
Alternative Formulation Drizalma SprinkleTM

Drizalma Sprinkle™ is 

the first and only FDA-approved sprinkle formulation of delayed-release duloxetine—a selective serotonin 
and norepinephrine reuptake inhibitor designed to meet the needs of patients who cannot or will not swallow 
solid medication forms1

No need for crushing; just open, sprinkle, and serve

3 Administration Options for Your Patients1

Swallow whole Open and sprinkle over applesauce Open and administer via nasogastric tube

INDICATIONS AND USAGE
Drizalma Sprinkle™ (duloxetine) delayed-release capsules are indicated for the treatment of:
• Major depressive disorder in adults
• Generalized anxiety disorder in adults and pediatric patients aged 7 to 17 years
• Diabetic Peripheral Neuropathic Pain (DPNP) in adults
• Chronic musculoskeletal pain in adults

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS
Serotonin Syndrome and MAOIs: Do not use MAOIs intended to treat psychiatric disorders with Drizalma Sprinkle™ or within 5 days 
of stopping treatment with Drizalma Sprinkle™. Do not use Drizalma Sprinkle™ within 14 days of stopping an MAOI intended to treat 
psychiatric disorders. In addition, do not start Drizalma Sprinkle™ in a patient who is being treated with linezolid or intravenous 
methylene blue.

Please see additional Important Safety Information throughout this journal cover wrap, and Brief Summary of Full Prescribing 
Information, including Boxed Warning.

WARNING: 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.
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Addressing an Unmet Need for 
Patients With Difficulty Swallowing

Depression affects more than 6.5 million 
(approximately 20%) of the 35 million Americans  

aged 65 years and older2

Approximately 40% of American adults cannot or will 
not swallow solid forms of medication3

Drizalma Sprinkle™ is indicated for 
Major Depressive Disorder (MDD) in adults1

Drizalma SprinkleTM is indicated for Generalized Anxiety Disorder (GAD) in  
adults and pediatric patients aged 7 to 17 years1

40%

= 1 million

IMPORTANT SAFETY INFORMATION (cont’d)

WARNINGS AND PRECAUTIONS

• Hepatotoxicity: Hepatic failure, sometimes fatal, has been reported in patients treated with duloxetine delayed-release capsules. 
Treatment should be discontinued in patients who develop jaundice or other evidence of clinically significant liver dysfunction and 
should not be resumed unless another cause can be established. Drizalma Sprinkle™ should not be prescribed for patients with 
substantial alcohol use or evidence of chronic liver disease

• Orthostatic Hypotension, Falls, and Syncope: Syncope and orthostatic hypotension tend to occur within the first week of therapy 
but can occur at any time during treatment, particularly after dose increases

• Serotonin Syndrome: There is increased risk when coadministered with other serotonergic agents (eg, SSRIs, SNRIs, triptans), 
but also when taken alone. Monitor all patients taking Drizalma Sprinkle™ for the emergence of serotonin syndrome. If it occurs, 
discontinue Drizalma Sprinkle™ and initiate supportive treatment

• Increased Risk of Bleeding: Duloxetine may increase the risk of bleeding events. A post-marketing study showed a higher 
incidence of postpartum hemorrhage in mothers taking duloxetine. Concomitant use of NSAIDs, aspirin, other antiplatelet drugs, 
warfarin, and anticoagulants may increase this risk

• Severe Skin Reactions: Severe skin reactions, including erythema multiforme and Stevens-Johnson Syndrome, can occur with 
duloxetine. Drizalma Sprinkle™ should be discontinued at the first appearance of blisters, peeling rash, mucosal erosions, or any 
other sign of hypersensitivity if no other etiology can be identified

• Discontinuation Syndrome: Adverse reactions after discontinuation of serotonergic antidepressants, particularly after 
abrupt discontinuation, include nausea, sweating, dysphoric mood, irritability, agitation, dizziness, sensory disturbances (e.g., 
paresthesias, such as electric shock sensations), tremor, anxiety, confusion, headache, lethargy, emotional lability, insomnia, 
hypomania, tinnitus, and seizures. A gradual reduction in dosage rather than abrupt cessation is recommended whenever possible

• Activation of Mania or Hypomania: In patients with bipolar disorder, treating a depressive episode with duloxetine or another 
antidepressant may precipitate a mixed/manic episode. Use cautiously in patients with bipolar disorder. Prior to initiating 
treatment with Drizalma Sprinkle™, screen patients for any personal or family history of bipolar disorder, mania, or hypomania

• Angle-Closure Glaucoma: Duloxetine may trigger an angle-closure attack in patients with anatomically narrow angles who do not 
have a patent iridectomy. Avoid use of Drizalma Sprinkle™ in patients with anatomically narrow angles

• Seizures: Drizalma Sprinkle™ should be prescribed with care in patients with a history of seizure disorder
• Blood Pressure: Monitor blood pressure prior to initiating treatment and periodically throughout treatment
• Hyponatremia: Can occur in association with SIADH. Cases of hyponatremia have been reported
• Glucose Control in Diabetes: In diabetic peripheral neuropathic pain patients, small increases in fasting blood glucose and HbA

1c
 

have been observed

Please see additional Important Safety Information throughout this journal cover wrap, and Brief Summary of Full Prescribing 
Information, including Boxed Warning.
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A Love Letter to the
Patient-Physician Relationship

THE CASE FOR
Psychiatric 
Reparations

» Nidal Moukaddam, MD, PhD

This is a love letter. It is an ode to clinical psy-
chiatry from one psychiatrist to another, to 
all those who are seeing patients in hospitals, 

whether they are on consult teams, in emergency 
departments, in solo offices, or on little screens 

» H. Steven Moffic, MD; Rahn K. Bailey, MD; Andrew J. McLean, MD, MPH; and 
Tom Okamoto, MD; The PRO Group (Psychiatric Reparations Opportunities)

I
f conversations around racism are difficult, the particular topic of reparations is difficult 

in the extreme. Some of the difficulty lies in how reparations are defined. The Oxford En-

glish Dictionary, for example, defines the term as “the making of amends for a wrong one 

has done, by paying money to or otherwise helping those who have been wronged.” In other 

words, how much money is enough, and what else can help? CONTINUED ON PAGE 10
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COMMENTARY

“Reparations 
fundamentally is 
not about money—
it is about justice; 
reparations are 
closely linked to 
mental health 
status, psychological 
well-being, and 
behavior.”
—Bertha Holliday, PhD, 
and Alberto Figueroa-Garcia, MD1
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scattered around the country. All of us 
psychiatrists, mental health clini-
cians, and therapists are listening to 
stories, absorbing emotions, and of-
fering patients and families reassur-
ance and positive action. Together, we 
are promoting healing and recovery.

Why would someone write a love 
letter to their specialty? Because after 
2 decades of practicing medicine, I 
still find the intricacies of the human 
mind fascinating; I have the utmost 
respect for my field, which beauti-
fully combines art and science. The 
scientific advances in psychiatry are 
fast-paced and intricate, and revolu-
tions in conceptualizing mental







INVEGA SUSTENNA®
(paliperidone palmitate) extended-release injectable  
suspension, for intramuscular use
Brief Summary
BEFORE PRESCRIBING INVEGA SUSTENNA®, PLEASE SEE FULL PRESCRIBING INFORMATION, INCLUDING 
BOXED WARNING.

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. INVEGA SUSTENNA® is not approved for use in patients with dementia-related psychosis. [see 
Warnings and Precautions].

INDICATIONS AND USAGE
INVEGA SUSTENNA® (paliperidone palmitate) is indicated for the treatment of:
•  Schizophrenia in adults [see Clinical Studies (14.1) in Full Prescribing Information].
•  Schizoaffective disorder in adults as monotherapy and as an adjunct to mood stabilizers or antidepressants 

[see Clinical Studies (14.2) in Full Prescribing Information].
CONTRAINDICATIONS
INVEGA SUSTENNA® is contraindicated in patients with a known hyper sensitivity to either paliperidone or 
risperidone, or to any of the excipients in the INVEGA SUSTENNA® formulation. Hypersensitivity reactions, 
including anaphylactic reactions and angioedema, have been reported in patients treated with risperidone and 
in patients treated with paliperidone. Paliperidone palmitate is converted to paliperidone, which is a metabolite 
of risperidone.
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 drug-treated patients of between 1.6 to 1.7 times the risk of 
death 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 the placebo group. 
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. Observational studies suggest that, similar to 
atypical antipsychotic drugs, treatment with conventional antipsychotic drugs may increase mortality. The extent 
to which the findings of increased mortality in observational studies may be attributed to the antipsychotic drug 
as opposed to some characteristic(s) of the patients is not clear. INVEGA SUSTENNA® is not approved for the 
treatment of patients with dementia-related psychosis [see Boxed Warning and Warnings and Precautions].
Cerebrovascular Adverse Reactions, Including Stroke, in Elderly Patients with Dementia-Related Psychosis
In placebo-controlled trials with risperidone, aripiprazole, and olanzapine in elderly subjects with dementia, 
there was a higher incidence of cerebrovascular adverse reactions (cerebrovascular accidents and transient 
ischemic attacks) including fatalities compared to placebo-treated subjects. No studies have been conducted 
with oral paliperidone, INVEGA SUSTENNA®, or the 3-month paliperidone palmitate extended-release 
injectable suspension in elderly patients with dementia. These medicines are not approved for the treatment of 
patients with dementia-related psychosis [see Boxed Warning and Warnings and Precautions].
Neuroleptic Malignant Syndrome
Neuroleptic Malignant Syndrome (NMS), a potentially fatal symptom complex, has been reported in association 
with antipsychotic drugs, including paliperidone.
Clinical manifestations of NMS are hyperpyrexia, muscle rigidity, altered mental status including delirium, and 
autonomic instability (irregular pulse or blood pressure, tachycardia, diaphoresis, and cardiac dysrhythmia). 
Additional signs may include elevated creatine phosphokinase, myoglobinuria (rhabdomyolysis), and acute 
renal failure.
If NMS is suspected, immediately discontinue INVEGA SUSTENNA® and provide symptomatic treatment and 
monitoring.
QT Prolongation
Paliperidone causes a modest increase in the corrected QT (QTc) interval. The use of paliperidone should be 
avoided in combination with other drugs that are known to prolong QTc including Class 1A (e.g., quinidine, 
procainamide) or Class III (e.g., amiodarone, sotalol) antiarrhythmic medications, antipsychotic medications  
(e.g., chlorpromazine, thioridazine), antibiotics (e.g., gatifloxacin, moxifloxacin), or any other class of 
medications known to prolong the QTc interval. Paliperidone should also be avoided in patients with congenital 
long QT syndrome and in patients with a history of cardiac arrhythmias.
Certain circumstances may increase the risk of the occurrence of Torsades de pointes and/or sudden death 
in association with the use of drugs that prolong the QTc interval, including (1) bradycardia; (2) hypokalemia 
or hypomagnesemia; (3) concomitant use of other drugs that prolong the QTc interval; and (4) presence of 
congenital prolongation of the QT interval.
The effects of oral paliperidone on the QT interval were evaluated in a double-blind, active-controlled 
(moxifloxacin 400 mg single dose), multicenter QT study in adults with schizophrenia and schizoaffective 
disorder, and in three placebo- and active-controlled 6-week, fixed-dose efficacy trials in adults with 
schizophrenia.
In the QT study (n=141), the 8 mg dose of immediate-release oral paliperidone (n=50) showed a mean placebo-
subtracted increase from baseline in QTcLD of 12.3 msec (90% CI: 8.9; 15.6) on day 8 at 1.5 hours post-dose. 
The mean steady-state peak plasma concentration for this 8 mg dose of paliperidone immediate release (Cmax 

ss = 113 ng/mL) was more than 2-fold the exposure observed with the maximum recommended 234 mg dose of 
INVEGA SUSTENNA® administered in the deltoid muscle (predicted median Cmax ss = 50 ng/mL). In this same 
study, a 4 mg dose of the immediate-release oral formulation of paliperidone, for which Cmax ss = 35 ng/mL, 
showed an increased placebo-subtracted QTcLD of 6.8 msec (90% CI: 3.6; 10.1) on day 2 at 1.5 hours post-dose.
In the three fixed-dose efficacy studies of oral paliperidone extended release in subjects with schizophrenia, 
electrocardiogram (ECG) measurements taken at various time points showed only one subject in the oral 
paliperidone 12 mg group had a change exceeding 60 msec at one time-point on Day 6 (increase of 62 msec).
In the four fixed-dose efficacy studies of INVEGA SUSTENNA® in subjects with schizophrenia and in the long-
term study in subjects with schizoaffective disorder, no subject experienced a change in QTcLD exceeding  
60 msec and no subject had a QTcLD value of > 500 msec at any time point. In the maintenance study in subjects 
with schizophrenia, no subject had a QTcLD change > 60 msec, and one subject had a QTcLD value of 507 msec 
(Bazett’s QT corrected interval [QTcB] value of 483 msec); this latter subject also had a heart rate of 45 beats 
per minute.
Tardive Dyskinesia
Tardive dyskinesia, a syndrome consisting of potentially irreversible, involuntary, dyskinetic movements, may 
develop in patients treated with antipsychotic drugs. Although the prevalence of the syndrome appears to be 
highest among the elderly, especially elderly women, it is impossible to predict which patients will develop the 
syndrome. Whether antipsychotic drug products differ in their potential to cause tardive dyskinesia is unknown.
The risk of developing tardive dyskinesia and the likelihood that it will become irreversible appear to increase 
with the duration of treatment and the cumulative dose. The syndrome can develop after relatively brief treatment 
periods, 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 the 
syndrome is unknown.
Given these considerations, INVEGA SUSTENNA® should be prescribed in a manner that is most likely to minimize 
the occurrence 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, 
equally 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 INVEGA SUSTENNA®, drug discontinuation 
should be considered. However, some patients may require treatment with INVEGA SUSTENNA® despite the 
presence of the syndrome.
Metabolic Changes
Atypical antipsychotic drugs have been associated with metabolic changes that may increase cardiovascular/
cerebrovascular risk. These metabolic changes include hyperglycemia, dyslipidemia, and body weight gain. 
While 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 and diabetes mellitus, in some cases extreme and associated with ketoacidosis or 
hyperosmolar coma or death, have been reported in patients treated with all atypical antipsychotics. These 
cases were, for the most part, seen in post-marketing clinical use and epidemiologic studies, not in clinical 
trials. Hyperglycemia and diabetes have been reported in trial subjects treated with INVEGA SUSTENNA®. 
Assessment of the relationship between atypical antipsychotic use and glucose abnormalities is complicated 
by the possibility of an increased background risk of diabetes mellitus in patients with schizophrenia and the 
increasing incidence of diabetes mellitus in the general population. Given these confounders, the relationship 
between atypical antipsychotic use and hyperglycemia-related adverse events is not completely understood. 
However, epidemiological studies suggest an increased risk of hyperglycemia-related adverse reactions in 
patients treated with the atypical antipsychotics.
Patients with an established diagnosis of diabetes mellitus who are started on atypical antipsychotics should 
be monitored regularly for worsening of glucose control. Patients with risk factors for diabetes mellitus (e.g., 
obesity, family history of diabetes) who are starting treatment with atypical antipsychotics should undergo 
fasting blood glucose testing at the beginning of treatment and periodically during treatment. Any patient 
treated with atypical antipsychotics should be monitored for symptoms of hyperglycemia including polydipsia, 
polyuria, polyphagia, and weakness. Patients who develop symptoms of hyperglycemia during treatment with 
atypical antipsychotics should undergo fasting blood glucose testing. In some cases, hyperglycemia has 
resolved when the atypical antipsychotic was discontinued; however, some patients required continuation of 
anti-diabetic treatment despite discontinuation of the suspect drug.
Pooled data from the four placebo-controlled (one 9-week and three 13-week), fixed-dose studies in subjects 
with schizophrenia are presented in Table 1.
Table 1:  Change in Fasting Glucose from Four Placebo-Controlled, 9- to 13-Week, Fixed-Dose Studies in 

Subjects with Schizophrenia

INVEGA SUSTENNA®

Placebo 39 mg 78 mg 156 mg 234/39 mga 234/156 mga 234/234 mga

Mean change from baseline (mg/dL)
n=367 n=86 n=244 n=238 n=110 n=126 n=115

Serum Glucose 
Change from 
baseline

-1.3 1.3 3.5 0.1 3.4 1.8 -0.2

Proportion of Patients with Shifts
Serum Glucose 
Normal to High  
(<100 mg/dL to  
≥126 mg/dL)

4.6%
(11/241)

6.3%
(4/64)

6.4%
(11/173)

3.9%
(6/154)

2.5%
(2/79)

7.0%
(6/86)

6.6%
(5/76)

a  Initial deltoid injection of 234 mg followed by either 39 mg, 156 mg, or 234 mg every 4 weeks by deltoid or gluteal 
injection. Other dose groups (39 mg, 78 mg, and 156 mg) are from studies involving only gluteal injection. [see 
Clinical Studies (14.1) in Full Prescribing Information].

In a long-term open-label pharmacokinetic and safety study in subjects with schizophrenia in which the highest 
dose available (234 mg) was evaluated, INVEGA SUSTENNA® was associated with a mean change in glucose 
of -0.4 mg/dL at Week 29 (n=109) and +6.8 mg/dL at Week 53 (n=100).
During the initial 25-week open-label period of a long-term study in subjects with schizoaffective disorder, 
INVEGA SUSTENNA® was associated with mean change in glucose of +5.3 mg/dL (n=518). At the endpoint  
of the subsequent 15-month double-blind period of the study, INVEGA SUSTENNA® was associated with a 
mean change in glucose of +0.3 mg/dL (n=131) compared with a mean change of +4.0 mg/dL in the placebo 
group (n=120).
Dyslipidemia
Undesirable alterations in lipids have been observed in patients treated with atypical antipsychotics.
Pooled data from the four placebo-controlled (one 9-week and three 13-week), fixed-dose studies in subjects 
with schizophrenia are presented in Table 2.

Table 2:  Change in Fasting Lipids from Four Placebo-Controlled, 9- to 13-Week, Fixed-Dose Studies in 
Subjects with Schizophrenia

INVEGA SUSTENNA®

Placebo 39 mg 78 mg 156 mg 234/39 mga 234/156 mga 234/234 mga

Mean change from baseline (mg/dL)
Cholesterol 
Change from 
baseline

n=366
-6.6

n=89
-6.4

n=244
-5.8

n=232
-7.1

n=105
-0.9

n=119
-4.2

n=120
9.4

LDL  
Change from 
baseline

n=275
-6.0

n=80
-4.8

n=164
-5.6

n=141
-4.8

n=104
0.9

n=117
-2.4

n=108
5.2

HDL  
Change from 
baseline

n=286
0.7

n=89
2.1

n=165
0.6

n=150
0.3

n=105
1.5

n=118
1.1

n=115
0.0

Triglycerides  
Change from 
baseline

n=366
-16.7

n=89
7.6

n=244
-9.0

n=232
-11.5

n=105
-14.1

n=119
-20.0

n=120
11.9

Proportion of Patients with Shifts
Cholesterol 
Normal to High 
(<200 mg/dL to 
≥240 mg/dL)

3.2%
(7/222)

2.0%
(1/51)

2.0%
(3/147)

2.1%
(3/141)

0%
(0/69)

3.1%
(2/65)

7.1%
(6/84)

LDL  
Normal to High  
(<100 mg/dL to 
≥160 mg/dL)

1.1%
(1/95)

0%
(0/29)

0%
(0/67)

0%
(0/46)

0%
(0/41)

0%
(0/37)

0%
(0/44)

HDL  
Normal to Low 
(≥40 mg/dL to 
<40 mg/dL)

13.8%
(28/203)

14.8%
(9/61)

9.6%
(11/115)

14.2%
(15/106)

12.7%
(9/71)

10.5%
(8/76)

16.0%
(13/81)

Triglycerides 
Normal to High 
(<150 mg/dL to 
≥200 mg/dL)

3.6%
(8/221)

6.1%
(3/49)

9.2%
(14/153)

7.2%
(10/139)

1.3%
(1/79)

3.7%
(3/82)

10.7%
(9/84)

a  Initial deltoid injection of 234 mg followed by either 39 mg, 156 mg, or 234 mg every 4 weeks by deltoid or gluteal 
injection. Other dose groups (39 mg, 78 mg, and 156 mg) are from studies involving only gluteal injection. [see 
Clinical Studies (14.1) in Full Prescribing Information].

