychocardiology: Understanding the Heart-Brain  
Connection: Part 1
Angelos Halaris, MD

Expiration Date: March 20, 2020

www.psychiatrictimes.com/cme/psychocardiology- 
understanding-heart-brain-connection-part-1

 

Psychocardiology, Part 2: Fixing the Broken Heart
Angelos Halaris, MD

Expiration Date: April 20, 2020

www.psychiatrictimes.com/cme/psychocardiology-part-2-fixing- 
broken-heart

Substance Use Disorders in Crisis Settings: Engagement, 
Assessment, and Intervention Approaches
Kenneth Minkoff, MD

Expiration Date: July 20, 2020

https://www.psychiatrictimes.com/cme/substance-use-disorders- 
crisis-settings-engagement-assessment-and-intervention-approaches

Need Additional CME Credit?
Check Out These Free CME Activities—
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Psychiatrists
Bronx, NY    

New York City Health + Hospitals/North Central Bronx is a modern, 
state-of-the-art community hospital located in an attractive and safe 
residential Bronx neighborhood just 20 minutes north of Manhattan. It is 
a North Bronx Healthcare Network hospital affiliated with Jacobi Medical 
Center and a teaching site and academic affiliate of the Albert Einstein 
College of Medicine. It offers a full continuum of acute care inpatient and 
outpatient services in diverse Medical and Surgical specialties,  
including Psychiatry. 

The Department of Psychiatry has 70 Adult and Geriatric Acute Inpatient Beds, 
a Partial Hospital Program, Psychiatric Emergency Consultation-Liaison Service, 
an Adult Ambulatory Practice, and a community-based Assertive Community 
Treatment Program. The department employs evidence-based best practices 
in providing the highest quality care to its patients, in a patient-centered 
approach that is respectful of their individuality, culture, and community.

Opportunities are currently available for the following:
• Inpatient Attendings
• Director of Psychiatry Emergency Services
• Attending Psychiatrist – Emergency Room 
• Attending Psychiatrist – Partial Hospital Program

Moonlighting opportunities also available!
An academic appointment at Albert Einstein College of Medicine is offered!

We offer an easily accessible location within a beautiful residential Bronx neighborhood, 
generous compensation package, as well as unparalleled health benefits, opportunities for 
advancement, retirement plan, malpractice, Sponsorship for H1 & J1 Visas, and much more!  
For immediate confidential consideration, please contact: Mary Cordoba – Office  
of Physician Recruitment: Cordobam@pagny.org 646-532-1071

www.pagny.org

Physician Affiliate Group of New York [PAGNY] provides services to NYC Health + Hospitals Corporation (H + H),  
the largest public healthcare system in the United States. EOE M/F/D/V

Psychiatrists
Bronx, NY    

New York City Health + Hospitals/Jacobi is a modern, state-of-the-art, Level 1 Trauma 
Center located in an attractive and safe residential Bronx neighborhood just 20 minutes 
north of Manhattan. It is a North Bronx Healthcare Network hospital affiliated with 
North Central Bronx Hospital and a teaching site and academic affiliate of the Albert 
Einstein College of Medicine. It offers a full continuum of Acute Care Inpatient and 
Outpatient services in diverse Medical and Surgical Specialties, including Psychiatry.   

The Department of Psychiatry has 89 Adult Acute Inpatient beds, a Comprehensive 
Psychiatric Emergency Program (CPEP), a Consultation-Liaison Service, an Adult Ambulatory 
Practice, and a Community-Based Assertive Community Treatment Program. The 
department employs evidence-based best practices in providing the highest quality care to 
its patients, in a patient-centered approach that is respectful of their individuality, culture, 
and community. 

Opportunities are currently available for the following:

• Inpatient Attendings

• Attending Psychiatrist CPEP

• Child Psychiatrist CPEP

• Consultation and Liaison Psychiatrist

Moonlighting opportunities also available!

An academic appointment at Albert Einstein College of Medicine is offered!

We offer an easily accessible location within a beautiful residential Bronx neighborhood, 
generous compensation package, as well as unparalleled health benefits, opportunities for 
advancement, retirement plan, malpractice, Sponsorship for H1 & J1 Visas, and much more! 
For immediate confidential consideration, please contact: Mary Cordoba – Office of Physician 
Recruitment: Cordobam@pagny.org 646-532-1071

www.pagny.org
Physician Affiliate Group of New York [PAGNY] provides services to NYC Health + Hospitals Corporation (H + H),  
the largest public healthcare system in the United States. EOE M/F/D/V
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PSYCHIATRISTS
For clinical staff and leadership positions

 
 

 

 

The State of New Jersey is an Equal Opportunity Employer

wellness recovery prevention
laying the foundation for healthy communities, together

Behavioral 
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The State of New Jersey’s Division of Behavioral Health 
Services is seeking motivated Psychiatrists for full-time 
inpatient work in our Joint Commission accredited State 
psychiatric hospitals and forensic center. Psychiatrists 
with management experience are also needed to 
serve as Chiefs of Psychiatry.