INVEGA SUSTENNA® (paliperidone palmitate)  
extended-release injectable suspension, for intramuscular use
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In a long-term open-label pharmacokinetic and safety study in subjects with schizophrenia in which the highest 
dose available (234 mg) was evaluated, the mean changes from baseline in lipid values are presented in Table 3.
Table 3:  Change in Fasting Lipids from Long-term Open-label Pharmacokinetic and Safety Study in Subjects 

with Schizophrenia

INVEGA SUSTENNA® 234 mg
Week 29 Week 53

Mean change from baseline (mg/dL)
Cholesterol n=112 n=100
Change from baseline -1.2 0.1

LDL n=107 n=89
Change from baseline -2.7 -2.3

HDL n=112 n=98
Change from baseline -0.8 -2.6

Triglycerides n=112 n=100
Change from baseline 16.2 37.4

The mean changes from baseline in lipid values during the initial 25-week open-label period and at the endpoint 
of the subsequent 15-month double-blind period in a long-term study in subjects with schizoaffective disorder 
are presented in Table 4.
Table 4:  Change in Fasting Lipids from an Open-Label and Double-Blind Periods of a Long-Term Study in 

Subjects with Schizoaffective Disorder

Open-Label Period
INVEGA SUSTENNA®

Double-Blind Period
Placebo INVEGA SUSTENNA®

Mean change from baseline (mg/dL)
Cholesterol n=198 n=119 n=132
Change from baseline -3.9 -4.2 2.3

LDL n=198 n=117 n=130
Change from baseline -2.7 -2.8 5.9

HDL n=198 n=119 n=131
Change from baseline -2.7 -0.9 -0.7

Triglycerides n=198 n=119 n=132
Change from baseline 7.0 2.5 -12.3

Weight Gain
Weight gain has been observed with atypical antipsychotic use. Clinical monitoring of weight is recommended.
Data on mean changes in body weight and the proportion of subjects meeting a weight gain criterion of ≥ 7% of 
body weight from the four placebo-controlled (one 9-week and three 13-week), fixed-dose studies in subjects 
with schizophrenia are presented in Table 5.
Table 5:  Mean Change in Body Weight (kg) and the Proportion of Subjects with ≥ 7% Gain in Body Weight from 

Four Placebo-Controlled, 9- to 13-Week, Fixed-Dose Studies in Subjects with Schizophrenia

INVEGA SUSTENNA®

Placebo 39 mg 78 mg 156 mg 234/39 
mga

234/156 
mga

234/234 
mga

n=451 n=116 n=280 n=267 n=137 n=144 n=145

Weight (kg) Change from baseline -0.4 0.4 0.8 1.4 0.4 0.7 1.4

Weight Gain ≥ 7% increase from 
baseline 3.3% 6.0% 8.9% 9.0% 5.8% 8.3% 13.1%

a  Initial deltoid injection of 234 mg followed by either 39 mg, 156 mg, or 234 mg every 4 weeks by deltoid or gluteal 
injection. Other dose groups (39 mg, 78 mg, and 156 mg) are from studies involving only gluteal injection. [see 
Clinical Studies (14.1) in Full Prescribing Information].

In a long-term open-label pharmacokinetic and safety study in which the highest dose available (234 mg) was 
evaluated, INVEGA SUSTENNA® was associated with a mean change in weight of +2.4 kg at Week 29 (n=134) 
and +4.3 kg at Week 53 (n=113).
During the initial 25-week open-label period of a long-term study in subjects with schizoaffective disorder, 
INVEGA SUSTENNA® was associated with a mean change in weight of +2.2 kg and 18.4% of subjects had an 
increase in body weight of ≥ 7%  (n=653). At the endpoint of the subsequent 15-month double-blind period of the 
study, INVEGA SUSTENNA® was associated with a mean change in weight of -0.2 kg and 13.0% of subjects had 
an increase in body weight of ≥ 7% (n=161); the placebo group had a mean change in weight of -0.8 kg and 6.0% 
of subjects had an increase in body weight of ≥ 7% (n=168).
Orthostatic Hypotension and Syncope
Paliperidone can induce orthostatic hypotension and syncope in some patients because of its alpha-adrenergic 
blocking activity. Syncope was reported in < 1% (4/1293) of subjects treated with INVEGA  SUSTENNA® in 
the recommended dose range of 39 mg to 234 mg  in the four fixed-dose, double-blind, placebo-controlled 
trials compared with 0% (0/510) of subjects treated with placebo. In the four fixed-dose efficacy studies in 
subjects with schizophrenia, orthostatic hypotension was reported as an adverse event by < 1% (2/1293) of 
INVEGA  SUSTENNA®- treated subjects compared to 0% (0/510) with placebo. Incidences of orthostatic 
hypotension and syncope in the long-term studies in subjects with schizophrenia and schizoaffective disorder 
were similar to those observed in the short-term studies.
INVEGA SUSTENNA® should be used with caution in patients with known cardiovascular disease (e.g., heart 
failure, history of myocardial infarction or ischemia, conduction abnormalities), cerebrovascular disease, or 
conditions that predispose the patient to hypotension (e.g., dehydration, hypovolemia, and treatment with 
antihypertensive medications). Monitoring of orthostatic vital signs should be considered in patients who are 
vulnerable to hypotension.
Falls
Somnolence, postural hypotension, motor and sensory instability have been reported with the use of 
antipsychotics, including INVEGA SUSTENNA®, which may lead to falls and, consequently, fractures or other 
fall-related injuries. For patients, particularly the elderly, with diseases, conditions, or medications that could 
exacerbate these effects, assess the risk of falls when initiating antipsychotic treatment and recurrently for 
patients on long-term antipsychotic therapy.
Leukopenia, Neutropenia, and Agranulocytosis
In clinical trial and/or postmarketing experience, events of leukopenia and neutropenia have been reported 
temporally related to antipsychotic agents, including INVEGA SUSTENNA®. Agranulocytosis has also been 
reported.
Possible risk factors for leukopenia/neutropenia include pre-existing low white blood cell count (WBC)/
absolute neutrophil count (ANC) and history of drug-induced leukopenia/neutropenia. In patients with a history 
of a clinically significant low WBC/ANC or a drug-induced leukopenia/neutropenia, perform a complete blood 
count (CBC) frequently during the first few months of therapy. In such patients, consider discontinuation of 
INVEGA SUSTENNA® at the first sign of a clinically significant decline in WBC in the absence of other 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 INVEGA SUSTENNA® in patients with severe 
neutropenia (absolute neutrophil count < 1000/mm3) and follow their WBC until recovery.
Hyperprolactinemia
Like other drugs that antagonize dopamine D2 receptors, paliperidone elevates prolactin levels and the elevation 
persists during chronic administration. Paliperidone has a prolactin-elevating effect similar to that seen with 
risperidone, a drug that is associated with higher levels of prolactin than other antipsychotic drugs.
Hyperprolactinemia, regardless of etiology, may suppress hypothalamic GnRH, resulting in reduced pituitary 
gonadotrophin secretion. This, in turn, may inhibit reproductive function by impairing gonadal steroidogenesis 
in both female and male patients. Galactorrhea, amenorrhea, gynecomastia, and impotence have been reported 
in patients receiving prolactin-elevating compounds. Long-standing hyperprolactinemia when associated with 
hypogonadism may lead to decreased bone density in both female and male subjects.
Tissue culture experiments indicate that approximately one-third of human breast cancers are prolactin 
dependent in vitro, a factor of potential importance if the prescription of these drugs is considered in a patient 
with previously detected breast cancer. An increase in the incidence of pituitary gland, mammary gland, and 
pancreatic islet cell neoplasia (mammary adenocarcinomas, pituitary and pancreatic adenomas) was observed 
in the risperidone carcinogenicity studies conducted in mice and rats [see Nonclinical Toxicology (13.1) in Full 
Prescribing Information]. Neither clinical studies nor epidemiologic studies conducted to date have shown 
an association between chronic administration of this class of drugs and tumorigenesis in humans, but the 
available evidence is too limited to be conclusive.
Prolactin data from two long-term, double-blind, placebo-controlled studies with INVEGA SUSTENNA® are 
presented below; one study was in a population of patients with schizophrenia; the second study was in 
patients with schizoaffective disorder.
Schizophrenia
In a long-term maintenance trial of INVEGA  SUSTENNA® in schizophrenia patients (Study PSY-3001), 
see Clinical Studies (14.1), elevations of prolactin to above the reference range (> 18 ng/mL in males and  
> 30 ng/mL in females) relative to open-label baseline at any time during the double-blind phase were noted 
in a higher percentage of the patients in the INVEGA SUSTENNA® group than those in the placebo group in 
males (51.9% vs. 29.0%) and in females (50.5% vs. 42.9%). During the double-blind phase, 4 females (4.2%) 
in the INVEGA SUSTENNA® group experienced potentially prolactin-related adverse reactions (amenorrhea 
N=2; galactorrhea N=1; menstruation irregular N=1), while 2 females (2.2%) in the placebo group experienced 
potentially prolactin-related adverse reactions (amenorrhea N=1; breast pain N=1). One male (0.9%) in the 
INVEGA SUSTENNA® group experienced erectile dysfunction and 1 male (0.9%) in placebo group experienced 
gynecomastia.
Prior to the double-blind phase (during the 33-week open-label phase of the long-term maintenance trial), the 
mean (SD) serum prolactin values at baseline were 14.9 (22.3) ng/mL in males (N=490) and 35.2 (39.6) ng/mL 
in females (N=358). At the end of the open-label phase, mean (SD) prolactin values were 24.7 (22.5) ng/mL in 
males (N=470) and 59.5 (38.1) ng/mL in females (N=333). During the open-label phases 49.2% of females and 
47.7% of males experienced elevations of prolactin above the reference range relative to baseline, and a higher 
proportion of females experienced potentially prolactin-related adverse reactions compared to males (5.3% vs. 
1.8%). Amenorrhea (2.5%) in females and no single potentially prolactin-related adverse reaction in males were 
observed with a rate greater than 2%.
Schizoaffective Disorder
In a long-term maintenance trial of INVEGA SUSTENNA® in patients with schizoaffective disorder (Study SCA-
3004) see Clinical Studies (14.2), elevations of prolactin to above the reference range (> 13.13 ng/mL in males and  
> 26.72 ng/mL in females) relative to open-label baseline at any time during the 15-month double-blind 
phase were noted in a higher percentage of patients in the INVEGA SUSTENNA® group than those in the 
placebo group in males (55.6% vs. 23.2%) and in females (44.3% vs. 25.0%). During the 15-month double-blind 
phase, 11 females (13.9%) in the INVEGA SUSTENNA® group had 14 potentially prolactin-related adverse 
reactions (hyperprolactinemia N=3; blood prolactin increased N=4; libido decreased N=1; amenorrhea N=3; 
galactorrhea N=3), while 5 females (5.8%) in the placebo group had 6 potentially prolactin-related adverse 
reactions (hyperprolactinemia N=2; blood prolactin increased N=1; amenorrhea N=2; galactorrhea N=1). Six 
males (7.1%) in the INVEGA SUSTENNA® group experienced 6 potentially prolactin-related adverse reactions 
(hyperprolactinemia N=4; libido decreased N=1; erectile dysfunction N=1), while 1 male (1.2%) in the placebo 
group experienced adverse reaction of blood prolactin increased.
Prior to the 15-month double-blind phase (during the 25-week open-label phase of the long-term maintenance 
trial), the mean (SD) serum prolactin values at baseline were 14.6 (14.0) ng/mL in males (N=352) and 39.1  
(44.6) ng/mL in females (N=302). At the end of the open-label phase, mean (SD) prolactin values were 32.8  
(17.2) ng/mL in males (N=275) and 72.4 (46.5) ng/mL in females (N=239). During the open-label phase, 48.9% of 
females and 53.3% of males experienced elevations of prolactin above the reference range relative to baseline, 
and a higher proportion of females experienced potentially prolactin-related adverse reactions compared to 
males (10.0% vs. 9.0%). Amenorrhea (5.8%) and galactorrhea (2.9%) in females and libido decrease (2.8%) and 
erectile dysfunction (2.5%) in males were observed with a rate greater than 2%.
Potential for Cognitive and Motor Impairment
Somnolence, sedation, and dizziness were reported as adverse reactions in subjects treated with 
INVEGA  SUSTENNA® [see Adverse Reactions]. Antipsychotics, including INVEGA  SUSTENNA®, have the 
potential to impair judgment, thinking, or motor skills. Patients should be cautioned about performing activities 
requiring mental alertness, such as operating hazardous machinery or operating a motor vehicle, until they are 
reasonably certain that paliperidone therapy does not adversely affect them.
Seizures
In the four fixed-dose double-blind placebo-controlled studies in subjects with schizophrenia, <1% (1/1293) of 
subjects treated with INVEGA SUSTENNA® in the recommended dose range of 39 mg to 234 mg experienced 
an adverse event of convulsion compared with <1% (1/510) of placebo-treated subjects who experienced an 
adverse event of grand mal convulsion.
Like other antipsychotic drugs, INVEGA SUSTENNA® should be used cautiously in patients with a history of 
seizures or other conditions that potentially lower the seizure threshold. Conditions that lower the seizure 
threshold may be more prevalent in patients 65 years or older.
Dysphagia
Esophageal dysmotility and aspiration have been associated with antipsychotic drug use. INVEGA SUSTENNA® 
and other antipsychotic drugs should be used cautiously in patients at risk for aspiration pneumonia.
Priapism
Drugs with alpha-adrenergic blocking effects have been reported to induce priapism. Although no cases of 
priapism have been reported in clinical trials with INVEGA SUSTENNA®, priapism has been reported with oral 
paliperidone during postmarketing surveillance. Severe priapism may require surgical intervention.
Disruption of Body Temperature Regulation
Disruption of the body’s ability to reduce core body temperature has been attributed to antipsychotic agents. 
Appropriate care is advised when prescribing INVEGA  SUSTENNA® to patients who will be experiencing 
conditions which may contribute to an elevation in core body temperature, e.g., exercising strenuously, 
exposure to extreme heat, receiving concomitant medication with anticholinergic activity, or being subject  
to dehydration.
ADVERSE REACTIONS
The following are discussed in more detail in other sections of the labeling:
•  Increased mortality in elderly patients with dementia-related psychosis [see Boxed Warning and Warnings and 

Precautions]
•  Cerebrovascular adverse reactions, including stroke, in elderly patients with dementia-related psychosis [see 

Warnings and Precautions]
• Neuroleptic malignant syndrome [see Warnings and Precautions]
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• QT prolongation [see Warnings and Precautions]
• Tardive dyskinesia [see Warnings and Precautions]
• Metabolic changes [see Warnings and Precautions]
• Orthostatic hypotension and syncope [see Warnings and Precautions]
• Falls [see Warnings and Precautions]
•  Leukopenia, neutropenia, and agranulocytosis [see Warnings and Precautions]
• Hyperprolactinemia [see Warnings and Precautions]
•  Potential for cognitive and motor impairment [see Warnings and Precautions]
• Seizures [see Warnings and Precautions]
• Dysphagia [see Warnings and Precautions]
• Priapism [see Warnings and Precautions]
•  Disruption of body temperature regulation [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
The data described in this section are derived from a clinical trial database consisting of a total of 3817 
subjects (approximately 1705 patient-years exposure) with schizophrenia who received at least one dose of 
INVEGA SUSTENNA® in the recommended dose range of 39 mg to 234 mg and a total of 510 subjects with 
schizophrenia who received placebo. Among the 3817 INVEGA SUSTENNA®-treated subjects, 1293 received 
INVEGA SUSTENNA® in four fixed-dose, double-blind, placebo-controlled trials (one 9-week and three 13-
week studies), 849 received INVEGA SUSTENNA® in the maintenance trial (median exposure 229 days during 
the initial 33-week open-label phase of this study, of whom 205 continued to receive INVEGA SUSTENNA® 
during the double-blind placebo-controlled phase of this study [median exposure 171 days]), and 1675 received 
INVEGA SUSTENNA® in five non-placebo controlled trials (three noninferiority active-comparator trials, one 
long-term open-label pharmacokinetic and safety study, and an injection site [deltoid-gluteal] cross-over trial). 
One of the 13-week studies included a 234 mg INVEGA SUSTENNA® initiation dose followed by treatment with 
either 39 mg, 156 mg, or 234 mg every 4 weeks.
The safety of INVEGA SUSTENNA® was also evaluated in a 15-month, long-term study comparing INVEGA 
SUSTENNA® to selected oral antipsychotic therapies in adult subjects with schizophrenia. A total of 226 
subjects received INVEGA  SUSTENNA® during the 15-month, open-label period of this study; 218 subjects 
received selected oral antipsychotic therapies. The safety of INVEGA SUSTENNA® was similar to that seen 
in previous double-blind, placebo-controlled clinical trials in adult subjects with schizophrenia. The safety of 
INVEGA SUSTENNA® was also evaluated in a long-term study in adult subjects with schizoaffective disorder. 
A total of 667 subjects received INVEGA SUSTENNA® during the initial 25-week open-label period of this study 
(median exposure 147 days); 164 subjects continued to receive INVEGA SUSTENNA® during the 15-month double-
blind placebo-controlled period of this study (median exposure 446 days). Adverse reactions that occurred more 
frequently in the INVEGA SUSTENNA® than the placebo group (a 2% difference or more between groups) were 
weight increased, nasopharyngitis, headache, hyperprolactinemia, and pyrexia.
Adverse Reactions in Double-Blind, Placebo-Controlled Clinical Trials
Commonly Observed Adverse Reactions: The most common (at least 5% in any INVEGA SUSTENNA® group) 
and likely drug-related (adverse events for which the drug rate is at least twice the placebo rate) adverse 
reactions from the double-blind, placebo-controlled trials in subjects with schizophrenia were injection 
site reactions, somnolence/sedation, dizziness, akathisia, and extrapyramidal disorder. No occurrences of 
adverse events reached this threshold in the long-term double-blind, placebo-controlled study in subjects with 
schizoaffective disorder.
Discontinuation of Treatment Due to Adverse Events: The percentage of subjects who discontinued due to 
adverse events in the four fixed-dose, double-blind, placebo-controlled schizophrenia trials were similar for 
INVEGA SUSTENNA®- and placebo-treated subjects.
The percentage of subjects who discontinued due to adverse events in the open-label period of the long-term 
study in subjects with schizoaffective disorder was 7.5%. During the double-blind, placebo-controlled period of 
that study, the percentages of subjects who discontinued due to adverse events were 5.5% and 1.8% in INVEGA 
SUSTENNA®- and placebo-treated subjects, respectively.
Dose-Related Adverse Reactions: Based on the pooled data from the four fixed-dose, double-blind, placebo-
controlled trials in subjects with schizophrenia, among the adverse reactions that occurred with ≥ 2% incidence 
in the subjects treated with INVEGA SUSTENNA®, only akathisia increased with dose. Hyperprolactinemia also 
exhibited a dose relationship, but did not occur at ≥ 2% incidence in INVEGA SUSTENNA®-treated subjects from 
the four fixed-dose studies.
Adverse Reactions Occurring at an Incidence of 2% or More in INVEGA  SUSTENNA®-Treated Patients:  
Table 6 lists the adverse reactions reported in 2% or more of INVEGA SUSTENNA®-treated subjects and at a 
greater proportion than in the placebo group with schizophrenia in the four fixed-dose, double-blind, placebo-
controlled trials.
Table 6:  Incidences of Adverse Reactions 2% or More of INVEGA SUSTENNA®-Treated Patients (and Greater 

than Placebo) with Schizophrenia in Four Fixed-Dose, Double-Blind, Placebo-Controlled Trials

INVEGA SUSTENNA®

System Organ Class
   Adverse Reactions

Placeboa 
(N=510)

39 mg 
(N=130)

78 mg 
(N=302)

156 mg 
(N=312)

234/39 mgb 
(N=160)

234/156 mgb 
(N=165)

234/234 
mgb 

(N=163)
Total percentage of subjects 
with adverse reactions

70 75 68 69 63 60 63

Gastrointestinal disorders
   Abdominal discomfort/
abdominal pain upper

2 2 4 4 1 2 4

  Diarrhea 2 0 3 2 1 2 2
  Dry mouth 1 3 1 0 1 1 1
  Nausea 3 4 4 3 2 2 2
  Toothache 1 1 1 3 1 2 3
  Vomiting 4 5 4 2 3 2 2
General disorders and administration site conditions
  Asthenia 0 2 1 <1 0 1 1
  Fatigue 1 1 2 2 1 2 1
   Injection site reactions 2 0 4 6 9 7 10
Infections and infestations
  Nasopharyngitis 2 0 2 2 4 2 2
   Upper respiratory tract 
infection

2 2 2 2 1 2 4

   Urinary tract infection 1 0 1 <1 1 1 2
Investigations
  Weight 
  increased

1 4 4 1 1 1 2

Table 6:  Incidences of Adverse Reactions 2% or More of INVEGA SUSTENNA®-Treated Patients (and Greater 
than Placebo) with Schizophrenia in Four Fixed-Dose, Double-Blind, Placebo-Controlled Trials

INVEGA SUSTENNA®

System Organ Class
   Adverse Reactions

Placeboa 
(N=510)

39 mg 
(N=130)

78 mg 
(N=302)

156 mg 
(N=312)

234/39 mgb 
(N=160)

234/156 mgb 
(N=165)