Post Certified - $255,541 (3+ years post certification)  
Board Certified - $237,617
Board Eligible - $224,080
•	 Facilities	are	in	close	proximity	to	metropolitan	

centers of New York City and Philadelphia/N.J. Shore
•	 Psychiatrists	work	with	a	multidisciplinary	team
•	 Primary	care	physicians	provide	for	patient’s	physical	

health care
•	 University	affiliations/opportunities	to	work	with	forensic	

fellows and psychiatry residents
•	 On-site	CME	activities	and	paid	CME	leave	time
•	 35	hour	work	week
•	 Generous	compensation	for	voluntary	on-call	available
•	 Private	Practice	Permitted
•	 12	paid	holidays
•	 Generous	medical	and	dental	benefits	and	retirement	

packages	for	full-time	positions

Candidates must possess N.J. 
medical license

The Department of Health welcomes 
J1 Visa/Conrad 30 Program applicants. 
Additionally, the Department participates 
in a variety of State and federal workforce 
development and incentive programs 
ranging from, but not limited to the 
department’s tuition reimbursement program 
and the Federal Student Loan Redemption 
Program. Additional information provided 
upon request.

Interested candidates should send a cover letter 
and detailed resume to:
Evan Feibusch, M.D.  |  Medical Director, DBHS
Evan.Feibusch@doh.nj.gov  |  609.438.4158

Hospital Locations:
H Greystone Park Psychiatric Hospital      
 Morristown, NJ (Northern NJ)
H Trenton Psychiatric Hospital
 Trenton, NJ (Central NJ)
H Ann Klein Forensic Center
 Trenton, NJ (Central NJ)
H  Special Treatment Unit
 Avenel, NJ (Northern NJ)
H Ancora Psychiatric Hospital
 Hammonton, NJ (Southern NJ)

Psychiatrists $266,844 - $320,640 (Board Certified) 
$260,004 - $311,592 (Board Eligible)

INPATIENT PSYCHIATRY – ON YOUR TERMS.

Contact us today: LaTreese Phillips at (916) 691-4818, CentralizedHiringUnit@cdcr.ca.gov | Apply online at www.cchcs.ca.gov EOE

Imagine practicing psychiatry on your terms.   
A practice opportunity that provides you the 
structure of a multidisciplinary team, including 
psychologists, rehabilitation therapists, clinical 
social workers, and other health care support 
staff, all working collaboratively to deliver quality, 
evidenced-based mental health.   

A clinical framework designed to allow you the 
time to carefully treat your patient caseload, 
demonstrate your psychopharmacological 
skills with the help of a robust drug formulary, 
and advance your knowledge through 
regularly-scheduled, thought-provoking CMEs, 
including lectures from forensic psychiatry and 
psychopharmacology experts from neighboring 
academic institutions.

A safe and secure psychiatric inpatient program, 
where you’ll receive a competitive salary and 
comprehensive State of California benefits, such as:

• 40-hour workweek with flexible schedules, 
including 4/10 shifts

• $10,000 Thank You Bonus to professionals 
newly hired with the State of California

• 401(k) and 457 retirement plans (tax defer up to 
$39,000 - $52,000 per year)

• Visa sponsorship opportunities

• Relocation assistance available to professionals 
newly hired with the State of California

• And much more

This practice opportunity exists in select California 
locations with California Correctional Health 
Care Services and the California Department of 
Corrections and Rehabilitation.  Working together, 
these two State of California departments provide 
much needed inpatient psychiatric care to patients 
at the following State-owned and -operated 
correctional facilities:

• California Health Care Facility – Stockton, CA

• California Medical Facility – Vacaville, CA

• Salinas Valley State Prison – Soledad, CA

• Join the largest and most dynamic 
mental health department in  
the country

• Multiple avenues for advancement 
and professional development

• Flexible work schedules 

• Unparalleled work-life balance

• Highly competitive benefits

• Competitive salary with potential 
bonuses of up to $32,000 annually

• Student loan repayment incentive 
of up to $250,000

• Reimbursement of eligible 
relocation costs of up to $15,000

Visit:
Psychiatristjobs.la

Our 
Work 
Matters

Make a difference  
for those who  
need it the most.
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ADULT AND CHILD/ADOLESCENT PSYCHIATRY OPPORTUNITIES 
CHARLOTTE METRO AREA 

 

Outstanding opportunities for Board Eligible/Board Certified Adult and Child and Adolescent Psychiatrists 
to join established and very busy psychiatric practice.  Positions may involve both inpatient and 
outpatient, as well as week-end coverage responsibilities with call frequency being no more than 1:5.  
CaroMont Regional Medical Center, a 435-bed progressive and comprehensive hospital, houses a 60-bed 
inpatient psychiatry unit serving child, adolescent and adult patients with 350 physicians representing 
nearly all major subspecialties on the active Medical Staff.  This is an employed position and will offer a 
competitive salary guarantee, sign on bonus, relocation allowance and generous benefit package.   

 

If interested in learning more about these opportunities,  
you may apply online at www.caromonthealth.org or contact  

Tiffany Roper, Provider Recruiter, CaroMont Health  
2315 Court Drive, Gastonia, NC  28054 

Telephone:  704-834-2153, Fax:  704-834-4615 
E-mail:  tiffany.roper@caromonthealth.org 
Sorry, no J-1 Visa opportunities available. 

 

v 

 

  CME Opportunities 
 

 
 
 

AACAP’s 67th Annual Meeting 
 

October 19-24, 2020 ۰ San Francisco, CA  
James J. McGough, MD, Program Chair 
 

Submissions to the Call for Papers for AACAP’s 67th Annual Meeting will be 
due February 13, 2020, or June 4, 2020, for (late) New Research Posters. The 
online Call for Papers submission form is available at www.aacap.org/AnnualMeeting-2020; all  
submissions must be made online. Abstract proposals are prerequisites for acceptance of any  
presentation. Topics may include any aspect of child and adolescent psychiatry. 
 
 

AACAP’s Douglas B. Hansen, MD, 45th Annual Update 
Course in Child and Adolescent Psychiatry 
 

March 30–May 8, 2020 ۰ Entirely Online!  
 

Gabrielle A. Carlson, MD, and Shawn S. Sidhu, MD, Co-Chairs 
 

Over a 6-week period, our newly redesigned course will allow you to interact with experts and learn 
about the most sought-after topics in the field—all on your own schedule, in your home or office. Topics 
include aggression, gender identity, trauma, vaping, and much more! Earn up to 16 AMA PRA Category 1 
Credits TM. Discounted early bird rates are available until February 13, 2020. 
 

Visit: www.aacap.org/UpdateCourse-2020 for more information!  
 
 

Clinical Essentials in Child and Adolescent Psychiatry 
 

 
Clinical Essentials is a series of self-study online CME courses, which feature premium quality materials 
that have been curated by our experts to deliver the most high-yield content. Topics include: 
 

 
 
 
 

Visit www.aacap.org/onlinecme to learn more and purchase.  
 
 

For information about all of AACAP’s meetings and to register, 
visit www.aacap.org, email meetings@aacap.org, or call 202.966.7300, ext. 2006. 

• Psychopharmacology 
• Sleep 
• Substance Use Disorders 

• Autism Spectrum Disorder 
• Depression 
• Positive Parenting Practices 

Contact: Rochelle Woods
1-888-554-5922
physicianrecruiter@billingsclinic.org
billingsclinic.com

Psychiatry
Outpatient/Inpatient
Seeking BE/BC Adult, Child & Emergency 
Psychiatrists who love teaching to join  
our dynamic psychiatric team.
Top tier salary and  
student loan repayment
• Join faculty at Montana’s only UW 

regional psych residency program
• Innovative (emPATH unit, Project ECHO, 

integrated behavioral health)
• Minimal call with tele-psych support
• Largest and most comprehensive 

psychiatric center in the  
Northern Rockies

• Mayo Clinic Care Network provides 
clinical resources and direct access to 
Mayo Clinic specialists

• One of the Top 25 Best Places to Live 
– Livability.com

Physician-Led 
Medicine in 
Montana

Billings Clinic is 
nationally recognized 
for clinical excellence. 
Billings, Montana, is a 
friendly college 
community located 
near the magnificent 
Rocky Mountains with 
great schools, safe 
neighborhoods and 
abundant family 
activities. Exciting 
outdoor recreation is 
just minutes from 
home. 300 days of 
sunshine every year!

ART#: 226006_RURWJMS_PT.indd
PUBLICATION: PT
D: mh

Academic Psychiatrist
Assistant/Associate Professor

Rutgers Robert Wood Johnson Medical School
The Department of Psychiatry at the Rutgers Robert Wood Johnson Medical 
School (RWJMS) has an opening for a full time Academic Psychiatrist – 
with protected teaching time. The position is at the Assistant/Associate 
Professor level. The primary responsibility will be providing direct clinical 
care to outpatients within our multi-specialty group Faculty Practice. The 
position is within an academic service, so teaching medical students and 
residents is an important focus.

Additionally, the position will include responsibilities within Adult 
Residency Training. Time is also protected for formal didactic teaching.   
Research and scholarly activity is encouraged.

The Department of Psychiatry is part of the Rutgers Robert Wood Johnson 
Medical School (RWJMS) and clinically is partnered with Robert Wood 
Johnson University Hospital (RWJUH), the primary teaching hospital 
for RWJMS, and the Robert Wood Johnson Barnabas system, the largest 
clinical delivery system in New Jersey. The Department of Psychiatry has a 
full range of clinical and training services, including an adult residency and 
multiple fellowships.

RWJMS is a growing and vibrant medical school located on the campus of 
Rutgers University in New Brunswick, New Jersey – mid way between New 
York City and Philadelphia.

This is a great opportunity for someone interested in an academic career.

Please email your CV and cover letter to:  
Matthew Menza, MD
Professor & Chair
Rutgers Robert Wood Johnson Medical School 

menza@rwjms.rutgers.edu
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Connect to work that matters; 
Become part of a company that cares.

Centurion is a leading provider of comprehensive 
mental health services to correctional facilities, 
state hospitals, and community mental health 
centers nationwide. 

Our dedication to making a difference and our 
passionate team of the best and brightest healthcare 
employees has made us one of the leaders of the 
correctional healthcare industry.  

Whether you are driven  by purpose and impact 
or on a journey of professional growth, our 
opportunities can offer both.  