234/234 
mgb 

(N=163)
Musculoskeletal and connective tissue disorders
  Back pain 2 2 1 3 1 1 1
   Musculoskeletal stiffness 1 1 <1 <1 1 1 2
  Myalgia 1 2 1 <1 1 0 2
   Pain in extremity 1 0 2 2 2 3 0
Nervous system disorders
  Akathisia 3 2 2 3 1 5 6
  Dizziness 1 6 2 4 1 4 2
   Extrapyramidal disorder 1 5 2 3 1 0 0
  Headache 12 11 11 15 11 7 6
   Somnolence/sedation 3 5 7 4 1 5 5
Psychiatric disorders
  Agitation 7 10 5 9 8 5 4
  Anxiety 7 8 5 3 5 6 6
  Nightmare <1 2 0 0 0 0 0
Respiratory, thoracic and mediastinal disorders
  Cough 1 2 3 1 0 1 1
Vascular disorders
  Hypertension 1 2 1 1 1 1 0

Percentages are rounded to whole numbers. Table includes adverse reactions that were reported in 2% or more 
of subjects in any of the INVEGA SUSTENNA® dose groups and which occurred at greater incidence than in the 
placebo group. 
a  Placebo group is pooled from all studies and included either deltoid or gluteal injection depending on study 

design.
b  Initial deltoid injection of 234 mg followed by either 39 mg, 156 mg, or 234 mg every 4 weeks by deltoid or gluteal 

injection. Other dose groups (39 mg, 78 mg, and 156 mg) are from studies involving only gluteal injection. [see 
Clinical Studies (14.1) in Full Prescribing Information]

Adverse reactions for which the INVEGA SUSTENNA® incidence was equal to or less than placebo are not listed 
in the table, but included the following: dyspepsia, psychotic disorder, schizophrenia, and tremor. The following 
terms were combined: somnolence/sedation, breast tenderness/breast pain, abdominal discomfort/abdominal 
pain upper/stomach discomfort, and tachycardia/sinus tachycardia/heart rate increased. All injection site 
reaction-related adverse reactions were collapsed and are grouped under “Injection site reactions”.
Other Adverse Reactions Observed During the Clinical Trial Evaluation of INVEGA SUSTENNA®

The following list does not include reactions: 1) already listed in previous tables or elsewhere in labeling,  
2) for which a drug cause was remote, 3) which were so general as to be uninformative, or 4) which were not 
considered to have significant clinical implications.
Cardiac disorders: atrioventricular block first degree, bradycardia, bundle branch block, palpitations, postural 
orthostatic tachycardia syndrome, tachycardia
Ear and labyrinth disorders: vertigo
Eye disorders: eye movement disorder, eye rolling, oculogyric crisis, vision blurred
Gastrointestinal disorders: constipation, dyspepsia, flatulence, salivary hypersecretion
Immune system disorders: hypersensitivity
Investigations: alanine aminotransferase increased, aspartate aminotransferase increased, electrocardiogram 
abnormal
Metabolism and nutrition disorders: decreased appetite, hyperinsulinemia, increased appetite
Musculoskeletal and connective tissue disorders: arthralgia, joint stiffness, muscle rigidity, muscle spasms, 
muscle tightness, muscle twitching, nuchal rigidity
Nervous system disorders: bradykinesia, cerebrovascular accident, cogwheel rigidity, convulsion, dizziness 
postural, drooling, dysarthria, dyskinesia, dystonia, hypertonia, lethargy, oromandibular dystonia, parkinsonism, 
psychomotor hyperactivity, syncope
Psychiatric disorders: insomnia, libido decreased, restlessness
Reproductive system and breast disorders: amenorrhea, breast discharge, breast enlargement/breast swelling, 
breast tenderness/breast pain, ejaculation disorder, erectile dysfunction, galactorrhea, gynecomastia, 
menstrual disorder, menstruation delayed, menstruation irregular, sexual dysfunction
Respiratory, thoracic and mediastinal disorders: nasal congestion
Skin and subcutaneous tissue disorders: drug eruption, pruritus, pruritus generalized, rash, urticaria
Demographic Differences
An examination of population subgroups in the double-blind placebo-controlled trials did not reveal any evidence 
of differences in safety on the basis of age, gender, or race alone; however, there were few subjects 65 years of 
age and older.
Extrapyramidal Symptoms (EPS)
Pooled data from the two double-blind, placebo-controlled, 13-week, fixed-dose trials in adult subjects with 
schizophrenia provided information regarding EPS. Several methods were used to measure EPS: (1) the 
Simpson-Angus global score which broadly evaluates parkinsonism, (2) the Barnes Akathisia Rating Scale 
global clinical rating score which evaluates akathisia, (3) the Abnormal Involuntary Movement Scale scores 
which evaluates dyskinesia, and (4) use of anticholinergic medications to treat EPS (Table 7), and (5) incidence 
of spontaneous reports of EPS (Table 8).
Table 7:    Extrapyramidal Symptoms (EPS) Assessed by Incidence of Rating Scales and Use of Anticholinergic 

Medication – Schizophrenia Studies in Adults
Percentage of Subjects

INVEGA SUSTENNA®

 
Scale

Placebo 
(N=262)

39 mg ( 
N=130)

78 mg  
(N=223)

156 mg 
(N=228)

 Parkinsonisma 9 12 10 6
 Akathisiab 5 5 6 5
 Dyskinesiac 3 4 6 4
  Use of Anticholinergic Medicationsd 12 10 12 11

a  For parkinsonism, percent of subjects with Simpson-Angus Total score > 0.3 at endpoint (Total score defined as 
total sum of items score divided by the number  
of items)

b  For Akathisia, percent of subjects with Barnes Akathisia Rating Scale global score ≥ 2 at endpoint
c  For Dyskinesia, percent of subjects with a score ≥ 3 on any of the first 7 items or a score ≥ 2 on two or more of 

any of the first 7 items of the Abnormal Involuntary Movement Scale at endpoint
d  Percent of subjects who received anticholinergic medications to treat EPS
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Table 8:   Extrapyramidal Symptoms (EPS)-Related Events by MedDRA Preferred Term – Schizophrenia Studies 
in Adults

Percentage of Subjects
 INVEGA SUSTENNA®

 
EPS Group

Placebo 
(N=262)

39 mg  
(N=130)

78 mg  
(N=223)

156 mg  
(N=228)

Overall percentage of subjects with 
EPS-related adverse events 

10 12 11 11

Parkinsonism 5 6 6 4
Hyperkinesia 2 2 2 4
Tremor 3 2 2 3
Dyskinesia 1 2 3 1
Dystonia 0 1 1 2

Parkinsonism group includes: Extrapyramidal disorder, hypertonia, musculoskeletal stiffness, parkinsonism, 
drooling, masked facies, muscle tightness, hypokinesia
Hyperkinesia group includes: Akathisia, restless legs syndrome, restlessness
Dyskinesia group includes: Dyskinesia, choreoathetosis, muscle twitching, myoclonus, tardive dyskinesia
Dystonia group includes: Dystonia, muscle spasms

The results across all phases of the maintenance trial in subjects with schizophrenia exhibited comparable 
findings. In the 9-week, fixed-dose, double-blind, placebo-controlled trial, the proportions of parkinsonism and 
akathisia assessed by incidence of rating scales were higher in the INVEGA SUSTENNA® 156 mg group (18% 
and 11%, respectively) than in the INVEGA SUSTENNA® 78 mg group (9% and 5%, respectively) and placebo 
group (7% and 4%, respectively).
In the 13-week study in subjects with schizophrenia involving 234 mg initiation dosing, the incidence of any EPS 
was similar to that of the placebo group (8%), but exhibited a dose-related pattern with 6%, 10%, and 11% in the 
INVEGA SUSTENNA® 234/39 mg, 234/156 mg, and 234/234 mg groups, respectively. Hyperkinesia was the most 
frequent category of EPS-related adverse events in this study, and was reported at a similar rate between the 
placebo (4.9%) and INVEGA SUSTENNA® 234/156 mg (4.8%) and 234/234 mg (5.5%) groups, but at a lower rate in 
the 234/39 mg group (1.3%).
In the long-term study in subjects with schizoaffective disorder, EPS reported during the 25-week open-label 
INVEGA SUSTENNA® treatment included hyperkinesia (12.3%), parkinsonism (8.7%), tremor (3.4%), dyskinesia 
(2.5%), and dystonia (2.1%). During the 15-month double-blind treatment, the incidence of any EPS was similar to 
that of the placebo group (8.5% and 7.1% respectively). The most commonly reported treatment-emergent EPS-
related adverse events (>2%) in any treatment group in the double-blind phase of the study (INVEGA SUSTENNA® 
versus placebo) were hyperkinesia (3.7% vs. 2.9%), parkinsonism (3.0% vs. 1.8%), and tremor (1.2% vs. 2.4%).
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. 
While these symptoms can occur at low doses, they occur more frequently and with greater severity with 
high potency and at higher doses of first generation antipsychotic drugs. An elevated risk of acute dystonia is 
observed in males and younger age groups.

Pain Assessment and Local Injection Site Reactions
In the pooled data from the two 13-week, fixed-dose, double-blind, placebo-controlled trials in subjects with 
schizophrenia, the mean intensity of injection pain reported by subjects using a visual analog scale (0 = no 
pain to 100 = unbearably painful) decreased in all treatment groups from the first to the last injection (placebo: 
10.9 to 9.8; 39 mg: 10.3 to 7.7; 78 mg: 10.0 to 9.2; 156 mg: 11.1 to 8.8). The results from both the 9-week, fixed-
dose, double-blind, placebo-controlled trial and the double-blind phase of the maintenance trial exhibited 
comparable findings.
In the 13-week study involving 234 mg initiation dosing in subjects with schizophrenia, occurrences of induration, 
redness, or swelling, as assessed by blinded study personnel, were infrequent, generally mild, decreased over 
time, and similar in incidence between the INVEGA  SUSTENNA® and placebo groups. Investigator ratings 
of injection pain were similar for the placebo and INVEGA SUSTENNA® groups. Investigator evaluations of 
the injection site after the first injection for redness, swelling, induration, and pain were rated as absent for  
69-100% of subjects in both the INVEGA  SUSTENNA® and placebo groups. At Day 92, investigators rated 
absence of redness, swelling, induration, and pain in 95-100% of subjects in both the INVEGA SUSTENNA® and 
placebo groups.

Additional Adverse Reactions Reported in Clinical Trials with Oral Paliperidone
The following is a list of additional adverse reactions that have been reported in clinical trials with oral 
paliperidone:
Cardiac disorders: bundle branch block left, sinus arrhythmia
Gastrointestinal disorders: abdominal pain, small intestinal obstruction
General disorders and administration site conditions: edema, edema peripheral
Immune system disorders: anaphylactic reaction
Infections and infestations: rhinitis
Musculoskeletal and connective tissue disorders: musculoskeletal pain, torticollis, trismus
Nervous system disorders: grand mal convulsion, parkinsonian gait, transient ischemic attack
Psychiatric disorders: sleep disorder
Reproductive system and breast disorders: breast engorgement
Respiratory, thoracic and mediastinal disorders: pharyngolaryngeal pain, pneumonia aspiration
Skin and subcutaneous tissue disorders: rash papular
Vascular disorders: hypotension, ischemia
Postmarketing Experience
The following adverse reactions have been identified during postapproval use of paliperidone; because these 
reactions were reported voluntarily from a population of uncertain size, it is not always possible to reliably 
estimate their frequency or establish a causal relationship to drug exposure: angioedema, catatonia, ileus, 
somnambulism, swollen tongue, thrombotic thrombocytopenic purpura, urinary incontinence, and urinary 
retention.
Cases of anaphylactic reaction after injection with INVEGA  SUSTENNA® have been reported during 
postmarketing experience in patients who have previously tolerated oral risperidone or oral paliperidone.
Paliperidone is the major active metabolite of risperidone. Adverse reactions reported with oral risperidone 
and risperidone long-acting injection can be found in the Adverse Reactions sections of the package inserts 
for those products.

DRUG INTERACTIONS
Drugs Having Clinically Important Interactions with INVEGA SUSTENNA®

Because paliperidone palmitate is hydrolyzed to paliperidone [see Clinical Pharmacology (12.3) in Full 
Prescribing Information], results from studies with oral paliperidone should be taken into consideration when 
assessing drug-drug interaction potential.

Table 9.  Clinically Important Drug Interactions with INVEGA SUSTENNA®

Concomitant Drug Name 
or Drug Class Clinical Rationale Clinical Recommendation

Centrally Acting Drugs and 
Alcohol

Given the primary CNS effects of 
paliperidone, concomitant use of 
centrally acting drugs and alcohol 
may modulate the CNS effects of 
INVEGA SUSTENNA®.

INVEGA SUSTENNA® should be used 
with caution in combination with other 
centrally acting drugs and alcohol [see 
Adverse Reactions].

Drugs with Potential for 
Inducing Orthostatic 
Hypotension

Because INVEGA SUSTENNA® has 
the potential for inducing orthostatic 
hypotension, an additive effect may 
occur when INVEGA SUSTENNA® is 
administered with other therapeutic 
agents that have this potential [see 
Warnings and Precautions].

Monitor orthostatic vital signs in patients 
who are vulnerable to hypotension [see 
Warnings and Precautions].

Strong Inducers of 
CYP3A4 and P-gp (e.g., 
carbamazepine, rifampin, 
or St. John’s Wort)

The concomitant use of paliperidone 
and strong inducers of CYP3A4 and 
P-gp may decrease the exposure 
of paliperidone [see Clinical 
Pharmacology (12.3) in Full Prescribing 
Information].  

Avoid using CYP3A4 and/or P-gp 
inducers with INVEGA SUSTENNA® 
during the 1-month dosing interval, 
if possible. If administering a strong 
inducer is necessary, consider managing 
the patient using paliperidone extended-
release tablets [see Dosage and 
Administration (2.5) in Full Prescribing 
Information].

Levodopa and Other 
Dopamine Agonists

Paliperidone may antagonize the 
effect of levodopa and other dopamine 
agonists.

Monitor and manage patient as clinically 
appropriate.

Drugs Having No Clinically Important Interactions with INVEGA SUSTENNA®

Clinically meaningful pharmacokinetic interaction between INVEGA SUSTENNA® and valproate (including 
valproic acid and divalproex sodium) is not expected. Based on pharmacokinetic studies with oral paliperidone, 
no dosage adjustment of INVEGA SUSTENNA® is required when administered with valproate [see Clinical 
Pharmacology (12.3) in Full Prescribing Information]. Additionally, no dosage adjustment is necessary 
for valproate when co-administered with INVEGA SUSTENNA® [See Clinical Pharmacology (12.3) in Full 
Prescribing Information].
Pharmacokinetic interaction between lithium and INVEGA SUSTENNA® is also unlikely.
Paliperidone is not expected to cause clinically important pharmacokinetic interactions with drugs that are 
metabolized by cytochrome P450 isozymes. In vitro studies indicate that CYP2D6 and CYP3A4 may be involved 
in paliperidone metabolism; however, there is no evidence in vivo that inhibitors of these enzymes significantly 
affect the metabolism of paliperidone. Paliperidone is not a substrate of CYP1A2, CYP2A6, CYP2C9, and 
CYP2C19; an interaction with inhibitors or inducers of these isozymes is unlikely. [see Clinical Pharmacology 
(12.3) in Full Prescribing Information]
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 INVEGA SUSTENNA®, 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 of pregnancy are at risk for extrapyramidal 
and/or withdrawal symptoms following delivery (see Clinical Considerations). Overall, available data from 
published epidemiologic studies of pregnant women exposed to paliperidone have not established a drug-
associated risk for major birth defects, miscarriage, or adverse maternal or fetal outcomes (see Data). There 
are risks to the mother associated with untreated schizophrenia and with exposure to antipsychotics, including 
INVEGA  SUSTENNA®, during pregnancy (see Clinical Considerations). Paliperidone has been detected in 
plasma in adult subjects up to 126 days after a single-dose administration of INVEGA SUSTENNA® [see Clinical 
Pharmacology (12.3) in Full Prescribing Information], and the clinical significance of INVEGA  SUSTENNA® 
administered before pregnancy or anytime during pregnancy is not known.
The estimated background risk of major birth defects and miscarriage for the indicated population is unknown. 
All pregnancies have a background risk of birth defects, 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 2-4% and 15-20%, respectively.
In animal reproduction studies, there were no treatment related effects on the offspring when pregnant rats 
were injected intramuscularly with paliperidone palmitate during the period of organogenesis at doses up to  
10 times the maximum recommended human dose (MRHD) of 234 mg paliperidone based on mg/m2 body surface 
area. There were no increases in fetal abnormalities when pregnant rats and rabbits were treated orally with 
paliperidone during the period of organogenesis with up to 8 times the MRHD of 12 mg of paliperidone based 
on mg/m2 body surface area. Additional reproduction toxicity studies were conducted with orally administered 
risperidone, which is extensively converted to paliperidone (see Animal data).
Clinical Considerations
Disease-associated maternal and/or embryo/fetal risk
There is a risk to the mother from untreated schizophrenia, including increased risk of relapse, hospitalization, 
and suicide. Schizophrenia and bipolar I disorder are 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
Extrapyramidal 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, including INVEGA SUSTENNA®, during the third trimester of pregnancy. These symptoms have varied 
in severity. Monitor neonates exhibiting extrapyramidal and/or withdrawal symptoms and manage symptoms 
appropriately. Some neonates recovered within hours or days without specific treatment; others required 
prolonged hospitalization.
Data
Human Data
Published data from observational studies, birth registries, and case reports on the use of atypical antipsychotics 
during pregnancy do not report a clear association with antipsychotics and major birth defects. A prospective 
observational study including 6 women treated with risperidone, the parent compound of paliperidone, 
demonstrated placental passage of risperidone and paliperidone. A retrospective cohort study from a Medicaid 
database of 9258 women exposed to antipsychotics during pregnancy did not indicate an overall increased risk 
for major birth defects. There was a small increase in the risk of major birth defects (RR= 1.26, 95% CI 1.02-1.56) 
and of cardiac malformations (RR=1.26, 95% CI 0.88-1.81) in a subgroup of 1566 women exposed to the parent 
compound of paliperidone, risperidone, during the first trimester of pregnancy; however, there is no mechanism 
of action to explain the difference in malformation rates.   
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Animal Data
There were no treatment-related effects on the offspring when pregnant rats were injected intramuscularly 
with paliperidone palmitate extended-release injectable suspension during the period of organogenesis at 
doses up to 250 mg/kg, which is 10 times MRHD of 234 mg paliperidone based on mg/m2 body surface area.
In animal reproduction studies, there were no increases in fetal abnormalities when pregnant rats and rabbits 
were treated orally with paliperidone during the period of organogenesis with up to 8 times the MRHD of 12 mg 
based on mg/m2 body surface area.
Additional reproduction toxicity studies were conducted with orally administered risperidone, which is 
extensively converted to paliperidone. Cleft palate was observed in the offspring of pregnant mice treated with 
risperidone at 3 to 4 times the MRHD of 16 mg based on mg/m2 body surface area; maternal toxicity occurred at 
4 times the MHRD. There was no evidence of teratogenicity in embryo-fetal developmental toxicity studies with 
risperidone in rats and rabbits at doses up to 6 times the MRHD of 16 mg/day risperidone based on mg/m2 body 
surface area. When the offspring of pregnant rats, treated with risperidone at 0.6 times the MRHD based on  
mg/m2 body surface area, reached adulthood, learning was impaired. Increased neuronal cell death occurred in 
the fetal brains of the offspring of pregnant rats treated at 0.5 to 1.2 times the MRHD; the postnatal development 
and growth of the offspring was delayed.
In rat reproduction studies with risperidone, pup deaths occurred at oral doses which are less than the MRHD 
of risperidone based on mg/m2 body surface area; it is not known whether these deaths were due to a direct 
effect on the fetuses or pups or, to effects on the dams (see RISPERDAL® package insert).
Lactation
Risk Summary
Limited data from published literature report the presence of paliperidone in human breast milk. There is no 
information on the effects on the breastfed infant or the effects on milk production; however, there are reports of 
sedation, failure to thrive, jitteriness, and extrapyramidal symptoms (tremors and abnormal muscle movements) 
in breastfed infants exposed to paliperidone’s parent compound, risperidone (see Clinical Considerations). 
Paliperidone has been detected in plasma in adult subjects up to 126 days after a single-dose administration 
of INVEGA  SUSTENNA® [see Clinical Pharmacology (12.3) in Full Prescribing Information], and the clinical 
significance on the breastfed infant is not known. The developmental and health benefits of breastfeeding 
should be considered along with the mother’s clinical need for INVEGA SUSTENNA® and any potential adverse 
effects on the breastfed child from INVEGA SUSTENNA® or from the mother’s underlying condition.
Clinical Considerations
Infants exposed to INVEGA SUSTENNA® through breastmilk should be monitored for excess sedation, failure to 
thrive, jitteriness, and extrapyramidal symptoms (tremors and abnormal muscle movements).
Females and Males of Reproductive Potential
Infertility
Females
Based on the pharmacologic action of paliperidone (D2 receptor antagonism), treatment with 
INVEGA  SUSTENNA® may result in an increase in serum prolactin levels, which may lead to a reversible 
reduction in fertility in females of reproductive potential [see Warnings and Precautions (5.10)].
Pediatric Use
Safety and effectiveness of INVEGA SUSTENNA® in patients < 18 years of age have not been established.
Juvenile Animal Studies
In a study in which juvenile rats were treated with oral paliperidone from days 24 to 73 of age, a reversible 
impairment of performance in a test of learning and memory was seen, in females only, with a no-effect dose 
of 0.63 mg/kg/day, which produced plasma levels (AUC) of paliperidone similar to those in adolescents dosed 
at 12 mg/day. No other consistent effects on neurobehavioral or reproductive development were seen up 
to the highest dose tested (2.5 mg/kg/day), which produced plasma levels of paliperidone 2-3 times those in 
adolescents.
Juvenile dogs were treated for 40 weeks with oral risperidone, which is extensively metabolized to paliperidone 
in animals and humans, at doses of 0.31, 1.25, or 5 mg/kg/day. Decreased bone length and density were seen 
with a no-effect dose of 0.31 mg/kg/day, which produced plasma levels (AUC) of risperidone plus paliperidone 
which were similar to those in children and adolescents receiving the MRHD of risperidone. In addition, a delay 
in sexual maturation was seen at all doses in both males and females. The above effects showed little or no 
reversibility in females after a 12-week drug-free recovery period.
The long-term effects of INVEGA SUSTENNA® on growth and sexual maturation have not been fully evaluated 
in children and adolescents.
Geriatric Use
Clinical studies of INVEGA SUSTENNA® did not include sufficient numbers of subjects aged 65 and over to 
determine whether they respond differently from younger subjects. Other reported clinical experience has not 
identified differences in responses between the elderly and younger patients.
This drug is known to be substantially excreted by the kidney and clearance is decreased in patients with renal 
impairment [see Clinical Pharmacology (12.3) in Full Prescribing Information], who should be given reduced 
doses. Because elderly patients are more likely to have decreased renal function, adjust dose based on renal 
function [see Dosage and Administration (2.5) in Full Prescribing Information].
Renal Impairment
Use of INVEGA  SUSTENNA® is not recommended in patients with moderate or severe renal impairment 
(creatinine clearance < 50 mL/min). Dose reduction is recommended for patients with mild renal impairment 
(creatinine clearance ≥ 50 mL/min to < 80 mL/min) [see Dosage and Administration (2.5) and Clinical 
Pharmacology (12.3) in Full Prescribing Information].
Hepatic Impairment 
INVEGA SUSTENNA® has not been studied in patients with hepatic impairment. Based on a study with oral 
paliperidone, no dose adjustment is required in patients with mild or moderate hepatic impairment. Paliperidone 
has not been studied in patients with severe hepatic impairment [Clinical Pharmacology (12.3) in Full Prescribing 
Information].
Patients with Parkinson’s Disease or Lewy Body Dementia
Patients with Parkinson’s Disease or Dementia with Lewy Bodies can experience increased sensitivity to 
INVEGA SUSTENNA®. Manifestations can include confusion, obtundation, postural instability with frequent 
falls, extrapyramidal symptoms, and clinical features consistent with neuroleptic malignant syndrome.
DRUG ABUSE AND DEPENDENCE
Controlled Substance
INVEGA SUSTENNA® (paliperidone) is not a controlled substance.
Abuse
Paliperidone has not been systematically studied in animals or humans for its potential for abuse.
Dependence
Paliperidone has not been systematically studied in animals or humans for its potential for tolerance or physical 
dependence.