Psychiatrist and Psychiatric Nurse Practitioner 
opportunities available in the following states:

> Arizona
> California
> Georgia
> Florida
> Maryland
> Michigan
> Minnesota

> Mississippi
> Nevada
> New Hampshire
> New Mexico
> Pennsylvania
> Vermont

Whether you are a seasoned professional 
seeking greater stability or a recent graduate 
eager to expand your clinical skills, we have 

the opportunity you are seeking.

For more information, please contact:
Holley Schwieterman, Physician Recruiter
844-472-5874 | holley@teamcenturion.com

www.TeamCenturion.com | Equal Opportunity Employer

Join us 
for the Second Annual 

Modern Psychiatry Symposium
April 3-5, 2020

UCR Palm Desert Center Palm Desert, California

Some of the greatest minds in Psychiatry 
will be accessible over the duration of the Symposium:

MPS will focus on psychopharmacology along with treatment updates 
in schizophrenia, bipolar disorder, tardive dyskinesia, major 

depressive disorder, insomnia, Parkinson's related psychosis, 
Tourette’s, PTSD, stuttering and the impact they have on clinical care.

•   Dr. Gus Alva 
•   Dr. Monica J Carson
•   Dr. Takesha J Cooper
•   Dr. Andy Cutler 
•   Dr. Kayla L Fisher 

•   Dr. Gillian S Friedman
•   Dr. Gerald A Maguire 
•   Dr. Roger S McIntyre 
•   Dr. Stephen M Stahl 
•   Dr. Jami Woods

www.internationalsymposium.net/mps/

Psychiatrist – Medical Director 
Full or Part-Time

SSTAR in Fall River, MA is seeking psychiatrist(s) 
to join our treatment and leadership team.

SSTAR is a non-pro�t healthcare agency with 
an international reputation as a leader in the 
provision of integrated primary care, mental 
health, and substance disorder treatment as 

well as being a designated site for NIDA-funded 
research on addiction. SSTAR is a Certi�ed 
Community Behavioral Health Clinic with 
SAMHSA-funded opportunities for service 
innovation, including technology supports 

for wellness and recovery, and acupuncture. 
Fall River is one hour south of Boston, MA a 
half hour from Providence, RI and 45 minutes 
from Cape Cod, MA. We are a designated 
site for state/federal health professional 

loan repayment programs.  

For more information visit
www.sstar.org or 

email lmachado@sstar.org
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Qualify For A Free Subscription Online @ www.psychiatrictimes.com

NATIONWIDE

Chief of Outpatient Services, Psychiatry

JOB SUMMARY:
The Chief of Outpatient Services serves as a 

key member of the Department of 
Psychiatry and Behavioral Health’s 

Executive Leadership Team, leads the 
integration of outpatient behavioral health 
care services across the system, partners 

with physician and other Department leaders 
to continually improve the quality of those 

services, leads the professional development 
and engagement of outpatient providers and 
staff, and supports the implementation and 

measurement of value-based models of 
behavioral health care delivery. The Chief of 

Outpatient Services reports directly to the 
Chair of the Department of Psychiatry and 

Behavioral Health.

ABOUT GEISINGER
One of the nation’s most innovative health 
services organizations, Geisinger serves 

more than 1.5 million patients in 
Pennsylvania and New Jersey. The system 

includes 13 hospital campuses, a nearly 
600,000-member health plan, two research 
centers and the Geisinger Commonwealth 

School of Medicine. A physician-led 
organization, with approximately 32,000 

employees and more than 1,800 employed 
physicians. For more information, 

visit geisinger.org 

Recruiter: Karen L. Rubbe
klrubbe@geisinger.edu

EOE

  

CALIFORNIA

Realize Your Dream 

Looking for the Freedom & Flexibility
Private Practice

Choose your own hours
Clinical Freedom

Unlimited Vacations
No Calls

100% Outpatient
H1 Visa Welcome

Earn over $350K/Year

Benefits includes:
Malpractice ins, 401K, Medical

Dental, Vision & LTD ins

We are looking for Adult and 
Child Psychiatrists in

San Francisco Bay Area
Los Angeles/Orange County Area

Sacramento Area
Comprehensive Psychiatric Services

Mansoor Zuberi, M.D.
P) 925-944-9711 F) 925-944-9709

drzuberi@psych-doctor.com
www.psych-doctor.com

www.scvmc.org
www.sccmhd.org
PSYCHIATRIST

$278,780.51 - $339,622.40 annually
7 weeks of annual leave

Full benefits & retirement
(Above annual salary includes 

additional pay for Board Certification 
and Acute Settings)

Santa Clara Valley Health and 
Hospital System, a public healthcare 

system in the heart of Silicon Valley, is 

seeking BE/BC psychiatrists & PGY-
III/IVs for a variety of clinical settings, 

including emergency psychiatric 
services, inpatient psychiatric services, 

outpatient behavioral health clinics, 
and custody health programs. 
Opportunities for additional 

moonlighting also exist within our 
healthcare system.

As the largest public health care system 
in northern California, we offer 

comprehensive healthcare resources to 
a large and diverse patient population. 
Psychiatrists are part of a robust team 
of staff that work in collaboration with 

other medical specialties to provide 
integrated health care to patients.

Psychiatrists are eligible for numerous 
benefits including 7 weeks of annual 

leave, 1 week of educational leave, 12 
holidays, $4500 educational funds, 
health benefits, life insurance and 

CalPERS retirement plan.

If you are interested in working in a 
dynamic and collegial work 

environment, please submit a CV and 
letter of interest directly to:

Dr. Tiffany Ho
Behavioral Health Medical Director

tiffany.ho@hhs.sccgov.org
(408) 885-5767

The County of Santa Clara is an Equal 
Opportunity Employer

BE or BC psychiatrist needed. 
Following locations have immediate 

openings:

• San Jose, CA: Schedule: 40hrs per 
week. Pay Rate: $291,200 - $364,000 
per year! Excellent Benefits. 
• San Jose, CA: Schedule: 8-20 hours 
per week; Pay Rate: $140 - $175/hour 
(Employee); $183 - $225/hour 
(Contractor)  
• Belmont, CA: Schedule: 24 hours 
per week; Pay Rate: $140 - $158/hour 
(Employee); $183 - $205/hour 
(Contractor)  
• Sacramento, CA: Schedule: 16 hours 
per week; Pay Rate: $140 - $165/hour 
(Employee); $185 - $205/hour 
(Contractor) 
• Modesto/Ceres, CA: Schedule: 
Weekends; Pay Rate: $140 - $165/hour 
(Employee); $185 - $205/hour 
(Contractor)  
• For additional listings, please visit: 
www.telecarecorp.com/physician-jobs/

You will work as part of a 
multidisciplinary team. The staff is all 

very friendly and it is a supportive 
working environment.

Please email your resume to 
Psorecruiting@telecarecorp.com 

EOE M/F/V/Disability

Top Leading Locum Psychiatrist Services
Please call to ask for details

A+ Occurrence Malpractice Through PRMS
Phone: 559. 799. 8344 Fax: 888. 712. 2412 
Email: imperiallocum@imperiallocum.com

Visit: www.imperiallocum.com

$3000 THANK YOU FOR JOINING BONUS
$2000 THANK YOU REFERRAL BONUS

(*CERTAIN RULES APPLY)

New York
$200 - $350 Plus/hr.Psychiatrist

All NYC & Upstate NY 
Locations Available

California
$250 Plus/hr.

$280 - $290/hr.

$185 – $265/hr.

$180-$230/hr.

Correctional Facilities

Department of the State Hospitals

LA-DMH & LA County Jail

Tele-Psychiatry

A career...a lifestyle...an adventure!A career...a lifestyle...an adventure!
laska
A career...a lifestyle...an adventure!A career...a lifestyle...an adventure!
laskalaskaA

As a non-profit, health care organization, Southcentral Foundation serves Alaska Native 
and American Indian people in the Anchorage service area. Our relationship-based Nuka 
System of Care is one of the nation’s most innovative health care systems. With a focus on 
multidimensional wellness, 4/10 option, outpatient clinics, residential homes for adolescents, 
substance abuse programs, and a behavioral urgent response team.

Some benefits of working at SCF include no call, billing, coding and insurance issues handled 
by a separate department, 10 hours of administrative time per week, and no inpatient care.

Unique Opportunity for Psychiatrists. 

Contact Jon Kasgnoc  |  jkasgnoc@southcentralfoundation.com 
(888) 700-6966 x5   |  southcentralfoundation.com
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Our competitive rates can 
help you promote physician 

products and services.

Find What You’re Looking For Now
Log on to

www.PsychiatricTimes.com/classifieds
to view our extensive list of jobs
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Outpatient Psychiatry Opportunity
San Joaquin County Behavioral Health 

Services is seeking to fill Outpatient Adult 
[General], and Sub-Specialty Psychiatry 
(Child Psychiatry, Geriatric, Forensic, 

Addiction and Psychosomatic Medicine) 
positions in a multidisciplinary, recovery-

oriented clinical setting. Services are 
provided either on-site or using a hybrid 

model of on-site and tele-psychiatry 
practice. The positions offer a very 

competitive salary with a guaranteed base, 
plus incentive opportunities, board certified 

Psychiatrists have the potential to easily 
earn over 300K+ a year; comprehensive 

health insurance; up to three retirement and 
pension programs; 35 days of vacation and 

CME time that increase with tenure. 
Signing and moving bonuses are also 

available. 
Interested J-1 and H-1B candidates are 

welcome to apply. 
Fax your CV to 209-468-2399 or email to 

BHSadministration@sjcbhs.org. EOE

The doctors  of  TRADITIONS 
BEHAVIORAL HEALTH are the largest 
provider of MD psychiatric services to adult 
populations in institutional and community 
based programs in California. We provide 
services to the seriously and persistently 
mentally ill and have openings in the San 
Francisco Bay Area, Santa Barbara, San 
Diego and Los Angeles. Overall we plan to 
add 50 more Fulltime psychiatrists in 
California to bring our medical staff team to 
400 psychiatrists. Our packages vary from 
a minimum of $300,000 per year plus 
$10,000 in bonuses and a benefit package 
valued at approximately $90,000, to up to 
$500,000, for the industrious physician. 
Our generous benefit package includes 
almost 7 weeks paid time off per year. If you 
are creative and think outside the box, if you 
value diversity and cultural competency, if 
you like innovative programs that are patient 
driven, using a rehabilitative, rather than 
illness model, if you want more time to work 
with patients, to get the best results, then TBH 
is the company for you. To learn more about 
the specific job openings and salary and 
benefit packages, check out our Website at: 

www.tbhcare.com or Email your letter of
interest and CV to our company President,