OVERDOSAGE
Human Experience
No cases of overdose were reported in premarketing studies with INVEGA  SUSTENNA®. Because 
INVEGA  SUSTENNA® is to be administered by healthcare professionals, the potential for overdosage by 
patients is low.
While experience with paliperidone overdose is limited, among the few cases of overdose reported in 
premarketing trials with oral paliperidone, the highest estimated ingestion was 405 mg. Observed signs and 
symptoms included extrapyramidal symptoms and gait unsteadiness. Other potential signs and symptoms 
include those resulting from an exaggeration of paliperidone’s known pharmacological effects, i.e., drowsiness 
and sedation, tachycardia and hypotension, and QT prolongation. Torsades de pointes and ventricular fibrillation 
have been reported in a patient in the setting of overdose with oral paliperidone.
Paliperidone is the major active metabolite of risperidone. Overdose experience reported with risperidone can 
be found in the OVERDOSAGE section of the risperidone package insert.
Management of Overdosage
Contact a Certified Poison Control Center for the most up to date information on the management of 
INVEGA  SUSTENNA® overdosage (1-800-222-1222 or www.poison.org). Provide supportive care, including 
close medical supervision and monitoring. Treatment should consist of general measures employed in the 
management of overdosage with any drug. Consider the possibility of multiple drug overdosage. Ensure an 
adequate airway, oxygenation, and ventilation. Monitor cardiac rhythm and vital signs. Use supportive and 
symptomatic measures. There is no specific antidote to paliperidone.
Consider the prolonged-release characteristics of INVEGA  SUSTENNA® and the long apparent half-life of 
paliperidone when assessing treatment needs and recovery.

INVEGA SUSTENNA® (paliperidone palmitate) Extended-Release Injectable Suspension

Product of Ireland
Manufactured by: 
Janssen Pharmaceutica NV 
Beerse, Belgium
Manufactured for: 
Janssen Pharmaceuticals, Inc. 
Titusville, NJ 08560
© 2009 Janssen Pharmaceutical Companies

cp-90150v2

INVEGA SUSTENNA® (paliperidone palmitate)  
extended-release injectable suspension, for intramuscular use

INVEGA SUSTENNA® (paliperidone palmitate)  
extended-release injectable suspension, for intramuscular use

PSY0821_CV2-006_Invega.indd   6PSY0821_CV2-006_Invega.indd   6 7/29/21   8:41 AM7/29/21   8:41 AM



7PSYCHIATRIC TIMES™ AuguST 2021
www.psychiatr ic t imes.com

FROM THE CHAIRMAN

Questions Linger About 
COVID-19’s Origin 

W as it a natural zoonotic spillover that catapulted SARS-CoV-2 
from an emerging virus into a pandemic pathogen or was it some-
thing much more sinister? Did a lab leak in Wuhan, China, cast a 

spark that lit the fuse? 
Debate and discussion about the origin of the virus that causes COVID-19 

have been at the forefront of the global consciousness since the first cases 
were reported in December 2019. 

Early on, whispers of a potentially engineered virus quickly grew to a roar 
and fueled speculation that China was behind the pandemic. This narrative 
was so pervasive that, in February 2020, 27 public health scientists pub-
lished a letter in The Lancet disputing the lab leak theory and announcing 
their support of their counterparts in China: the scientists, public health 
officials, and medical professionals combating the pandemic. 

The authors, who all declared no competing interests in their disclosures, 
wrote: “We stand together to strongly condemn conspiracy theories sug-
gesting that COVID-19 does not have a natural origin.”

And although analyses of the genomic sequence of the virus subsequently 
pointed to natural origins, the questions regarding China’s role persisted, 
led by discrepancies and conflicting reports. 

Fast forward to June 2021, when new evidence breathed new life into the 
origin questions. The Lancet published an addendum with revised disclo-
sure statements from virologist and investigator Peter Daszak, PhD, one of 
the 27 authors of the original letter; it noted that Daszak’s remuneration is 
paid solely in the form of a salary from EcoHealth Alliance, a New York-
based nonprofit research foundation of which he is president. The company 
has reportedly worked directly with Wuhan laboratories and funded gain-
of-function research at China’s Wuhan Institute of Virology. 

Consider, too, other odd associations. Recent reports have uncovered fi-
nancial ties between Google and EcoHealth Alliance. This comes after ac-
cusations that the tech giant censored lab leak conspiracy theory stories in 
its search results. Google has dismissed those reports, insisting the company 
is simply taking steps to protect users from unverified information.

Are these coincidences or is this a case of “where there’s smoke, there’s 
fire”? Although the answer is unclear, these questions add to the bank of 
other troublesome queries standing in the way of the truth about COVID-19.

The questions extend beyond origin theory. After the US Food and Drug 
Administration, approved the vaccine use for adolescents, a new concern 
arose over its long-term effects, especially on fertility and heart inflamma-
tion. Robert Malone, MD, the inventor of the mRNA technology, recently 
expressed strong concern over the risk-benefit analysis of vaccination for 
young adults. Similarly, the Centers for Disease Control and Prevention’s 
Advisory Committee on Immunization Practices met to discuss instances 
of myocarditis or pericarditis in individuals aged 30 and younger who have 
received an mRNA COVID-19 vaccine

Of course, we may never know the answers to these and other questions. 
We may never know what triggered the global pandemic that has claimed 
more than 3.8 million lives. And we will not know the long-term effects for 
quite some time. What we do know is that the incredible strength and col-
laboration of health care professionals and the scientific community have 
allowed us to regain some semblance of normalcy, which is essential to the 
mental well-being of our country. 

And that, right now, is the only answer that matters.  ❒

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

Cannabis 
Confusion
John J. Miller, MD | Editor in Chief

P rior to my decision to attend 
medical school, I was plan-
ning to become a basic sci-

ence researcher. I studied biochem-
istry in college at a time when it was 
a relatively young field. My bache-
lor of science curriculum included 7 
semesters of chemistry; 5 semesters 
of biochemistry, physics, microbi-
ology, and zoology; and a senior 
honors thesis that entailed design-
ing, completing, and defending a 
novel research project. I success-
fully defended my thesis, “An Anal-
ysis of the Fate of the Escherichia 
coli 4.5S RNA Gene in Yeast Using 
a Recombinant Plasmid,”1 and was 
planning to attend graduate school 
in genetics at the University of 
Washington in Seattle. 

Between completing my senior 
thesis and my planned move to Se-
attle, I suddenly panicked and won-
dered: Is this truly the career path 
for me? Ultimately, I realized I did 
not have what it took to be a basic 
science researcher, so I worked for 
a year as a biochemical technician 
and applied to medical school—a 
decision I have never regretted.

Yet, I do not regret my back-
ground in biochemistry either. It is 
the foundation upon which all I have 
learned of medicine and psychiatry 
is built. The field of neuropsychop-
harmacology has evolved over the 
past 30 years, and I am filled 
with pride, awe, and excitement to 
have witnessed the clinical advance-
ments that basic science researchers 
have made possible. However, in 
my opinion, there is 1 significant ex-
ception to all my accolades for how 
good science has advanced medi-
cine: the research on cannabis.

The scientific method is used in 
medicine and has been the estab-
lished paradigm for scientific in-
quiry since the 1600s. Thus, all clin-
ical trials submitted to the US Food 
and Drug Administration (FDA) are 
meticulously designed to answer a 
primary outcome question about the 
drug under investigation. A neces-
sary requirement of the study de-
sign is to ensure that the variables in 
the various arms of the study are 

identical except for one: drug A at 
dose X compared with placebo. If 
multiple doses of drug A or multiple 
drugs are being compared, each arm 
is precisely characterized so the 
conclusions drawn from the pri-
mary outcome will be highly accu-
rate and reliable.

Components of Cannabis
Over the past 10 years, I have read 
numerous articles in the psychiatric 
literature that draw conflicting con-
clusions about the effect of cannabis 
on cognition, its attendant risk 
of psychosis, its addictive potential, 
and its effect on suicidality, and 
about its impacts on depression, anx-
iety, pain relief, and apathy. (There 
appears to be only 1 consistent find-
ing: Heavy cannabis use during 
brain development increases the risk 
of psychosis and cognitive impair-
ment, especially when other risk 
factors are present.) A likely expla-
nation for the wide-ranging discrep-
ancies is that cannabis is the product 
of a plant that is not a single mole-
cule or pure substance. Many arti-
cles with the word cannabis in the 
t i t le  can be discarded as 

DR MILLER is medical director, Brain 
Health, Exeter, New Hampshire; 
Editor in Chief, Psychiatric TimesTM; 
staff psychiatrist, Seacoast Mental 
Health Center, Exeter; Consulting 
Psychiatrist, Exeter Hospital, Exeter; 
Consulting Psychiatrist, Insight 
Meditation Society, Barre, 
Massachusetts.
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meaningless unless the authors took 
the additional step of testing all of the 
cannabis used by their study subjects 
for the quantitative and qualitative 
molecules present.

It is well established that cannabis 
contains more than 500 unique mo-
lecular constituents.2,3 These constitu-
ents include more than 100 cannabi-
noids, more than 200 terpenoids 
(terpenes), and numerous flavonoids. 
Two cannabinoids are most prevalent 
in cannabis: Δ-9-tetrahydrocannabinol 
(THC) and cannabidiol (CBD), both 
of which exist in an extremely wide 
range of ratios depending on the spe-
cific strain of cannabis assayed. Sig-
nificantly, these 2 cannabinoids are 
oppositional in their clinical effects 
and have dramatically different phar-
macodynamic effects. In reviewing 
the literature on cannabis, a consist-
ent finding is that potency of cannabis 
is a proxy for the amount of THC. 
Although this is likely a result of the 
psychoactive effects of cannabis that 
have been noted for more than 
6000 years,4 CBD has surfaced as an 
important cannabinoid with many 
positive medicinal properties. Nota-
bly, cannabis remains a Schedule 1 
drug by the Drug Enforcement Ad-
ministration (DEA), while CBD 
is unscheduled.

The Table documents some of the 
significant differences between THC 
and CBD. Despite these differences, 
the vast majority of publications on 
cannabis draw conclusions based 
on participants’ self-reports of quan-
tity and frequency of cannabis use. In 
these studies, the molecular compo-
nents of the cannabis used are 
not known, nor is the important ratio of 
THC to CBD. 

A fair analogy would be to evalu-
ate a new drug; let us call it Sedalant. 
Sedalant contains a wide-ranging ra-
tio of 2 molecules with different 
mechanisms of action: one a seda-
tive, and one a stimulant. Without 
knowing the exact ratios and concen-
trations of each of these molecules in 
clinical studies of Sedalant, no evi-
dence-based conclusions could be 
drawn from the drug studies.

Naturally occurring cannabis plants 
produce roughly an equal ratio of THC 
to CBD, containing approximately 2% 
of each. However, over the decades, 
with selective breeding in some strains, 
THC has been increased significantly 
while CBD has been virtually bred out. 
ElSohly et al5 analyzed the concentra-
tions of THC and CBD from 38,681 
samples of illegal cannabis seized by 
the DEA between 1995 and 2014. The 
authors found a clear trend of in-
creased THC in cannabis over time, 

with an average concentration of 4% 
in 1995 that increased to 12% 
in 2014. Simultaneously, CBD con-
centration steadily declined, 
from 0.5% in 2004 to less than 0.2% 
in 2014. The investigators concluded 
that the ratio of THC to CBD increased 
from 14-fold in 1995 to 80-fold 
in 2014.5 Some strains of cannabis to-
day may contain up to 30% THC with 
virtually no CBD, while other strains 
have high concentrations of CBD with 
minimal THC.

To further complicate the canna-
bis story, very few of the other can-
nabinoids in cannabis plants have 
been characterized pharmacodynam-
ically or pharmacokinetically. The 
characterization of 3 of these more 
than 100 cannabinoids—Δ-9-tetrahy-
drocannabivarin, cannabichromene, 
and cannabigerol—tells us that they 
are pharmacologically distinct from 
both THC and CBD.4,6,7

Interestingly, the odors (skunk is a 
common description) often associ-
ated with cannabis are largely due to 
the complex combination of terpe-
nes, another compound that compli-
cates the study of cannabis. (Cannab-
inoids are odorless.) An extensive 
literature documents the essential 
role terpenes play in the biology of 
the cannabis plant, the plant’s pro-
duction of cannabinoids, and the 
properties of a specific strain of can-
nabis that help determine its mar-
ket value. Terpenes likely also con-
tribute pharmacodynamic and 
pharmacokinetic effects that impact 
the neuropsychopharmacology re-
sulting from ingestion of each differ-
ent strain of cannabis.8,9

Several publications since 2018 
have appropriately concluded that we 
know very little about the range of 
pharmacological effects from canna-
bis due to the large variability of can-
nabinoids, terpenes, and flavonoids 
that are present in different strains.9-11

For this very reason, it would be 
contrary to the scientific method of 
research to attempt to gain FDA ap-
proval of cannabis. 

Only 1 of the more than 100 can-
nabinoid components in cannabis has 
been sufficiently studied to receive 
FDA approval: CBD. Following a 
comprehensive analysis as well as 
clinical trials of pure CBD, it received 
approval in 2018 for the treatment of 
seizures in Dravet syndrome and 
in Lennox-Gastaut syndrome in chil-
dren and adults.12 We may see addi-
tional approvals in the future for 
this well-studied compound, as a 
growing and consistent body of evi-
dence shows that pure CBD in de-
fined dosages has antipsychotic ef-

fects in patients with schizophrenia.13

The practice of medicine is built 
upon evidence-based treatments that 
have been appropriately vetted 
by well-established protocols. CBD 
traveled this path to become an FDA 
approved drug, and so should any 
other component of the 500-plus 
molecules in cannabis. Accordingly, 
clinical publications should be held 
to a higher standard of identifying 
and defining what components of 
cannabis are relevant in any article 
being submitted for publication.

Future Research
With each passing year, more US 
states legalize cannabis for medi-
cal use, recreational use, or both. It is 
likely that federal laws will eventually 
make cannabis use legal on a na-
tional level. That will create an oppor-
tunity to require a comprehensive 
analysis and disclosure of all the com-
ponents of the numerous strains of 
cannabis currently being sold in state 
dispensaries or on the streets. Concur-
rently, the individual molecular com-
ponents of the cannabis plant should 
be identified and pharmacologi-
cally characterized. This would create 
a treasure trove of possible drug can-
didates for specific clinical indica-
tions, and it would allow for a more 
informed choice when choosing a 
cannabis product.

In this scenario, cannabis should 
be regulated federally similar to to-
bacco products and alcohol. Both of 
these have significant risks, and both 
are tightly controlled. Ideally, the taxes 
imposed on federally regulated 

cannabis could help fund the extensive 
research needed to allow a more com-
petent understanding of the complex 
combination of molecules that differ-
ent strains of cannabis contain.

10 Recommendations

1 The word cannabis should not be used 
casually in medical literature, as it is 

nonspecific and includes varying molecular 
combinations of diverse cannabinoids, 
terpenes, and flavonoids.

2 Future research involving cannabis should 
use a single strain in each study; each 

strain used should be analyzed quantitatively 
and qualitatively for biologically active 
components.

3 If multiple strains are used in a clinical 
trial, they should be analyzed (as noted in 

#2), and each strain should be studied as a 
separate arm compared with placebo.

4 Increased funding is needed to accurately 
characterize the 500-plus molecular 

components of the cannabis plant, including 
the pharmacokinetics and 
pharmacodynamics of each component.

5 A public education campaign should 
aggressively disseminate the molecular 

facts about cannabis, especially the 
oppositional effects of THC and CBD. 
Similarly, the risks of increased psychosis and 
cognitive impairment with heavy regular use 
of THC in the developing brain should be 
explained, much like disclaimers on alcohol 
about drinking during pregnancy.

6 Cannabis should be federally legalized and 
regulated similarly to alcohol and tobacco 

products.

7 Cannabis should not be regulated by the 
FDA due to its extreme heterogeneity of 

components and the associated 
unpredictable pharmacological properties.

Table. Comparison of Properties of THC and CBD4,12,14-16

Property THC CBD

Cannabinoid 1 receptor Partial agonist Low affinity

Cannabinoid 2 receptor Partial agonist Low affinity

5-HT1A
14 No activity Partial agonist

Psychosis  

Anxiety  

Short-term memory impairment Yes No

Distortion of time Significant None

Antiemetic Effective Effective

Cytochrome P450 3A4 Substrate/possible 
inhibitor16

Substrate12

Cytochrome P450 2C9 Substrate/possible 
inhibitor16

Low inhibition12

Cytochrome P450 2C19 No activity16 Substrate/low 
inhibition12

DEA status Schedule 1 Unscheduled

FDA approved No Yes

CBD, cannabidiol; DEA, Drug Enforcement Administration; THC, Δ-9-
tetrahydrocannabinol. 