Gary A. Hayes, Ph.D. at: 
Drhayes3@tbhcare.com 

TBH is an equal opportunity employer

Psychiatrist Position
Excellent Opportunity in California

Imperial County Behavioral Health 
Services is currently recruiting for full-time 
or part-time psychiatrists.  Imperial County, 

a rich farming area with a population of 
180,000, is located 90 miles east of San 

Diego, 90 miles south of Palm Springs, 60 
miles west of Yuma, Arizona, and just north 

of the cosmopolitan city of Mexicali, 
Mexico.  San Diego State University 

maintains a satellite campus in Calexico, 
and there are several private and public 

universities located in Mexicali. Imperial 
County’s location and diversity make it the 

perfect place for any professional. 

The position pays a highly competitive 
salary, including health benefits for you and 
your family, requires no hospital work and 
minimal after-hours work, freeing you up 

for more leisurely activities.  As a 
Psychiatrist with Imperial County 

Behavioral Health, you will be part of a 
multi-disciplinary treatment team that 

includes therapists, nurses and 
rehabilitation technicians that provide 

comprehensive support and resources to 
assist clients in achieving recovery.

J-1 and H1-B Applicants welcome.  Our 
agency is experienced in successfully 
processing J-1 Waiver and H-1B Visa 

applicants.

Qualified candidates must have a CA 
medical license or ability to obtain.  Send 
CV to Imperial County Behavioral Health 
Services, 202 North 8th Street, El Centro, 

CA 92243.   

For additional information,
please contact:
Kristen Smith
(442)265-1606

kristensmith@co.imperial.ca.us

www.telehealthdocs.com

       

Multidisciplinary
Telemedicine Medical Group looking 

for additional California licensed 
Telepsychiatrists.

Contact us at 661-840-9270 or inquire 
with CV at jobs@telehealthdocs.com

MASSACHUSETTS

Psychiatry Opportunities - 
Cambridge Health Alliance (CHA)

CHA, a well-respected, nationally 
recognized and award-winning public 
healthcare system, is seeking full- and 

part-time Psychiatrists and 
Psychologists. We are comprised of three 

campuses and an integrated network of 
primary and specialty outpatient care 

practices.

CHA offers comprehensive mental health 
services for all ages and in many 

languages. Opportunities are available both 
inpatient and outpatient in our Adult, 
Child/Adolescent, Psychiatry Access 

Service (PAS), and Primary Care 
Integration. 

CHA offers a collaborative practice 
environment with an innovative clinical 
model. As a teaching affiliate of Harvard 
Medical School; academic appointments 
are available commensurate with medical 

school criteria.

Ideal candidates will possess excellent 
clinical/communication skills and a strong 

commitment to and passion for our 
multicultural, underserved patient 

population. 

Please visit www.CHAproviders.org to 
learn more and apply.  CV and cover letter 

may be sent directly to 
ProviderRecruitment@challiance.org. 

CHA is an equal opportunity employer and 
all qualified applicants will receive 

consideration for employment without 
regard to race, color, religion, sex, sexual 

orientation, gender identity, national 
origin, disability status, protected veteran 

status, or any other characteristic protected 
by law.

NEW HAMPSHIRE

Beautiful Seacoast area with four seasons, 
55 minutes from Boston.  Expanding 
private, non-profit community mental 

health center seeks a Child and Adolescent 
Psychiatrist to join a staff of ten psychiatrist 
sand 4 APRN’s, for outpatient care.  Vibrant 

collegial atmosphere with competitive 
salary.

Interested candidates apply at: https://
smhc-nh.org/job-openings

 EOE M/F

NEW JERSEY

ADULT PSYCHIATRIST, VERY 
CLOSE TO NYC

Work on adult inpatient psychiatric unit in 
med/surg hospital in Hoboken; Medical 

Director position available. Offering 
employment with benefits. Great location; 

work with a top-notch BH team. For 
details, contact:  Terry Good, 804-684-
5661; terry.good@horizonhealth.com.

NORTH CAROLINA

We Want You to Join Our Behavioral 
Health Team!

Cape Fear Valley Behavioral Health is one of 
the largest comprehensive, multi-tiered be-
havioral health services in North Carolina. 
Behavioral Health Care’s mission is to meet 
and respond to the mental health needs of the 
community. We offer evidence-based, best 
practice treatments. Staffed by psychiatrists, 
psychologists, clinical social workers, psychi-
atric nurses, licensed professional counselors, 
and other mental health professionals, Cape 
Fear Valley Behavioral Health Care provides 
a team approach to mental wellness. Behav-
ioral Health Care is accredited by The Joint 
Commission and licensed by the State of 
North Carolina.

The Health System is seeking providers for 
the following due to regional volumes and 
commitment to expand services:

Emergency Opportunity

•  Two BE/BC providers with experience in 
ED or trained in ED/Psychiatry. The 
Emergency Department maintains a 
Psychiatric Unit of 
9 beds for patients in crisis. Support team 
is specialty trained. Schedule consists of 
16 hour  shifts, approximately 10 shifts 
per month.

Adult Outpatient Opportunity

•  BE/BC provider with training/experience 
in a variety of mental health treatment 
conditions as well as Chemical 
Dependency and Substance Abuse. 
Candidate with experience in treatment of 
Bipolar Disorder, Borderline Personality 
Disorder, and Mood Disorders is 
preferred. Additionally, ECT training and 
experience is highly desirable. Well 
established adult team is flexible and 
transparent for either or both inpatient and 
outpatient services. Clinic hours are 
Monday -  Friday with limited call

Child Outpatient Opportunity

•  BE/BC Child & Adolescent providers.
The current structure is for 90% outpatient 
Monday through Friday work schedule.

We offer best in class compensation plus 
generous benefits including Paid Malpractice, 
CME Time and Allowance, Accrued Paid 
Time Off, 403(b) match and 457(b), Health, 
Dental, and other desirable benefits.

Please contact Suzy Cobb,

Physician Recruiter for more details

at (910) 615-1889

or scobb2@capefearvalley.com.

Find What You’re
Looking For Now

Find What You’re Looking For Now
Log on to:

www.PsychiatricTimes.com/classifieds
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BRAND NEW ADULT INPATIENT 
PSYCHIATRIC UNIT OPENING 
NEAR RALEIGH - Be in on the 
beginning of a new 20-bed unit 
helping to mold and develop the 
program in Louisburg, NC – 30 

minutes from Raleigh. Hospital is 
offering employment with benefits, 

but may be open to other options such 
as part-time contractor.  We have 

already helped the hospital open a 13-
bed Geriatric Psychiatry Unit.  Please 

contact Terry Good, Horizon 
Health, at 804-684-5661; terry.
good@horizonhealth.com; Fax: 

1-804-684-5663.

PENNSYLVANIA

FT Addiction Psychiatrist for our
in-patient Drug & Alcohol Addiction 

treatment program

2 facilities: Beaver County and 
Allegheny county, both within a short 
distance from downtown Pittsburgh

Start date: June / July 2020
Mostly 9 am – 5 pm, Mon – Fri

Requirements
Completion of an accredited 

Psychiatric Residency program & 
Fellowship in Addiction management, 
have or able to obtain an unrestricted 
PA Medical License, Board Certified / 

Board Eligible

Salary is $230,000 per year plus 
benefits (UPMC Health, Dental, 

Vision, Prescription Insurances, 401K 
retirement benefits, CME allowances, 
Paid 5 weeks vacation per year) This 
job may be able to sponsor J-1 Visa 
waiver or H-1 Visa holders if needed

Contact with any questions
AMRafi@verizon.net
Cell: 412-335-7845

Website: www.
waddingtonaddictionrehabcenter.com

WASHINGTON

Retiring Child Psychiatrist seeks to 
pass on her practice on Bainbridge 
Island, WA to a caring, experienced 
successor.  Stunning Bainbridge is a 
35 minute ferry ride from downtown 

Seattle and has a great school 
system.  No compensation required. 

For information contact 
linda.semlitz@gmail.com

UMass Medical School

UMass Memorial Health Care

UMass Memorial Health Care and the University of Massachusetts Medical School 
currently have openings within the Department of Psychiatry.

The Department of Psychiatry is a national leader in public sector psychiatry, child and 
adolescent psychiatry, neuropsychiatry, biological psychiatry, psychosocial rehabilitation, 
women’s mental health, and addiction psychiatry. We integrate our clinical, research, 
teaching and community partnership activities to help individuals and families transform 
their lives through recovery from mental illness and addiction. We are particularly 
interested in having Faculty join our Department who are motivated for a career in clinical 
research. We are the largest provider of psychiatric services in central Massachusetts, with 
over 400 faculty members and 12 hospitals and community mental health centers. 

Our residency program trains 7 residents per year, including general psychiatry and 
specialty tracks for combined adult and child psychiatry and combined neurology. We 
offer fellowships in Child and Adolescent Psychiatry, Addiction Psychiatry, Forensic 
Psychiatry, Neuropsychiatry, and Adult Developmental Disabilities. Interested 
candidates should send their curriculum vitae addressed to Dr. Sheldon Benjamin. 

Facility Medical Director (Cape Cod and Islands Mental Health Center, Pocasset, 
MA): Provides administrative and clinical oversight for the DMH-

operated and contracted state hospital and community support 
programs. Clinical Care in our Partial Hospital program.

Full-Time Inpatient Psychiatrist (Cape Cod and Islands Mental Health Center, 
Pocasset, MA): Work closely with two psychiatric APRNs, 

a consulting internist, and a multidisciplinary team.

Full-Time Inpatient Psychiatrist (Taunton State Hospital, Taunton, MA): 
Inpatient services while providing acute clinical care

Full-Time Psychiatrist (Brockton Multi-Service Center, Brockton, MA): 
Outpatient services.