(CONtINuED ON PagE 24)
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For instance, as an “otherwise” form of help, 
does affirmative action qualify as reparations? Af-
firmative action has been used for the past half cen-
tury to encourage the success of African Ameri-
cans in particular.2 It is a political policy designed 
to make amends for their underrepresentation in 
workplaces, contracts, and education admissions.3

Over the years, affirmative action expanded to 
cover many kinds of differences in a commitment 
to diversity. That diversity could include severely 
ill psychiatric patients who encountered stigma 
and other obstacles to recovery. The policy has also 
helped White women, perhaps the most out of any 
groups.4 However, it is currently of concern for its 
use as a means of discriminating against Asian 
American college applicants. Along with the dra-
matic success of Asian Americans in admission to 
and performance in college, a form of backlash has 
emerged, such as the claim that Harvard has re-
cently been manipulating their admissions process 
against Asian Americans.4

On June 17, 2021, President Biden signed the 
Juneteenth National Independence Day Act into 
law, making June 19th a federal holiday commem-
orating emancipation. Of course, it does not con-
tain any particular financial reparations, but it may 
provide a measure of moral and psychological rep-
arations. It will update our Declaration of Indepen-
dence, commemorated on July 4th, because that 
declaration was not fully inclusive of African 
Americans or women. Nationally celebrating July 
4th alone may be an example of unintentional hid-

den structural racism; Juneteenth can chip away at 
that. What a formal societal step forward this is 
from June 19, 1865, when General Granger arrived 
in Galveston to notify slaves that the Civil War was 
over and that they were free—of course, this came 
more than 2 years after President Abraham Lincoln 
signed the Emancipation Proclamation. 

From the psychiatric perspective, making 
amends would refer to supporting the mental health 
of the victims in any way possible, including the 
provision of physical and mental health care. Health, 
education, and child development services would 
therefore need improvement. Moreover, making 
amends seems to overlap or follow forgiveness, a 
psychological process that can help both the perpe-
trator and the victim. A clear example of that might 
be the man-made traumas of posttraumatic stress 
disorder, for which the perpetrator(s) made enough 
amends to help the victim, say, in a sexual abuse 
case, and the victim conveyed some forgiveness.

In the United States, the societal discussion 
about reparations seems rightly focused on African 
Americans. However, as with affirmative action, it 

can pertain to other races, cultural groups, or pop-
ulations across the globe. In the United States, 
there are groups that could convincingly claim they 
have been historically wronged by our govern-
ment, including Native Americans, who have been 
wronged since the arrival of Europeans, as well as 
Japanese Americans, who were interned during 
World War II. Chinese Americans, who were not 
properly treated in the latter half of the 1800s, and 
Jews, many of whom were denied entry during the 
Holocaust, might also have a case. Not only have 
these groups suffered historical wrongs, they are 
still experiencing wrongs, as conveyed in the cur-
rent discrimination that African Americans, Native 
Americans, Asian Americans, and Jewish Ameri-
cans face. Resistance to reparations is common and 
may reflect the reluctance to accept practical re-
sponsibility for something in the past, as well as to 
avoid feeling worthy of blame and shame. 

It seems psychiatry rarely addresses repara-
tions. In fact, it was not mentioned in the recent 
apology for racism actions offered by the Ameri-
can Psychiatric Association. However, the psycho-
analyst Melanie Klein mentioned reparations about 
a century ago, describing it as instrumental to the 
early developmental process.5 Infants could even 
unwittingly provide psychological reparations to 
the mother when they soften their inevitable angry 
outbursts with ensuing smiles of satisfaction.6 By 
extrapolation, reparations can be applied in later 
life from small gestures up to systematic amends. 

This article will try to make amends for the psy-
chiatric neglect, lack of education, and limited activ-
ism on racism and its danger to public mental health.7

It is also an actionable one-year follow-up to Psychi-
atric TimesTM’ 2020 article on dismantling racism.8

The Case for Psychiatric Reparations
Continued from Cover

African American Reparations
Rahn Bailey, MD
Reparations for the damage of slav-
ery began at the end of the Civil War 
in 1865 with General William Te-
cumseh Sherman’s order to redis-
tribute acres of land—known as the 
mythical 40 acres and a mule—to 
newly freed African American fam-
ilies. However, President Andrew 
Johnson overturned this order. 
Nothing more happened for 100 
years. Recent efforts have been 
stopped and started, and have often 
been polarizing. Although our 
country’s founding principles of 
equality, opportunity, and freedom 
have been eloquently promulgated, 
they are applied in a markedly dif-
ferent way for people, especially 
African Americans.9

More than 4 centuries of harm 
has resulted in structural racism, in-
stitutional racism in organizations, 
and conscious or unconscious indi-
vidual racism in America. With in-
tergenerational transmission of 

trauma, fueled by epigenetic vul-
nerability and recurrent triggers of 
historical and current trauma, the 
collective and individual psychiat-
ric damage must be significant.

There is a wide divide between 
White and African Americans in 
terms of health, success, and pros-
perity.10 A small number of Afri-
can Americans have achieved 
great success in the United States, 
mostly in the public eye of enter-
tainment, sports, and government 
(eg, President Barack Obama). 
This fact has often been used as a 
counterargument to the dispari-
ties. Of course, these successes 
are the exception, not the rule.

The financial aspect of reparations 
tends to be the most controversial. 
Some scholars have devised a figure 
for the current descendants of slavery 
and ensuing discrimination. One ex-
ample is the 1973 rough price tag, 
which was determined by multiply-
ing the number of African Americans 

in the population 
by the difference 
in White and 
Black per capita 
income.11 How-
ever, reparations 
do not solely, or 
mainly, need to be in the form of mon-
etary compensations. 

A variation on financial repara-
tions has emerged in Evanston, Illi-
nois––the first city in the United 
States to approve reparations for 
Black residents.12 The plan is to use 
tax money from recreational mari-
juana sales to award $25,000 for 
home repairs, down payments on 
property, and interest or late penal-
ties on property in the city. Eligible 
individuals include those who lived 
in or are a descendant of a Black 
individual who lived in Evanston 
between 1919 and 1969, who suf-
fered discrimination as a result of 
housing policies. This plan fails to 
account for psychological amends, 

and some Black 
leaders are critical, 
mostly because 
they were not part 
o f  the  dec i -
sion-making pro-
cess. They further 
see it as more of a 
housing plan than 
reparations.

In psychiatry, specifically, the 
need for reparations can be demon-
strated in academic psychiatry.13

Some progress has been made in 
this area, with African American 
female psychiatrists serving in lead-
ership roles. However, those roles 
seem to come too often with inade-
quate funding and power, which in 
turn contributes to limited success and 
substantial stress for these leaders. 

This is a clear example in 
which reparations funding and ad-
equate authority could lead to 
more opportunities that would 
ripple out to other faculty, the ed-
ucation of future psychiatrists, 
and improved patient care for 
diverse populations.
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“Without internal growth, we are 
encumbered with the destructiveness 

of projecting our own faults upon 
others and doomed to an unlimited 

appetite for revenge.” 
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Indigenous (Native) 
Americans Reparations
Andrew McLean, MD, MPH
Indigenous Americans, including 
American Indians and Alaska Na-
tives, have been wronged by gov-
ernment and institutional colonial-
ism. These wrongs include broken 
treaties and forced migrations to 
land that was often unsuitable for 
habitation or development. 

A century ago, our own profes-
sion sanctioned Indian insane asy-
lums, where individuals would be 
committed with such dubious dis-
orders as horse-stealing mania.14

So-called Indian Residential 
Schools were built under the guise 
of providing education, and dis-
couraged or banned Native culture 
and language. Inevitably, historical 
traumas remain interwoven with 

individual traumas, although they 
can vary among the 574 federally 
recognized tribes. More loss and 
trauma have occurred more re-
cently, as Indigenous Americans 
have been hospitalized with 
COVID-19 at 5 times the rate of 
White Americans.15 The mental 
health of Indigenous Americans 
has suffered for decades, and the 
population has a high rate of incar-
ceration. The marginalization 
(geographically, socially, or other-
wise) of any group allows discrim-
ination to flourish, which has been 
the case for Indigenous Americans.

Occasionally, reparations have 
been given in the form of land, 
cash, tax relief, and other measures, 
which include those taken by the 

Indian Claims Commission 
of 1946 and the Alaska Na-
tive Claims Settlement Act of 
1971. Former senators Sam 
Brownback, JD, and Byron 
Dorgan, MBA, proposed a 
stand-alone Native Ameri-
can Apology Resolution in 
Congress in 2009, but that effort 
failed. Instead, in what felt like a 
rather disingenuous approach, an 
unheralded Congressional apology 
was tucked away on page 45 of an 
unrelated military spending bill, 
with legalese indicating that it was 
not meant to support any claims 
against the government.16 President 
Obama, however, publicly ac-
knowledged the apology. 

Some governments and institu-
tions have committed to partnering 
with Indigenous Peoples, engaging 
in positive movement. For almost 
50 years, the University of North 
Dakota has ensured that roughly 
10% of its medical school admis-

sions are comprised of American 
Indian/Alaska Native individuals. 
The university has also developed 
the first Indigenous Health PhD 
program in the world.17

Even when financial repara-
tions are provided, they may not 
change cultural narratives and 
mindsets, as transgressions can 
still be denied. For Indigenous 
Americans, telling, hearing, and 
acknowledging the truth has yet 
to occur. The fact that many tribes 
have leveraged their sovereignty 
to develop robust, Native-owned 
businesses and cultural programs 
does not pardon institutions from 
the responsibility of reparations.

Japanese American 
Reparations
Thomas Okamoto, MD
Calls for reparations often refer to 
the Japanese American World War 
II internment and its redress move-
ment, which culminated in the 
Civil Liberties Act of 1987.18 After 
an 18-year process filled with fac-
tious differences of opinion, the 
fact-finding commission found no 
basis for what it called “pressing 
public necessity,” and that “race prej-
udice, war hysteria, and a failure of 
political leadership” had led to Pres-
ident Franklin D. Roosevelt’s Exec-
utive Order 9066. Beginning in 

1990, each sur-
viving Japanese 
American citizen 
was awarded 
$20,000 in compensation.

Despite its apparent success, 
many Japanese Americans were left 
bitter and frustrated. They viewed 
Japanese American legislators, at-
torneys, and others working within 
the system as accommodating the 
government’s institutional racism. 
Collective efforts supported the ne-
gotiations for eventual reparations, 
but they did not stop hate-inspired 

crimes against surviv-
ing internees and their 
descendants. The efforts 
did not erase lost gener-
ational wealth, or the 
continued emotional 
pain. In other words, the 
financial reparations did 
not transform racism 

against Japanese Americans.
Psychiatry can direct the dis-

cussion on reparations toward the 
intrapsychic world. Psychiatrists 
can see othering and the process 
of racism as regressive expres-
sions of unconscious defenses, 
including splitting and projec-
tions. These necessary early func-
tions in development promote a 
successful negotiation of our own 

good and bad internal world.
Perhaps the most healing part of 

the Civil Liberties Act of 1987 was 
not the restitution, but the valida-
tion of injustice and the promotion 
of community grieving. In re-
corded public testimonies, survi-
vors and their descendants heard 
internees verbalize the descrip-
tions of their experiences for the 
first time, including shared loss 
and pain.19 This process reawak-
ened painful memories that had 
been suppressed for decades. In a 
culture braced by gaman (perse-
verance with dignity) and shikata 
ga nai (it cannot be helped), the 
testimonies initiated the sharing of 
grief, thereby beginning the intra-
psychic healing for this trauma.

Climate Reparations
H. Steven Moffic, MD
In these interconnected global 
times, a new conception applies to 
the current climate crisis.

The instability of our climate has 
caused harm in various countries and 
sometimes simultaneously around 
the world. For instance, the cold and 

snow unexpectedly hit Texas in 
February 2021 and also caused 
canals to freeze in Amsterdam. 

Although there are calls for 
the development of transfor-
mational resilience and miti-
gation in at-risk communities, 
there may not be funds to do 

so in poor communities.20 Hence, 
some individuals become climate 
refugees, with all the mixed and 
ambivalent responses of potential 
host countries.

Climate reparations could pro-
vide amends for both past climate 
destruction as well as unborn fu-
ture generations. Even with re-
duced carbon emissions, climate 
damage will continue for decades. 
The question of reparations is 
more challenging. In addition to 
the guilt of corporations—some 
of whom have hidden the risk and 

abuses for decades—and govern-
ments, how much is each individ-
ual to blame? A systemic ap-
proach to redistributing resources 
may be the solution.21 Perhaps 
countries and corporations with 
the most carbon pollution could 
contribute to international repara-
tive funds to even out inequities in 
resilience capability. Such a com-
prehensive past, present, and fu-
ture approach may also help to 
reduce undue anticipatory anxiety 
and pretraumatic stress in the 
most at-risk populations.
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Recommendations
Although reparations are usually 
thought of in terms of financial 
amends to large populations and sys-
tems, they can be gestures provided 
on a spectrum from the small to the 
global. Given the ubiquity of micro-
aggressions toward Black Americans 
and others, a smile, an apology, and a 
change in behavior by the perpetrator 
can have everyday psychological re-
parative repercussions.

However, in terms of our society, 
making amends is urgent. Why? 
Throughout history, epidemics have 
tended to intensify social inequities, 
and we are in a pandemic.22

Psychological reparations clearly 
make a difference and can be put into 
motion quickly if psychiatric sys-
tems recognize the need to do so. 
One example would be assessing and 
responding to disparities in patient 
care and staff composition. 

It could be argued that psychologi-
cal reparations are the essence of any 
kind of reparations. Financial repara-
tions, besides any needed practical 
repercussions, can increase feelings of 
self-worth because the individual and 
group are deemed worthy of the cost.1

On the other hand, financial repara-
tions alone can feel tainted, like a buy-
out resulting from guilt. Moreover, 
financial reparations may be time lim-
ited, whereas self-worth is likely to be 
more deeply satisfying and transmit-
table to others. 

In psychiatry, we have most con-
trol over psychological reparations. 
As is done for any patient care issue 
and disaster response, a tentative stan-
dardization of practicalities needs to 
be established. For starters, we need a 
psychiatric reparations history (Table 
1). This history can be applied to any 
given individual and any given sys-
tem. After obtaining the history, inter-
ventions are necessary and possible 
(Table 2). For instance, the German 
government continued its reparations 
to Holocaust survivors by providing 
$135 million to help them get to 
COVID-19 vaccination sites around 
the world. This is an example of ad-
dressing trauma triggers by providing 
medical and psychological relief. 

Without internal growth, we are 
encumbered with the destructiveness 
of projecting our own faults upon oth-
ers and doomed to an unlimited appe-
tite for revenge and retaliation, rather 
than acknowledging the common 
bond of mutual inner struggle toward 

loving the other. Successful psycho-
logical reparations require both com-
munity and intrapsychic reconcilia-
tion, beyond splitting and projection, 
entitlement, and retaliation. The pro-
cess will require transformative lead-
ership, provided by leaders from the 
wronged group. Finding commonality 
and diverse allyship is necessary for 
the healing of past trauma and for pos-
itive movement.

Psychological and other repara-
tions do not need to be a zero-sum 
game in which one side wins and the 
other side loses. That outcome would 
inevitably cause psychological harm 
for some, with benefits for others. In 
reparation, along with truth and rec-
onciliation, all can win and feel better 
about themselves. African, Indige-
nous, and Asian Americans, as well as 
climate refugees, will contribute more 
to our country and the world if they 
are valued appropriately. The health 
and success of all populations is para-
mount to the global success of main-
taining a healthy planet and reducing 
the damage of climate instability. 

Dr Moffic is an award-winning psy-
chiatrist who has specialized in the 
cultural and ethical aspects of psychi-
atry. He serves on the Editorial Board 
of Psychiatric TimesTM. Dr Bailey
serves as assistant dean of clinical ed-
ucation at Charles R. Drew University 
of Medicine and Science in Los 
Angeles, California, and Chief Medical 
Officer at Kedren Health Systems Inc 
in Los Angeles. Dr McLean is a clinical 
professor and Chair of the 
Department of Psychiatry and 
Behavioral Science at the University of 
North Dakota School of Medicine and 
Health Sciences in Grand Forks. 
Dr Okamoto is a psychiatry specialist 
in Santa Ana, California. 
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Table 2. 

The ABCs of Psychological 
Reparations

A 
Apology

Apologize for 
scapegoating the harmed 

group, and adequately 
mourn the recognized 

damage done.

B 
Benefits

Provide just benefits for 
all concerned, including 

increased psychiatric 
services.

C 
Change

Alter harmful attitudes 
and behavior of the 

perpetrators for the future 
of current children.

S 
Study

Perform follow-up 
outcome studies 

whenever reparations are 
provided.

Table 1. 

Essentials of a Psychiatric 
Reparations History

1 
Assessment of 
wrongs done

2 
Assessment of psychiatric 
repercussions over time

3 
Assessment of 

who is currently being 
harmed by prior wrongs

4 
Assessment of adequacy 

of psychiatric 
rehabilitation services
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A s (primarily) clinicians of a cer-tain age, when picking up cop-ies of mainstream and premier 
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T he racial dust that we often do not see has been in the air ever since 
our country’s beginning. As a result, the brutality of chattel slavery 
used for the economic growth of colonial settlers became embedded 

in the minds and bodies of all countrymen. That pollution, much of it still 
invisible, remains with us, woven into the structural, institutional, and 
individual racism of our nation.
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illnesses are afoot. Yet, none of these 
advances or treatments can be mean-
ingfully implemented without a thor-
ough history-taking, an understand-
ing of the patient’s environment and 
family dynamics, and an assessment 
of their insight into symptoms and 
their willingness to engage in treat-
ment. Most importantly, none can be 
implemented without the trust and 
connectedness that occur in a healthy 
patient-physician relationship. 

The Art of Medical 
Conversation
The art of psychiatry goes back to the 
patient-physician relationship, the ba-
sic building block of medicine, as it 
has been for millennia. That relation-
ship has evolved, of course, reflecting 
changes in our understanding of dis-
ease, wellness, and the roles of pa-
tients and physicians. Over the centu-
ries, the physician has been 
transformed from a healer with qua-
si-magical powers to a partner in 
wellness and recovery. This evolution 
has been obvious through history, but 
only recently has scientific attention 
turned to what, exactly, physicians 
are doing that is so impactful. 

In his seminal 1932 work, The 
Doctor, His Patient, and the Illness, 
Michael Balint, MD, PhD,1 coined 
the concept of the doctor as drug. He 
highlighted the importance of thera-
peutic interaction, calling it vital to 
treatment while acknowledging that 
the dose of this treatment—the re-
quired number of visits and the dura-
tion of visits—was not clear. Later 
literature developed new terminol-
ogy. Mainstream medicine labeled it 
the “patient-physician relationship,” 
whereas the psychiatric field would 
call it nonspecific factors. Regardless 
of terminology, it is the je ne sais 
quoi that takes place in the intimacy 
of a real conversation between hu-
man beings. 

What Happens When We 
Lose Touch
Up to 40% of deaths are attributable 
to modifiable behavioral factors (such 
as healthy eating, substance use, and 
physical activity).2,3 Whether or not 
patients modify these behaviors de-
pends to a great extent on the level of 
trust they give to their physicians.4 
Qualities such as availability, benevo-
lence, compassion, competence, hon-

esty, integrity, knowledge, reliability, 
respectfulness, sincerity, and under-
standing are cited as essential in fos-
tering and maintaining a healthy pa-
tient-physician relationship.5 

The realities of modern health care, 
however, are not matched to this para-
digm of relationship growth, nor do 
they protect it. In recent decades, the 
foundations of clinical medicine/psy-
chiatry have been under attack from the 
health care system itself. Visit lengths 
have sharply declined,6 as has the num-
ber of psychiatrists providing therapy.7 
So the question must be raised: In a 
visit of 10 to 15 minutes, how much of 
a therapeutic alliance can actually be 
built? I fear our self-conception is 
changing, too. Words like provider, 
prescriber, and mental health special-
ist do not capture the centrality of the 
patient-physician relationship. We are 
at risk of losing the sense that, in the 
words of Hugh Crichton-Miller, MD, 
“The patient [is] not simply an object 
but a person, needing enlightenment 
and reassurance.”8 

The health care system has been 
attempting to standardize aspects of 
the patient-physician relationship 
that could promote success. Bias and 
countertransference are 2 aspects that 
have been studied in context of pa-
tient encounters,9-12 and it is recog-
nized that concordance in the pa-
tient-physician relationship is a 
desirable asset for successful treat-
ment alliances.13,14 Achieving that 
concordance in short, sparse clinical 
visits may not be achievable, but the 
operationalization of these concepts 
nevertheless leads to a better under-
standing of nonspecific factors in the 
patient-physician relationship.