Full-Time Psychiatrist (Corrigan Mental Health Center, Fall River, MA): Outpatient 
and partial hospital services, as well as coverage of a 16-bed inpatient unit.

Inpatient Psychiatrist (Worcester Recovery Center and Hospital, Worcester, MA): 
Be part of a person centered, recovery oriented multidisciplinary team that strives to help 

individuals lead healthy lives and return safely to the community.

For additional information, please contact:
Marie Hobart, MD, Vice Chair, Public Sector Psychiatry

marie.hobart@umassmed.edu
Geoffrey Bottone - geoffrey.bottone@umassmed.edu.

Interested applicants should apply directly at www.academicjobsonline.org
(J-1 and H-1B candidates are welcome to apply)

Chief Medical Officer (CHL, Worcester, MA): 
Supervision of a large group of professionals and participation in 

development efforts serving >22,000 individuals each year.

Medical Director (Adult Outpatient Psychiatry, Worcester, MA): 
Clinical Academic oversight of a new 38-office outpatient teaching clinic 

Medical Director (Adult Inpatient Psychiatry, PTRC, Worcester, MA): 
Provide psychiatric and medical supervision and direction to mental 

health and substance abuse services to a 26-bed locked unit. 

Adult Outpatient Attending Psychiatrist (CHL, Worcester, MA): Outpatient clinic in 
Worcester serving a diverse population with mental health and substance use disorders.

Adult Inpatient Attending Psychiatrist (PTRC, Worcester, MA): 
Inpatient services while providing acute clinical care

General Adult Outpatient Psychiatrist (Worcester, MA): 
Outpatient services while providing behavioral healthcare services. 

Interested applicants should submit a letter of 
interest and curriculum vitae addressed to 

Sheldon Benjamin, MD:
c/o: Jessica Saintelus, Physician Recruiter

Jessica.Saintelus@umassmemorial.org

http://jobs.jobvite.com/umassmemorialmedicalgroupphysicians/
search?q=&d=Psychiatry

As the leading employer in the Worcester area, we seek talent and ideas 
from individuals of varied backgrounds and viewpoints.

WISCONSIN

cornerstone counseling services, inc.

Enjoy the Freedom of Private 
Practice with Wisconsin’s Leading 

Outpatient Clinic

Cornerstone Counseling Services, Inc. 
is Wisconsin’s largest outpatient 

provider of mental health services. 
With 10 clinics in the metro Milwaukee 
area and a built in referral base through 

our 150-member clinical staff, your 
adult or child psychiatric practice will 

flourish with Cornerstone. Our 
employed psychiatrists enjoy a high 
degree of autonomy and competitive 

contractual reimbursements from 
insurance due to our leading local 
marketplace position. Cornerstone 

provides all scheduling, billing, and 
administrative services so that you can 
focus on the art of patient care. Please 

send CV to Dr. Rachel Roeglin at 
Rachel.roeglin@gmail.com or call 262-

789-1191 for more information.

Our competitive rates
can help you promote

physician products and
services like these:

For details call
(609) 495-4367

• Medical transcription
• Practice management
• Medical billing
• Computer Software
• Marketing
• Internet Services
• Insurance
• Legal services

CALL TODAY
(203) 523-7026
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Start the BED conversation

BINGE EATING DISORDER (BED) 
CONSUMES HER
BINGE EATING DISORDER (BED) 
CONSUMES HER

People with BED may feel trapped by compulsive eating behavior 
and obsessive thoughts around food1-3

BED is a neuropsychiatric condition that has been shown to signifi cantly impact a patient’s life, 
affecting both work and personal interactions.4,5 But deep shame and guilt may cause people 
with BED to hide their symptoms4—even from their psychiatrists. Careful probing about BED 
symptoms may help patients feel more comfortable, so they don’t shut down the conversation.6

Visit BurdenofBED.com to learn more and to download a Conversation Starter

SUNOVION and      are registered trademarks of Sumitomo Dainippon Pharma Co., Ltd.
Sunovion Pharmaceuticals Inc. is a U.S. subsidiary of Sumitomo Dainippon Pharma Co., Ltd.
© 2019 Sunovion Pharmaceuticals Inc. All rights reserved. 11/19 NPC-DAS-US-00085-19

References: 1. Deal LS, Wirth RJ, Gasior M, et al. Int J Eat Disord. 2015;48(7):994-1004. 2. McElroy SL, Phillips KA, Keck PE, Jr. J Clin Psychiatry. 1994;55(10) 
suppl:33-51. 3. Beglin SJ, Fairburn CG. Am J Psychiatry. 1992;149(1):123-124. 4. American Psychiatric Association. Binge eating disorder. In: Diagnostic and 
Statistical Manual of Mental Disorders, 5th ed. Arlington, VA: American Psychiatric Association; 2013:350-353. 5. Rieger E, Wilfl ey DE, Stein RI, et al. Int J Eat 
Disord. 2005;37(3):234-240. 6. Kornstein SG, Keck PE Jr, Herman BK, et al. Postgrad Med. 2015;127(7):661-670.
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