When physicians and patients are 
unable to build strong relationships, 
patients fare worse. In the treatment 
of depression, the number of meet-
ings with the therapist or physician, 
regardless of the therapeutic modal-
ity, affects outcomes, even when pa-
tients are being treated with psycho-
tropic agents.15 The working alliance 
becomes even more important when 
addressing difficult issues of trauma 
and addiction.16 Recent advances in-
form us that nonspecific factors in 
treatment can be conceptualized in 2 
areas: expectancy and alliance. These 
can be further subdivided into trait-
like and state-like dimensions, each 
with their own neurobiological un-

derpinnings.17 Trait-like components 
refer to attachment and personality 
styles, and they influence the rela-
tionship between the patient and the 
individual treating them in a nonspe-
cific manner.15 When used optimally 
and at the right time, state-like di-
mensions can be used as active ingre-
dients for change in therapy. Techno-
logical advances allow us to study the 
therapeutic alliance as it evolves ses-
sion by session, taking into account 
within-person fluctuations and stable 
between-person differences.18 

The therapeutic alliance is also 
crucial to overcoming mental health 
stigma. Individuals sometimes resent 
psychiatric labels, and some patients 
may be harassed for using mental 
health care. To bridge that gap, we 
resort to the art of psychiatry, the al-
liance in the patient-physician rela-
tionship that helps patients see their 
treatment as a means to achieve life 
goals and recovery. 

Concluding Thoughts
The patient-physician relationship is 
what the upcoming Psychiatric 
Times® series, Tales of The Clinic: The 
Art of Psychiatry, is all about. The 
cases discussed are fictional, but they 
represent common presentations. 
Moving from the case, the human 
story, we transition to the evi-
dence-based application of psychiat-
ric research, highlighting the complex 
interplay of art and science. As readers 
will note, some of the cases span years 
of treatment. Many patients will say 
that they never thought their improve-
ments were possible, and that treat-
ment has given them a new life. But 
progress is not possible without both 
art and science—the art of human rap-
port, and the science that brings us 
effective, precise treatments. 

So, to all my fellow psychiatrists and 
therapists, this is a love letter to our won-
derful field, where the magic of medi-
cine is still alive. Your comments on 
these cases are welcome. Please send 
them to PTEditor@MMHGroup.com.

Dr Moukaddam is associate profes-
sor, Menninger Department of 

Psychiatry and Behavioral Sciences, 
Baylor College of Medicine, and Ben 
Taub Adult Outpatient Services direc-
tor, medical director, Stabilization, 
Treatment & Rehabilitation (STAR) 
Program for Psychosis. She also serves 
on the Psychiatric TimesTM Advisory 
Board.
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Substance Use

I Had to Use
In this installment of Tales From the Clinic: The Art of Psychiatry, we cover an intriguing case 
of dual substance use super-imposed on mood, anxiety, and trauma clinical picture. A signifi-
cant challenge for this group of patients is the need for patient, methodical, consistent care to 
unravel the complex multifaceted triggers and perpetuating factors for continued maladaptive 
behaviors. The case description spans years of treatment and, while the details may seem 
sensational, they reflect the reality of what the addiction treatment clinic team encounters. In 
addition, there is much difficulty in hearing and processing patient accounts of trauma, which 
could lead to physician burnout. 

Pharmacological 
Considerations 
Due to the alarming rate of opi-
oid overdoses secondary to fen-
tanyl, clinicians and those strug-
gling with substance use are 
becoming aware that the product 
purchased is not always as mar-
keted. Anecdotal reports of in-
creasing concomitant opioid and 
amphetamine use abound, but the 
condition is not well understood, 
nor systematically studied. In the 
case of this patient, confirmatory 
test showed methamphetamine, 
whereas she believed she was 
getting amphetamine or methyl-
phenidate; she may have inadver-
tently gained access to a supply 
of methamphetamine.

Currently, there are no US 
Food and Drug Administra-
tion-approved treatments for 
methamphetamine use disorder. 
Some studies suggest the use of 
bupropion, naltrexone, and mir-
tazapine may have some limited 
efficacy in specific popula-
tions.1-3 In addition to treating Ms 
Martin’s SUD, the team ad-
dressed co-occurring mood and 
anxiety symptoms (she had wit-
nessed her brother injured in a 
car accident). Her initial regimen 
included duloxetine and aripipra-
zole for depression, anxiety, and 
mood stabilization. Bupropion 
was not tried due to her concern 
of its risk of exacerbating her 
anxiety, and she declined mir-
tazapine due to its risk of weight 
gain because she already strug-
gled with her body image. After 
Ms Martin expressed concerns 

» Roberto D. Sanchez, DO; Benjamin Li, MD; and Nidal Moukaddam MD PhD

CASE VIGNETTE

“Ms Martin” is a 45-year-old female with bipolar 

disorder, generalized anxiety disorder, and suspected 

borderline personality disorder. She was transferred to 

the substance use disorders clinic by another 

psychiatrist after a diagnosis of opioid use disorder 

was obvious. At the time of her transfer, she was 

involved in prostitution to finance her roughly 25 

tablets of acetaminophen and hydrocodone daily. Her 

opioid use disorder history had a protracted course, 

with her first exposure to prescription opioids at the 

age of 16 following a significant injury requiring 

surgical intervention. Her longest lifetime period of 

sobriety was 2 years. 

Her immediate environment was not conducive to 

recovery, as she lived in a trailer with a male roommate 

who had mutual acquaintances that provided pain 

pills. In addition, Ms Martin engaged in sexual activity 

with the roommate in exchange for opioids. As time 

progressed, the relationship became physically 

abusive; she left after her roommate tried to hit her 

with a vacuum cleaner when she “didn’t do a good job 

cleaning the trailer.” At the time, she had been in 

treatment for 1 year, was started in medication-

assisted therapy (MAT), and had been prescribed 

buprenorphine. She moved into an apartment with her 

mother, which greatly reduced access to opioids. She 

responded very well to MAT, with an absence of 

significant relapses as evidenced by the drug 

screenings during her monthly visits.

Three years into treatment, Ms Martin met a new 

boyfriend. Her urine drug screen (UDS) resulted 

positive for amphetamine. He provided her with 

substances that boosted her energy and aided in 

weight loss. She was not fully aware of what she was 

taking, but she thought it might have been 

amphetamine since it came in a “large jar with many 

capsules.” Testing verified the presence of 

methamphetamine. 

These results were shared with Ms Martin, to her 

genuine surprise, and she expressed earnest 

motivation to stop methamphetamine use. 

Unfortunately, over the next year, she eventually met 

criteria for stimulant (methamphetamine) use disorder. 

This paralleled toxic developments in her relationship. 

She described a continued strong sexual attachment 

to her partner, and she remained intimate with him 

despite knowledge that he was simultaneously 

sexually active with her mother.  She later bashfully 

admitted engaging in group intercourse with her 

partner and mother. During intercourse she described 

her partner’s derogatory and sadistic tendencies, 

which she felt she “deserved.” 

Eventually, she developed disgust toward him. This 

resulted in an internal conflict because while she 

described feeling revolted by him, she simultaneously 

experienced severe loneliness and feelings of 

abandonment when he did not give her attention. This 

fueled further methamphetamine use as she wanted to 

be “skinny and pretty.”

The ongoing sexual relationship between her partner 

and mother resulted in significant tension within the 

apartment they all shared. On multiple occasions, Ms 

Martin described anxiety that her partner and mother 

were colluding against her. Methamphetamine use 

may have intensified these feelings. Although at times 

she expressed a desire to leave, she felt she had 

nowhere to go. Her partner contributed to paying bills, 

which further complicated her situation. 

For the next year, Ms Martin continued to express 

significant ambivalence about her relationship. She 

recognized how the situation placed a strain on her 

relationship with her mother, yet she simultaneously 

feared the rejection, abandonment, and loneliness that 

would result from a breakup. She described symptoms 

of anxiety and sadness when away from her partner, 

and he was using methamphetamine pills as a tool to 

control her. She compared her “love-hate” relationship 

with her significant other with that of her relationship 

with the methamphetamine pills. 

In addition to work in building Ms Martin’s feelings of 

self-worth and autonomy, a motivational interviewing 

style was utilized to help her resolve some of her 

ambivalence toward the relationship. Although she 

voiced much more change talk to end the relationship, 

compared to sustain talk, she had difficulty committing 

to ending the relationship. 
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that aripiprazole may be contributing 
to her weight gain, she was switched 
to cariprazine with the perceived po-
tential benefit of weight-neutrality, 
since a desire for weight loss was a 
contributing factor to continued 
methamphetamine use. Another po-
tential benefit of cariprazine includes 
preliminary interest in the D

3
 recep-

tor affecting addictive behaviors. 
Methylphenidate and lisdexamfe-

tamine were other pharmacological 
therapies considered for treatment, 
given that Ms Martin has shown good 
response to replacement therapy 
such as buprenorphine. However, 
agonist substitution, while an ex-
cellent harm reduction approach, 
still faces stigma and resistance in 
clinical practice, especially for 
stimulant use. 

Higher Levels of Care 
According to the Centers for Disease 
Control, 40.4% of adults using meth-
amphetamine within the last year 
also misused prescription opioids, 
and 16.9% used heroin between 2015 
and 2018. In the United States there 
has been an increase in overdose 
deaths and hospital admissions in-
volving methamphetamine use.4 Af-
ter limited availability of ephedrine 
and pseudoephedrine due to regula-
tions, synthesis returned partially 
back to using phenyl-2-propanone 
(P2P).5 Due to increased purity and 
potency, there is concern that the P2P 
formulation may be contributing to 
addiction.6 This is something to keep 
in mind when treating a patient diag-
nosed with both opioid and stimulant 
use disorders. Unfortunately, there is 
no guideline as to whether MAT 
should be discontinued if a co-occur-
ring substance use is still ongoing.

Ms Martin maintained abstinence 
from opioids while on MAT, but con-
tinued to use methamphetamine pills. 
The treatment team wondered if she 
was truly benefiting from the current 
level of care, and considered tapering 
off buprenorphine and referring her 
to a residential treatment program or 
a methadone clinic. However, Ms 
Martin did not have the financial re-
sources for the latter and, in regards 
to the former, expressed anxiety and 
fear about being separated from her 
dog as well as the feeling of “being 
locked up.” Thus, her treatment team 
sought to maximize psychosocial 
support and psychotherapy interven-
tions, but she had stopped going to 
group therapy and declined virtual 
therapy sessions. 

With continued work, despite on-
going significant trauma, interper-

sonal conflict, financial instability, 
and continued methamphetamine 
use, Ms Martin increased engage-
ment in treatment and is adherent 
with all medication management vis-
its. The treatment team ultimately 
decided not to taper off the buprenor-
phine, given her gradual progress to-
ward treatment goals was a product 
of a harm-reduction approach. She 
could have benefited from inpatient 
rehabilitation. However, reluctance 
to go into rehabilitation is common in 
patients with SUD. Additionally, 

most states do not allow involuntary 
inpatient SUD treatment as they do 
for involuntary psychiatric care, so 
patients have to suffer legal repercus-
sion to be forced to attend court-or-
dered rehabilitation. Finally, many 
residential treatment programs may 
not be able to accommodate patients 
on MAT, as some are not yet com-
fortable with a harm-reduction ap-
proach or medical model of addic-
tions treatment. 

Psychotherapeutic 
Considerations
This case highlights several clinical 
and psychotherapeutic challenges 
that may arise in the treatment of sub-
stance use disorders. First, it is im-
portant to look for the presence of 
significant trauma in a patient with 
several barriers to care preventing ac-
cess to psychotherapy, as there is a 
known link between a history of 
trauma and the development of sub-
stance use disorders.7 In this case, Ms 
Martin was a victim of physical, 
emotional, and sexual abuse. Unfor-
tunately, there are limited standard-
ized or manualized approaches to 
addressing trauma in patients with 
substance use disorders. When 
trauma informed therapy is available, 
access is often limited. 

Similarly, another significant fac-
tor contributing to Ms Martin’s am-
bivalence about leaving the relation-
ship was the codependency that 
existed with her partner. 

Medication management visits 
typical to community psychiatry 
practice are likely not of sufficient 

length to address complex issues in-
volving psychopharmacology and 
psychotherapy. Although the 
COVID-19 pandemic has accelerated 
the development of telepsychiatry, 
many patients do not have the tech-
nological means to make these visits 
and may not have private and safe 
living spaces where they can share 
sensitive information. 

Additionally, drug use is perpetu-
ated by perceived benefits, and cessa-
tion of use does not happen unless the 
patient appreciates the negative im-

pact of substance use on their lives. 
When Ms Martin finally understood 
she was taking methamphetamine, it 
created an opportunity to see its use 
as a problem instead of an agent for 
cognitive enhancement/weight loss.

Methamphetamine is commonly 
used to improve sexual function. In 
fact, the literature has described 
methamphetamine as increasing sex-
ual desire, pleasure, reducing the re-
fractory period between intercourse, 
exacerbating impulsiveness, and im-
pacting behavioral inhibition.6,8 In 
this case, it would be worth further 
exploring that idea, as the patient’s 
partner was supplying methamphet-
amine and requesting particular sex-
ual demands. 

A major challenge in the field con-
tinues to be the lack of available effec-
tive pharmacologic treatments for 
stimulant use disorders. Contingency 
management in combination with 
community reinforcement is a proven 
effective behavioral treatment for 
stimulant use disorders, as confirmed 
by multiple meta-analyses.9 However, 
there are considerable barriers to im-
plementing contingency management 
at this time, including public stigma 
and limited Medicaid support.10 

Lastly, in the context of treatment, 
it is often easy to feel patients are to 
blame for maladaptive, promiscuous, 
or risky behaviors. Countertransfer-
ence feelings or bias may hinder pa-
tients getting expanded treatment 
options, especially if they display 
anger and hostility upon exploration 
of sensitive topics in session.

However, despite significant bar-

riers to care, the presence of trauma, 
and ongoing struggles with stimulant 
use, patients demonstrate resilience 
and often continue to express desire 
for full recovery. Cognitive-behav-
ioral therapy, relapse prevention, 
mindfulness, and psychodynamic 
therapies are all useful in treatment, 
but the level of complexity of patients 
with SUD often means a prolonged 
course of treatment with multiple 
modalities  needed. 

Dr Sanchez is a PGY-4 general psy-
chiatry resident in the Menninger 
Department of Psychiatry & 
Behavioral Sciences at Baylor College 
of Medicine. He plans to pursue a fel-
lowship in Addiction Psychiatry after 
graduation. Dr Li is an associate pro-
fessor and addiction-boarded faculty 
at Harris Health System in the 
Menninger Department of Psychiatry 
and Behavioral Sciences at Baylor 
College of Medicine. Dr 
Moukaddam is associate professor, 
Menninger Department of Psychiatry 
& Behavioral Sciences, Baylor College 
of Medicine, and Ben Taub Adult 
Outpatient Services director, medical 
director, Stabilization, Treatment & 
Rehabilitation (STAR) Program for 
Psychosis. She also serves 
on Psychiatric TimesTM Advisory 
Board.
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“Not only have these groups suffered historical 
wrongs, they are still experiencing wrongs, as 

conveyed in the current discrimination.”
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» Frank A. Clark, MD

P
sychiatry is associated with the brain, but there is so much more to it than that. We 

are the field within medicine that deals with humanity. As such, we can be the field 

that serves as a conduit toward dismantling racial and social injustices in health 

care. Indeed, psychiatrists are equipped with the tools to engage in a healthy discourse 

when discussing topics that may have a proclivity toward inspiring defensiveness and 

fragility. And we recognize that when there is division in the body, all parts suffer. 

What our field does today regarding the topics of diversity, equity, and inclusion will 

reverberate throughout the walls of the inpatient wards, residency/fellowship programs, 

ambulatory clinics, and community mental health centers for centuries to come. I em-

bolden us to practice humility and to cultivate a growth mindset 

that diverges from the status quo. Answering the call of these ex-

hortations is vital if the health care disparity gap is be narrowed. 

With that in mind, I hope that this 2-part series will help im-

prove our cognitive flexibility and our ability to rethink how we 

provide care for our patients using the bio-psycho-social-cultur-

al-spiritual model. Over these Special Reports, we aim to share 

insights and tips to support you in providing meaningful care to 

those from minority populations and backgrounds.

Dr Clark is clinical assistant professor at the University of South Carolina School of Medicine 
-Greenville and medical director and division chief for Adult Inpatient and Consult-Liaison 
Services for the Department of Psychiatry and Behavioral Medicine at Prisma Health - 
Upstate. He served on the American Psychiatric Association’s Task Force to Address Structural 
Racism Throughout Psychiatry, and he currently serves as the Diversity and Inclusion section 
editor and advisory board member for Psychiatric TimesTM. ❒
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MINORITY MENTAL HEALTH
PART 1

The Epitome of Humanity

I leave you with some
food for thought in the 
form of this haiku:

Courage to conquer 
and deliquesce division
shines humanity
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MINORITY MENTAL HEALTH

» Geoffrey Z. Liu, MD; Margaret Cheng Tuttle, MD

T he shocking Atlanta mass shooting in March 
2021 that resulted in the deaths of 6 Asian 
American women brought the nation’s atten-

tion to the rise in anti-Asian violence since the ad-
vent of the COVID-19 pandemic. The increase in 
hate speech, property damage, and brutal attacks, 
coupled with the negative mental health impact of 
quarantine isolation, has led to an increase in feel-
ings of anxiety and distress among Asian Ameri-
cans.1-3 With this confluence of stressors, we antic-
ipate more Asian Americans will present for 
psychiatric care. Given the shortage of psychia-
trists with expertise in working with Asian Ameri-
can patients,4 it seems timely for us to share some 
insights on both acute and longer-term issues fac-
ing Asian Americans. 

Before we begin, a caveat: Asian Americans are 
an incredibly diverse group, representing more 
than 20 countries of origin and hundreds of lan-
guages and cultures. The needs of immigrants dif-
fer from those of American-born Asians. There are 
wide differences in socioeconomic status, insur-
ance status, educational background, age, and de-
gree of acculturation. Although 3 case presenta-
tions are inadequate to capture the diversity of this 
population, the cases are used to illustrate some of 
the issues with enhanced nuance and depth.

CASE 1 

“Ms Cho” is a 37-year-old married professional Ko-
rean American woman with a history of major de-
pressive disorder (MDD) and generalized anxiety 
disorder (GAD). Although she has been on a long-
term stable dose of sertraline, her mood and anxiety 
have gradually worsened in recent months, and she 
reports feeling inexplicably “overwhelmed.” She 
finds herself struggling to keep up with work de-
mands. Her psychiatrist, “Dr Williams,” who is not 
Asian, asks if this feeling has anything to do with the 
recent rise of anti-Asian violence. Ms Cho thinks for 
a moment, then nods. She discloses that she is con-
stantly worried about the physical safety of her par-
ents and her 2 school-aged children. She is also 
having intense memories of being bullied when she 
was in grade school. She finds herself thinking about 
these incidents, now with an adult’s perspective, and 
realizing the long-term impact these incidents have 
had on her life.

Anti-Asian racism in the United States began with 
the arrival of the first Asian immigrants in the 1850s. 
Frequently seen by Whites as “uncivilized, unclean, 
filthy beyond all conception,”5 Asians were labeled 
the “Yellow Peril” and “perpetual foreigners.” Over 
the subsequent 75 years, legislation such as the Ex-
clusion Act (1882), Immigration Act (1917), and 
Johnson-Reed Act (1924) was passed to severely re-
strict immigration from Asian countries and to make 
those who did immigrate ineligible for citizenship.

In 1965, the United States relaxed immigration 
restrictions from Asia, and a second wave of more 
affluent, highly skilled Asians immigrated to this 
country. Perception of Asian Americans shifted 
from revulsion to admiration, as Asian immigrants 
attained educational and professional success. Asian 
Americans came to be known as a model minority, 
with success attributed to aspects of Asian culture, 
as compared with that of other ethnic minorities.

The recent rise in anti-Asian attacks reveals the 
fragility of the model minority myth. In the wake 
of COVID-19, Asians are no longer seen as edu-
cated hard workers worthy of admiration, but in-
stead as carriers of disease, harkening back to the 
first racist insults. Furthermore, the attacks, which 
often take place in broad daylight with bystanders 
around, leave many Asian Americans feeling vul-
nerable and needing to be vigilant. One Asian 
American author eloquently describes the feeling 
of vulnerability: “I’m seen for my race above any-
thing else,” she said. “I can be a Brown University 
student or a professor, but if I walk out onto the 
street, I will first and foremost be seen as an Asian 
and could still be attacked for that.”6 

There has been a recent recognition that the 
strife associated with racism can rise to the level of 
traumatic stress,7,8 which can cause symptoms 
characteristic of posttraumatic stress disorder 
(PTSD): intrusive thoughts and memories, anxiety, 
and feelings of being unsafe, as experienced by Ms 
Cho. Thus, we could consider Ms Cho’s current 
symptoms to be products of vicarious trauma, trig-
gering memories of earlier childhood racial trauma. 
While Ms Cho’s symptoms may not rise to the 
threshold level of PTSD (Dr Williams would need 
to perform a more comprehensive evaluation to say 
so definitively), subthreshold traumatic stress 
symptoms can exacerbate preexisting comorbid 
conditions, such as MDD and GAD. 

While no empirically validated treatment mod-
els exist yet for managing symptoms associated 
with ethnoracial trauma, experts do recommend a 
few ground rules (Table 1).9

  In addition to the above general principles, con-
sider some of the interventions described in Table 2.

CASE 2

“Mr Sok” is a 58-year-old Cambodian American man 
referred by his primary care doctor to psychiatrist “Dr 
Smith” for chest pain with unremarkable cardiac 

workup. Because the clinic is without a Khmer trans-
lator, Dr Smith asks the accompanying daughter to 
provide translation.

The patient describes that he is worried that his 
chest pain could mean that he is developing, in his 
words, a “weak heart.” He also worries about tension 
in his body, which he takes to be a sign that his body 
is “falling apart.” Dr Smith, believing Mr Sok to be 
suffering from somatic symptom disorder, prescribes 
escitalopram. She explains the neurobiology of anxi-
ety disorders; she notes the medication will help with 
his anxiety and suggests he return in several weeks. 
Mr Sok looks visibly puzzled but agrees to the treat-
ment plan. Mr Sok does not fill the medication and is 
lost to follow-up.

Many Asian American immigrants have spent 
more time outside of the United States than in it. 
Consequently, a patient’s experience of their ill-
ness—their beliefs about its cause, its treatment, 
its meaning—is more likely informed by their cul-
ture of origin than by Western concepts like psy-
chiatric diagnosis. Clinicians would do well to 
mind the gap between the psychiatric explanation 
and their patient’s. Ignoring this gap can lead to 
problems such as misdiagnosis, medication non-
adherence, or early treatment rupture, as in Mr 
Sok’s case. 

We recommend explicitly soliciting the pa-
tient’s cultural understanding of their illness using 

Table 1. Ground Rules for Managing 
Symptoms of Ethnoracial Trauma

1Be aware of how your race may be 
perceived by your patient. If a patient 
has experienced racial trauma 

perpetrated by members of the psychiatrist’s 
racial group, it may impede disclosure of racial 
trauma to the psychiatrist. Naming that 
difference early on in treatment can be helpful, 
eg, “Patients and psychiatrists can differ in 
ways such as their age, gender, and race. 
Please let me know if you have any thoughts 
or feelings that come up about our 
differences.” 

2Name racism as a factor if symptoms 
suddenly worsen. Taking a cue from Dr 
Williams, asking Ms Cho directly about 

the impact of racism on her symptoms signals 
to her that this is a safe subject to discuss and 
lays the groundwork for trust between 
psychiatrist and patient around issues of race.

3Do not make things worse. When a 
patient discloses their experience of 
racial trauma, this is a high-stakes 

moment. Do not ignore the disclosure. Do not 
deny the impact. These responses are likely to 
enhance shame around the experience and 
entrench avoidance of the experience. It also 
robs the patient of the ability to gain some 
measure of control over the incident through 
disclosure.

Asian American Mental Health: 
Treating a Diverse Population at a Crossroads

REPREHENSIBLE REGRESSED SENTIMENTS
First Yellow Peril

Now model minority

Back to viral slum 

- FRANK CLARK, MD
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the DSM-5 Cultural Formulation Interview 
(CFI)10,11 or the Engagement Interview Protocol 
(EIP).12 The CFI operationalizes the process of 
elaborating a cultural narrative of the patient’s ill-
ness by reframing the query: “Sometimes people 
have different ways of describing their problem to 
their family, friends, or others in their community. 
How would you describe your problem to them?” 
In our experience, the CFI or EIP opens new op-
portunities for building a patient-clinician alliance 
and improves patient trust in the treatment.

It is also important to provide a culturally sensi-
tive disclosure of diagnosis. Dr Smith could begin 
the discussion by relaying her understanding of the 
patient’s concern about a wind imbalance, and then 
wonder with him whether a medication might help 
bring his wind back into balance.

Asian American immigrants, particularly el-
ders, vary in their degree of English language pro-
ficiency. Access to mental health care conducted in 
a patient’s primary language is limited in the 
United States and represents a serious barrier to 
care. Use of family members as translators, while 
necessary in limited resource settings, has consid-
erable drawbacks ranging from omission of infor-
mation to traumatizing the family member acting 
as translator.13 For this reason, we recommend the 
use of professional staff to perform translation. 

CASE 3 

“Ms Elizabeth Chen” is a 17-year-old Chinese Amer-
ican high school senior who presents following a 
brief inpatient stay for self-harm by cutting; her 
mother, who discovered the cutting, arranged for 

emergency evaluation. Elizabeth angrily relays the 
episode: “I’m so embarrassed. It’s actually her fault 
that I’m cutting. If she didn’t put so much pressure on 
me to succeed and if she took the time to understand 
my emotions, none of this would have happened.”

Elizabeth was born in the United States after her 
parents immigrated from China 20 years ago. Eliza-
beth describes the challenges of never feeling like 
she fits in. She describes one instance when she 
brought lunch from home and how some of her 
classmates teased her and said her food had “odd 
smells.” From that point on, she bought her lunch 
from the cafeteria.

“Dr Santos” speaks with Elizabeth’s mother, who 
describes her view of the problem: “Elizabeth tries to 
do too many things at once. She studies hard, but 
also wants an active social life—I always tell Eliza-
beth that she will feel better if she doesn’t spend so 
much time around her friends, but she never listens 
to my advice and then gets so mad.”
 
Many American-born Asians struggle navigat-

ing 2 cultures: They strive for acceptance from the 
host culture on the one hand, and they strive for 
acceptance from their family and the culture of or-
igin on the other. This added conflict can compli-
cate the already onerous process of identity forma-
tion in adolescence, setting the groundwork for 
psychiatric symptoms and problematic behaviors.

Furthermore, Asian American immigrant par-
ents tend to judge their child’s behavior and actions 
by the cultural standards of the country of origin 
and are apt to make suggestions that may miss the 
bicultural nature of the conflict. For example, Mrs 
Chen’s suggestion to minimize socializing and fo-
cus on schoolwork may be well-received by a stu-
dent who grew up in China, but to Elizabeth, this 
suggestion is likely to feel invalidating of her de-
sire to acculturate, fueling further frustrations that 
her mother does not understand.

What can a treating psychiatrist do to help the 
situation? In addition to recommending standard 
behavioral treatments for problematic behaviors 
such as cutting, Dr Santos might also suggest a 
family intervention, using the Bicultural Effective-
ness Training framework as an approach.14,15 Spe-
cifically, Dr Santos could gently reframe the prob-
lem as a conflict of cultural perspectives rather 
than a conflict of individual personalities and re-
flect with both parent and child on the advantages 
and disadvantages of each cultural perspective. For 
example, Dr Santos might ask Elizabeth and Mrs 
Chen to reflect on situations when spending less 
time with friends might be a good solution to stress 
and when it might not be a good solution.

Elizabeth’s case also illustrates the damaging 
effects of the model minority stereotype on the in-
dividual. Asian Americans like Elizabeth can feel 
immense pressure to live up to an image of success, 
exacerbating academic stress and leading to con-
cealment of mental health symptoms. Of all US 
racial groups, Asian Americans are the least likely 
to seek mental health care, and while the reasons 
for this inequity are complex, the perpetuation of 
the model minority myth likely contributes to this 
disparity.16,17 

Conclusions
By presenting these 3 cases with patients of vary-

ing ages, national origins, language proficiencies, 
and presenting problems, we hoped to capture a 
fragment of the diversity and showcase some of the 
main issues facing this population. The techniques 
highlighted might be helpful not only for Asian 
American patients, but across cultures as well. In 
fact, we might think about these techniques as 
ways for clinicians to assume a general attitude of 
cultural humility—a position of openness, 
self-awareness, and curiosity—that is useful in all 
encounters with patients, regardless of race or cul-
tural background (Table 3).18 

We hope that some of the strategies in this arti-
cle may help in that effort to treat Asian American 
patients. However, when it comes to treating symp-
toms that are produced by systemic forces like rac-
ism and alienation from mainstream American 
culture, bearing witness to a patient’s experience of 
racism is like treating the symptoms without ad-
dressing the underlying cause. A truly comprehen-
sive treatment plan for Asian American patients 

Table 2. Interventions to Suggest That 
May Help Patients With Ethnoracial 
Trauma

  Limit exposure to social media and news

  Limit interaction with individuals or situations 
that feel psychologically or physically unsafe

  Individual psychotherapy focused on 
understanding the patient’s experience

  Holistic modalities such as acupuncture, 
Reiki, or craniosacral therapy; these may be 
especially helpful as they could feel culturally 
concordant

  Avoid isolation in the face of trauma by 
sharing stories with family, friends, support 
network, and community

  If so inclined, channel feelings into advocacy 
and understanding the causes of racial 
hostility in our country

  Learn techniques for responding to 
microaggressions such as “Interrupt, 
Question, Educate, Echo”19

         INTERRUPT: “Just a second—let’s get into 
your point that the virus is somebody’s 
fault.”

         QUESTION: “Why do you think that?”

         EDUCATE: The key to educating is to 
continue the conversation.

         ECHO: It takes an effort to speak up 
against racist ideas and language. When 
someone else speaks up, echo them. 
Thank them and emphasize or amplify 
their message any way you can.

Table 3. Culture and Problem-Solving

CULTURAL DEFINITION OF THE PROBLEM
1. What brings you here today?

2.  How would you describe your problem to 
family and friends?

3.  What troubles you most about your problem?

CULTURAL PERCEPTIONS OF 
CAUSE, CONTEXT, SUPPORT

4.  Why do you think this is happening? What do 
you think is causing it?

5.  What do your family and friends think is 
causing it?

6.  Are there any kinds of supports that make 
your problem better?

7.   Are there any kinds of stresses that make 
your problem worse?

ROLE OF CULTURAL 
IDENTITY AND SELF-COPING

8.  For you, what are the most important aspects 
of your background or identity?

9.  Are there any aspects of your background or 
identity that make a difference to your 
problem?

10.  Are there any aspects of your background or 
identity that are causing other concerns or 
difficulties for you?

11.  What are some of the things you have done 
on your own to cope with your problem?

12.  In the past, what kinds of treatment, help, 
advice, or healing have you sought for your 
problem?

13.  Has anything prevented you from getting the 
help you need?

CULTURAL FACTORS AFFECTING 
CURRENT HELP-SEEKING

14.  What kinds of help do you think would be 
most useful to you at this time for your 
problem?

15.  Are there other kinds of help that other 
individuals have suggested to you?

16.  Do you have any concern that we may be 
misunderstanding each other because of 
our different backgrounds and experiences?

Adapted from Cultural Formulation Interview.20
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ultimately requires us to address the root cause by 
participating in advocacy for systemic change out-
side the consultation room.

Dr Liu is an assistant psychiatrist at the Behavioral 
Health Partial Hospital Program at McLean Hospital, 
a supervising psychiatrist to residents in the Adult 
Outpatient Services, and a member of the faculty at 
the Massachusetts General Hospital Center for 
Cross-Cultural Student Emotional Wellness. 
Dr Tuttle is a psychiatrist at Massachusetts General 
Hospital. 
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Reconceptualizing Hispanics 
in America: From Reading 
Stark Statistics to Confronting 
Racial and Ethnic Trauma
» María José Lisotto, MD; Andrés Martin, 
MD, MPH

A ccording to the 2019 US Census Bureau 
population estimate, Hispanics comprise 
18% of the total US population (61 mil-

lion), with 31% aged less than 18 years, making 
them the nation’s largest and youngest racial and 
ethnic group.1 Since more than half of mental 
health disorders begin by age 14 years, and 75% 
by age 24 years,2 the role of culturally humble, 
curious, and attuned child and adolescent mental 
health professionals is critical. 

Although we will use the terms Latino/Latina/
Latinx and Hispanic interchangeably, there are 
distinctions between them: “Hispanic” refers to 
a common language and describes those whose 
ancestry derives from Spain or Spanish-speaking 
countries; “Latino/Latina,” most recently re-
placed by the gender-neutral alternative “Lat-
inx,” refers to geography and indicates a Latin 
American origin.3 The federal government rec-
ognizes just 1 ethnic group in its classification 
system: according to the 2010 and 2020 Census, 
“Hispanic or Latino” is defined as “a person of 
Cuban, Mexican, Puerto Rican, South or Central 
American, or other Spanish culture or origin re-
gardless of race.”4 This one-size-fits-all defini-
tion of “Hispanic or Latino” and collective label-
ing of several self-sustained ethnicities can lead 
to overgeneralizations, misconceptions, and ste-
reotyping of the diverse Latinx community. The 
prevalence and clinical presentation of mental 
illness, the willingness to seek and accept care, 
and lived experiences can vary significantly 
among Latinx subgroups. Given this heterogene-
ity, clinicians should embrace such diversity, rec-
ognizing the clinical importance of providing 
respectful subgroup-specific care (Table 1). 

Latinx individuals often face inequities in ed-
ucation, socioeconomic status, insurance cover-
age, and even risk of death related to police inter-
vention. Unfortunately, disparities are further 
exacerbated among Hispanics due to language 
barriers and undocumented immigration status. 
Patients with limited English proficiency or En-

glish as a second language struggle during men-
tal health visits; communication of abstract con-
cepts such as emotions and psychiatric symptoms 
in a language other than one’s mother tongue is 
extremely challenging, especially during times 
of internal distress.5

Stark Statistics
According to the US Census Bureau, Hispanics 
on average hold a lower educational level in the 
United States compared with other racial and 
ethnic groups.1,6 Hispanics also have the highest 
uninsured rates of any racial or ethnic group 
within the United States (19% of the Hispanic 
population was not covered by health insurance 
vs 6% of the non-Hispanic White population).1 
Similarly, the unemployment rate and the per-
centage of individuals living at or below the pov-
erty level are higher for Hispanics as compared 
with non-Hispanic Whites.1 

Further compounding such disparities, food 
insecurity is associated with a heightened risk of 
past-year mood, anxiety, and substance use dis-
orders in children.7 Poverty and mental illness 
interact in a negative cycle: Individuals who live 
in poverty are at increased risk of mental illness 
and, in turn, there is an increased likelihood that 
those living with mental illness will drift into or 
remain in poverty.8

Hispanics have the highest prevalence 17% of 
type 2 diabetes in the countryat 17%; for 
non-Hispanic Whites, the prevalence is 8%.9 Di-
abetes is also increasingly recognized as a risk 
factor for serious mental illness, depression be-
ing twice as high in individuals with type 1 or 
type 2 diabetes compared with the general popu-
lation.10 However, given the diversity within Lat-
inx/Hispanics, it is not surprising that the rates of 
illness can also vary significantly within sub-
groups. For example, Puerto Ricans are twice as 
likely as someone whose background is South 
American to develop type 2 diabetes9; Puerto Ri-
cans also suffer disproportionately from asthma, 
HIV-AIDS, and infant mortality.1 

According to a 2019 US Census Bureau re-
port, 24% of Hispanics, in comparison with 15% 
of non-Hispanic Whites, worked within service 
occupations; 24% and 45%, respectively, worked 
in managerial or professional occupations.1 
These differences in occupations explain in part 
why Latinx parents have difficulties accessing 
medical care for themselves and their children: 
Hispanics are more likely to work in jobs that do 
not provide paid time off; at other times, they do 
not request sick leave due to fear of, or threats of, 
deportation by employers. Communication and 
language barriers, cultural differences between 

REFOCus
Data just a piece

And narrative lurks closely

So Latinx thrives

- FRANK CLARK, MD
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patients and providers, and historical and current 
discrimination in health care systems are other fac-
tors affecting access to health care, especially psy-
chiatric care.

Latinx Victims of Police Shootings 
According to data compiled by The Washington 
Post, 111 children have died by police use of force 
in the United States over the past 6 years; 22 of 
those children were aged less than 16 years, and 
three-quarters of these 22 were children of color.11 
One of those children was Adam Toledo, a Latinx 
13-year-old boy who, although unarmed, was shot 
and killed by police in Chicago after an officer be-
lieved the boy was holding a weapon. A recent 
study published in Pediatrics found that Black and 
Hispanic adolescents are significantly more likely 
to die from shootings related to police intervention 
compared with non-Hispanic White adolescents.12 
Compared with non-Hispanic White children, His-
panic children had a risk of death due to legal inter-
vention almost 3 times higher. These disparities are 
clear and unacceptable, and they should alarm cli-
nicians, especially those caring for children and 
adolescents of color. 

These data are not only heartbreaking but point 
to inescapable effects on the mental health, physi-
cal health, well-being, and overall future of the 

family members left behind. The death of a young 
Latinx male, often the primary breadwinner for im-
migrant or first-generation families, leaves a void 
within the family system and the overall commu-
nity. The offspring of the young victim grow up 
without a male role model, directly af-
fecting the overall sense of safety offered 
by a tight-knit family. It also leads to the 
need for single mothers to take multiple 
jobs to make ends meet, causing a rupture 
in the family system, with older siblings 
often taking the role of primary caretak-
ers for younger siblings, in turn increas-
ing the likelihood of dropping out of high 
school and decreasing the likelihood of 
college attendance; lower levels of educa-
tional attainment limit future job options 
and lead to lower-paying or less stable jobs. 

 The alarming frequency of young Black and 
Hispanic individuals’ deaths by gunshot wounds 
during police encounters have a wide-ranging im-
pact on the entire community, exacerbating feel-
ings of hopelessness, oppression, discrimination, 
and distrust in the legal system. In our clinical ex-
perience this, in turn, can have the unwanted effect 
of further alienating communities of color from 
medical and political systems that are often viewed 
as complicit, leading to fewer medical check-ups, 
less openness to seek medical or psychiatric atten-
tion when needed, and even less likelihood to vote, 
further perpetuating the cycle of discrimination 
and isolation for generations to come. Research 
has shown that police violence can take a toll on 
the mental health of communities; police brutality 
and killings can be associated with greater risks of 
distress and suicide attempts.13 

Race and COVID-19
The year 2020 saw 2 major cultural phenomena: the 
COVID-19 pandemic, and a resurgence of the con-
versation around racial equity and structural racism 
in the United States.2 The synergistic nature of the 
health and social problems facing people of color, 
as well as the toxic stress resulting from racial and 
social inequities, have been magnified during the 
pandemic, bringing to the forefront disparities in 
access to care among Latinx communities. 

According to data gathered through March 
2021, Latinx Americans had experienced 18% of 
COVID-19–related deaths in people of known 
race.14 Latinx individuals were held in precarious 
and at times inhumane conditions in US Immigra-
tion and Customs Enforcement (ICE) detention 
facilities, and individuals in ICE facilities had 
rates of SARS-CoV-2 infection that were 6 to 22 
times higher per month than those of the general 
population between April and August 2020.15 
Children and families in immigration detention 
settings and those experiencing homelessness and 
living in shelters endured similarly disproportion-
ate risk of exposure. 

Latinx youth and their families have been im-
pacted severely by COVID-19, with Centers for 
Disease Control and Prevention (CDC) data show-
ing disproportionate hospitalization rates (more 
than 3 times higher compared with non-Latinx 
Whites), and death rates that are more than twice 
as high.16 Latinx children had higher pediatric case 
rates, hospitalizations, and virus-related complica-

tions.17 Poor access to reliable or sustainable tele-
health technology among Latinx children wors-
ened health care access and exacerbated gaps in 
educational attainment, especially throughout the 
multiple lockdowns and in-person school cancella-

tions during the COVID-19 pandemic.18

Health care barriers, including lack of 
insurance and immigration fears, have 
also contributed to the worsening of pre-
existing health conditions (eg, asthma, 
diabetes) and delays in COVID-19 treat-
ment during acute illness and for after-
care.16 In addition, Latinx individuals, 
especially undocumented immigrants, 
have limited job options, do not have paid 
sick days, and often endure unhealthy 
work environments in which employers 

use threats or fear of deportation to their advan-
tage. When they do get sick or are symptomatic, 
they continue working, increasing their own risk of 
worse outcomes from COVID-19 and potentially 
spreading the virus among coworkers. 

Adding insult to injury, there is a large gap in 
COVID-19 vaccination rates for Hispanics. Black 
and Hispanic individuals have received a smaller 
share of vaccinations in proportion to the cases and 
deaths in their populations, and, in most states, in 
proportion to total population. Across 42 states, the 
percentage of the White population that has re-
ceived at least 1 COVID-19 vaccine dose (39%) 
was roughly 1.5 times higher than the rate for 
Black (25%) and Hispanic individuals (27%) as of 
May 3, 2021.19

Racial and Ethnic Trauma
The American Academy of Pediatrics published 
“The Impact of Racism on Child and Adolescent 
Health” in August 2019. This policy statement, en-
dorsed by both the American Academy of Child 
and Adolescent Psychiatry and the American Psy-
chiatric Association, states that “racism, which is 
mediated through implicit and explicit biases, in-
stitutional structures, and interpersonal relation-
ships, is a social determinant of health that under-
mines health equity for all children, adolescents, 
emerging adults, and their families.”20 The race-
based traumatic stress theory suggests that some 
racial and ethnic minority individuals may experi-
ence racial or ethnic discrimination as a psycholog-
ical trauma, as it may elicit a response comparable 
with posttraumatic stress.21 These experiences of 
racial or ethnic discrimination include threats of 
harm and injury, humiliating and shaming events, 
and witnessing harm to other people of color due 
to real or perceived racism. 

Experiences of marginalization and discrimina-
tion have led to chronic and toxic stress, and they 
have shaped social and economic factors affecting 
the health and well-being of Latinx communities. 
Maladaptive reactions to racial and ethnic discrim-
ination through use of avoidant or passive coping 
strategies may render minority groups, particularly 
youth, more vulnerable to negative mental health 
outcomes, including posttraumatic stress and dis-
sociative symptoms. Flores et al found that Mexi-
can American adolescents who reported racial dis-
crimination also reported more posttraumatic 
stress symptoms, and in turn, greater drug and al-
cohol use—a common avoidant coping strategy 

Table 1. Keys to Clinical Humility and 
Cultural Awareness

  Support and encourage education on racial/
ethnic trauma as well as on the concept of 
structural racism and how it fuels inequities 
within child and adolescent mental health.

  Appreciate the disparities in social 
determinants of health among Latinx 
communities. 

  Increase clinicians’ self-awareness of implicit 
attitudes; consider provider stigmatization and 
Latinx homogenization; and promote the 
health care professional’s role as a 
nonjudgmental and culturally aware advocate 
for Latinx children, adolescents, and families.

  Understand the social structures that affect 
Latinx patients’ health and well-being and 
how they may interfere with care.

  Advocate for patients and their families; listen 
to their experiences of discrimination and 
racial/ethnic trauma; validate their experiences 
and pain (especially after losing loved ones). 

  Listen and learn from patients’ experiences 
and reflect on your own cultural identity (and 
unavoidable personal biases) as well as the 
impact of culture on patients’ mental health 
needs. 

  Promote programs to mentor and recruit 
minority medical students and residents, 
especially within psychiatry. Promote 
programs that focus on retention of early-
career Latinx psychiatrists and young faculty 
members to enable them to hold more 
administrative, academic, and policy roles and 
become stakeholders in mental health policy 
and planning.

  Develop educational and health care strength-
based models that integrate and promote 
Latinx culture-based and individual attributes, 
to positively impact the behavioral, emotional, 
and academic well-being of future generations 
of Latinx youth.

SUBSCRIBE
for practical 

tips and 
valuable 

resources
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evident in trauma-exposed individuals.22 Factors 
including a strong racial/ethnic identity, ethnic/ra-
cial socialization within family, and religiosity/
spirituality have shown to be protective against the 
damaging effects of racial and ethnic adversity.23

Concluding Thoughts
Historical bias, lack of culturally humble and 
aware providers, inadequate or misinformed care, 
fear of deportation, language barriers, and under-
representation of Latinx child psychiatrists are just 
a few of the factors that exacerbate disparities in 
access to care among Latinx communities. Clini-
cians should use a cultural component in their for-
mulation when conceptualizing clinical presenta-
tions, thinking ethnographically while remaining 
patient-centered so that patients and families can 
teach providers about their own culture. Clinicians 
should not shy away from asking patients about 
experiences they have had in facing racism, dis-
crimination, or hierarchical mistreatment. An un-
derstanding of patients’ sociocultural background, 
including experiences of discrimination and racial/

ethnic trauma, will have important effects on treat-
ment adherence and the likelihood of seeking fu-
ture care. 

We should continue working to address existing 
socioeconomic, health care, and structural inequi-
ties, which place so many children and families at 
risk of poor outcomes (Table 2). Health interven-
tions that consider the nuances of race, ethnicity, 
culture, and community differences, provided by 
self-aware and culturally humble clinicians, have a 
vital role in reducing health disparities, promoting 
health equity, increasing trust in systems of care, 
and improving both the physical and mental health 
of Latinx children, adolescents, and families.

Dr Lisotto is a board-certified adult and child/ado-
lescent psychiatrist. She is an instructor in psychiatry 
at Harvard Medical School and an attending at the 
Massachusetts General Hospital Chelsea Health 
Center. She also  has a small private practice in 
Boston. Dr Martin is the Riva Ariella Ritvo Professor 
in the Child Study Center and director of the 
Standardized Patient Program, Teaching and 
Learning Center, both at the Yale School of Medicine. 
He is also medical director of the Children’s 
Psychiatric Inpatient Service at Yale-New Haven 
Hospital. Dr Martin served as editor-in-chief of the 
Journal of the American Academy of Child and 
Adolescent Psychiatry from 2008 to 2017. 
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Table 2. Recommendations to Alleviate 
Health Care Disparities Among Latinx 
Communities

  Promote evidence-based guidelines for 
treatment of Latinx individuals and promote 
the numbers of minority health care providers.

  Improve access to culturally affirmative and 
linguistically accessible mental health 
services, including access to language 
interpreters to ensure effective and culturally 
tailored care.

  Continue to highlight the particular 
vulnerabilities of migrants and refugees, 
especially those detained in facilities during 
the COVID-19 pandemic.

  Allow clinicians to assess and treat patients 
being held in ICE facilities. 

  Continue working within professional 
organizations, as well as with local and state 
governments, to emphasize population 
strengths (instead of vulnerabilities) and to 
encourage consideration and implementation 
of local data-driven approaches and policies 
that support the health of underrepresented 
communities.
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Loss of the sense of smell—an-
osmia—can be devastating. 
Without smell, patients de-

scribe feelings of emptiness, isola-
tion, and emotional distress. Given 
that anosmia is a common first 
symptom of COVID-19 and a long-
term sequela for as many as 10% of 
patients who have had COVID-19– 
related anosmia, psychiatrists need 
to be familiar with this symptom in 
order to identify and manage the as-
sociated psychological effects.

Prior to the current pandemic, an-
osmia and hyposmia (decreased 
sense of smell) received little atten-
tion in the popular press or in 
the non–ear, nose, and throat (ENT) 
medical literature. However, distur-
bances in the sense of smell have be-
come a widespread focus of concern 
now that anosmia has emerged as a 
possible first symptom—and some-
times the only symptom—of infec-
tion with the SARS-CoV-2 virus. 

For most individuals who have 
a COVID-19–related loss of smell, 
the deficits are short-lived. But for 
those individuals who do not fully re-
cover, the neuropsychiatric conse-
quences can be debilitating. Plea-
sures of eating are lost when one 
cannot detect the complex scents 
of food. Atmospheric odors disap-
pear: the smells of the kitchen 
and garden, the gym, the sea. A sense 
of vulnerability may ensue without 
the ability to detect signals of danger 
(eg, smoke, gas, spoiled food). It is 
not uncommon for depression to 
emerge as a result.1,2

The pandemic-related increase in 
the prevalence of anosmia has 
thrown its debilitating effects on 
mood and quality of life into sharp 
relief and presents an opportunity 
for psychiatrists to help. 

A Brief History Lesson
The SARS-CoV-2 virus was first 

reported in December 2019, al-
though the association between an-
osmia and this viral infection ini-
tially was not made. Then, in late 
March 2020, Hopkins and Kumar 
sent a bulletin to Public Health Eng-
land, noting high rates of COVID-19 
infection “amongst ENT surgeons 
compared [with] other health 
care workers.”3 They reported that 
physicians and surgeons from 
around the world had noticed a sig-
nificant increase in the number of 
otherwise asymptomatic individuals 
who were presenting with an abrupt 
onset of anosmia. They hypothe-
sized that these patients could be un-
suspected carriers of the SARS-
CoV-2 virus and advised the use of 
full personal protective equipment 
for clinicians examining any patient 
with anosmia.3

During this early stage of the pan-
demic, individuals across the globe 
did not qualify for COVID-19 testing 
if their only symptom was anos-
mia; however, in countries where 
testing was widespread, patients who 
tested positive for COVID-19 often 
had anosmia, and frequently anosmia 
was their first symptom. By 
April 2020, the Centers for Disease 
Control and Prevention had added 
sudden loss of smell and/or taste to 
the diagnostic criteria for COVID-19. 
Both subjective and objective evi-
dence for olfactory dysfunction have 
now been documented in up to 80% 
of patients with COVID-19.4

It is now known that abrupt loss 
of smell may be an early, and possi-
bly the only, symptom of SARS-
CoV-2 virus infection. While anec-
dotal reports of anosmia abound, 
scientific studies of outcome are lim-
ited. Published research to date indi-
cates that approximately 25% of in-
dividuals continue to have 
disturbances in their sense of smell 
for longer than 1 month post infec-
tion; fewer than 15% of individuals 
have disturbances in their sense of 
smell by 2 months; and up to 10% of 
individuals have a protracted course 

of recovery or may not fully recover 
their sense of smell.5,6 Given that 
confirmed SARS-CoV-2 infections 
have reached more than 33 million 
cases in the United States and more 
than 175 million globally,7 more 
than 3 million individuals could be 
left with some deficit in this sensory 
modality in the United States.

Pathophysiology
Researchers have considered various 
pathophysiological theories to ex-
plain COVID-19 anosmia. The most 
plausible explanation is viral infil-
tration of support cells of the olfac-
tory epithelium (sustentacu-
lar cells), inflammation, and 
subsequent neuronal dysfunction.8,9

The sustentacular cells of the olfac-
tory epithelium are especially vul-
nerable to viral damage due to hav-
ing a high density of ACE2 cell 
surface receptors. The ACE2 recep-
tor is a known entry point for the CO-
VID-19 virus. 

For individuals with a protracted 
course of anosmia, the pathway to 
regaining olfaction may be marked 
by experiences of unpleasant, dis-
torted, and often repugnant smells 
(parosmia). In some cases, individu-
als may have hallucinatory smells 
(phantosmias). The mechanisms that 
underlie these phenomena are still 
unclear but may be related to imbal-
anced rewiring of regenerating ol-
factory neurons or immaturity of 
neuronal networks when stem cells 
have been recruited to replace dam-
aged olfactory neurons.8,10

Smell and Taste
The sense of smell is neurologically a 
function of cranial nerve I and distinct 
from the neurological basis of taste, 
which is a function of cranial 
nerves VII, IX, and X. The subjective 
experience of taste, however, is ex-
tremely complex and may be altered 
with changes in sense of smell. Taste 
involves the basic sensations 
of sweet, sour, salty, bitter, and umami 
in addition to the somatosensory 

ex p e r i e n c e s  o f  t e m p e r a -
ture, touch, pressure, and pain (spici-
ness) (Table 1). The experience of 
taste also includes sensations from 
odorants that are presented through 
the nostrils and/or via the 
nasopharynx. 

The Etiologies 
Before the current pandemic, 
about 3% of the adult population aged 
40 years or older and up to 22% of 
adults aged more than 60 years were 
afflicted with smell disturbances.11 Pa-
tients with neurodegenerative dis-
eases such as Alzheimer disease, Par-
kinson disease, and dementia with 
Lewy bodies exhibit a gradual loss of 
the sense of smell; often these indi-
viduals are only minimally aware of 
their deficit. The abrupt loss of a sense 
of smell can occur with head trauma 
or with any of numerous viral infec-
tions, including infection with SARS-
CoV-2 (Table 2). 

Psychological Experiences 
When there is a sudden loss of the 
ability to smell, patients are startled 
by how important scents are to their 
daily life experience. This sudden 
alteration in one’s experience of the 
environment is unsettling and often 
deeply emotionally distressing. 
Even before this pandemic, research-
ers had documented the negative ef-
fects that anosmia has on mood, 
sense of bodily self-esteem, and 
quality of life (Table 3).2,12,13

Since the pandemic, newspapers 
and magazines have published essays 
by individuals who have personally 

COVID-19 Brings Anosmia to
the Attention of Psychiatrists

Table 1. Factors 
Contributing to the 
Experience of Flavor

  Taste (sweet, salty, bitter, sour, 
umami)

Smell

Temperature

Texture

Acidity or pH
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experienced COVID-19 anosmia 
and parosmia. The authors widely re-
port a loss of pleasure in eating. For ex-
ample: “It was first apparent that some-
thing was wrong when I took a bite of a 
falafel sandwich that morning and it 
hung like tasteless cardboard in 
my mouth.”14 These writers also com-
ment on changes in weight and disrup-
tion to patterns of social engagement 
that center around sharing a meal. 

Some of the articles focused on 
individuals who depended on the 
sense of smell for work: chefs, fire-
fighters, and perfumers. Sommeliers 
commented on their experiences in 
Wine Spectator: “It was absolute ter-
ror. The thought of no longer being 
able to do so much of my job was 
just terrifying. And then there’s ev-
erything else in your life. I love 
to cook, I love more than just wine, 
and all of that would be gone.”15

The loss of smell sensations also 
affected individuals in ways that are 
difficult to define: “I feel alien 
from myself... It’s also kind of a lone-
liness in the world. Like a part of me 
is missing, as I can no longer smell 
and experience the emotions of ev-
eryday basic living”14 And this: “I 
f ee l  d i scombobula ted—like 
I don’t exist. I can’t smell my house 
and feel at home. I can’t smell fresh 
air or grass when I go out. I can’t 
smell the rain.”16 

In Comprehensive Psychiatry, 
Stefano Pallanti, MD, PhD, reported 
2 cases of COVID-19–related anos-
mia. He quotes a patient as saying, 
“This strange, empty feeling makes 
me feel weird about my body.”17 The 
other patient was aware of feeling 
“distant from the world, without at-
mospheric cues deriving from envi-
ronmental triggers.”17 

Although smell is arguably the 
least appreciated of our senses, it is 
extraordinarily fundamental. The 

sense of smell is neurologically 
(and, therefore, experientially) in-
volved in memory formation, emo-
tional processing, and social behav-
ior. Smelling is inextricably entwined 
with breathing, just as tasting is inex-
tricably entwined with swallowing.17 
Smell is a source of extraordi-
narily complex, often nonconscious, 
information about our environment, 
including our social environment. We 
smell our babies; we smell our part-
ners; we know the smell of our 
own bodies. Intimate relationships 
may be disrupted by disturbances in 
the sense of smell. 

Oliver Sacks, MD, quoted a patient 
who lost his sense of smell. Although 
it followed a traumatic brain injury 
(TBI), the description could apply 
to post–COVID-19 anosmia 18:

Sense of smell?...I never gave 
it a thought. … But when I 
lost it—it was like being 
struck blind. Life lost a lot of 
its savour—one doesn’t real-
ize how much “savour” is 
smell. You smell people, you 
smell books, you smell the 
city, you smell spring—maybe 
not consciously, but as a rich 
unconscious background to 
everything else. My whole 
world was suddenly radically 
poorer. 

Over time, as neurological func-
tioning returns to normal, some indi-
viduals may experience distorted 
sensations of odorants (parosmia) or 
hallucinatory smells (phantosmias). 
Often these sensations are repellent 
and can cause considerable distress, 
as in these examples19: 

However, the most unbeara-
ble is tap water. Showering, 
rinsing dishes, brushing my 
teeth, washing my face, and 
many more daily encounters 
are now repulsive and un-
bearable. Living in a world 
where tap water smells putrid 
has been one of the hardest 
things I’ve ever gone through. 

My sweat acquired an acrid 
rotting-veggie–like fetid 
smell—swamp-like, but 
acidic and sharp. 

Treatments and Resources
Of paramount importance is the psy-
chiatrist’s role in listening to patients, 
gaining an understanding of anos-
mia’s effects on their quality of life. 
While anosmia may be an acute or 

chronic condition, in either case, 
managing related health problems 
and maximizing quality of life are 
key goals of treatment. 

In addressing the patient’s 
health problems, psychiatrists should 
first clarify the anosmia etiology, 
then identify and treat any comorbid 
psychiatric conditions, such as anxi-
ety and depression. Anosmia may 
exacerbate an already existing men-
tal health disorder. It is also impor-
tant to determine whether a patient 
has been able to maintain good nutri-
tion, hydration, and stable weight.13 

Other health-related issues relate 
to personal hygiene and guarding 
against breath and body odor—with 
important social implications. 
Changes in relationships and inti-
macy can result from anosmia be-
cause of the complex relationship 
linking scents and social bonding. 
While a lack of awareness of one’s 
body odor can lead to poor hygiene 
and interfere with personal relation-
ships, an inability to detect a part-
ner’s scent can also negatively influ-
ence a feeling of attraction. 

Like our senses of vision and hear-
ing, our sense of smell serves not 
only to bring pleasure from pleasant 
smells and taste, but also to protect us 
from danger. Anosmia can make one 
unaware of the presence of danger-
ous inhalants like smoke, natural gas, 
and harsh cleaning ingredients. 
Spoiled food can go undetected, 
be consumed, and lead to ill-
ness. Thus, part of counseling an in-
dividual about the management of 
anosmia should also include advice 
about prevention of injury and ill-
ness. Recommendations may include 
installing smoke and natural gas de-
tectors, regular maintenance to 
gas appliances, and dating food when 
opened to anticipate spoilage. Also, 
asking others to smell for noxious 
odors of any kind can be helpful.

Psychiatrists might wish to refer 
patients for consultation for help in 
managing the consequences of anos-
mia. If an individual’s occupation is 
at risk due to loss of ability to 

detect scents, career counseling may 
be useful. Individual, couples, or 
family therapy might be helpful, with 
an emphasis on education regarding 
anosmia and its effect on close 
relationships. 

Smell training is the one treatment 
approach that directly addresses an-
osmia. Smell training aims to en-
hance the natural process of recovery 
by a program of consistently sniffing 
and concentrating on a small sample 
of scents multiple times a day over a 
period of months. The scents may be 
purchased as a kit, or a set of samples 
can be homemade.

Referrals to otolaryngologists 
who specialize in anosmia may 
be appropriate, especially for those 
with severe symptoms, or if there is 
uncertainty about the underly-
ing cause. Many hospital-based oto-
laryngology departments have clin-
ics that specialize in patient care for 
disturbances of smell, some of which 
offer smell training. 

The Global Consortium for Che-
mosensory Research was founded in 
response to the outbreak of CO-
VID-19–related anosmia. Its website 
has become a hub for researchers and 
is an easy way for patients who are 
interested to participate in research. 

Other resources include the book 
Navigating Smell and Taste Disor-
ders, which was published in 2010 as 
part of the Neurology Now book se-
ries.20 Although it was written before 
the current pandemic, this book is 
nonetheless useful for individuals 
with COVID-19–related distur-
bances in smell and taste. Written for 
a general audience, it includes nu-
merous recipes that were developed 
to emphasize aspects of the food ex-
perience to enhance the pleasure of 
eating for those with disturbances in 
the experience of taste. Nutritionists 
also may be able to advise patients on 
how to modify food preparation and 
seasoning to emphasize aspects of 
taste that do not rely on smell.

Several websites by nonprofit or-
ganizations offer support to those 
suffering with anosmia. Fifth Sense 

Table 2. Some Causes of 
Anosmia/Hyposmia

  Infection with SARS-CoV-2, 
even without rhinorrhea

  Other viral upper respiratory 
infections (eg, rhinovirus, 
parainfluenza, Epstein-Barr 
virus, other coronavirus 
infections)

  Sinus/nasal disease

  Traumatic brain injury

  Exposure to toxins/drugs

  Neurodegenerative diseases  
(eg, Alzheimer disease, 
Parkinson disease)

  Normal aging

  Congenital disorders (eg, 
Kallmann syndrome)

Table 3. Possible Psychological Consequences of Anosmia

  Diminished enjoyment of food

  Diminished interest in eating; disruption in food pacing; weight changes 

  Occupational difficulties for firefighters, chefs, sommeliers, perfumers, 
nurses, etc.

  Concern about personal hygiene, body odor, and breath

  Feeling vulnerable to food spoilage, gas leaks, fire

  Disruption of social relationships

  Decreased interest in sex

  Decreased pleasure in and diminished information about the environment 

  Depression
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8 Cannabis should not be prescribed by medical 
practitioners. However, as molecular components of 

cannabis are developed and garnish FDA approval, those 
components should be prescribed appropriately.

9 Pharmacological exploration and development of 
cannabis components that demonstrate medical 

benefits should be continued. CBD is a successful model 
of such.

10 Medical practitioners should discuss cannabis with 
their patients only after they have attained 

competence in understanding the science and factual 
risks/benefits/adverse effects of cannabis, similar to how 
a practitioner would discuss alcohol or tobacco use.

With this structure in place, we have the 
ability to inform and support our patients ap-
propriately. And, with more information, we 
can help end the cannabis confusion.
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and AbScent are charities in the United Kingdom 
aimed at helping those with anosmia. They have 
advice about smell training, as well as community 
forums and Facebook groups, ranging from gen-
eral support groups to those with a more spe-
cific focus, such as COVID-19–related anosmia 
or parosmia/phantosmia. These online resources 
make it possible for patients to share their experi-
ence of loss with others while also obtaining ad-
vice on how to cope with symptoms.

Conclusions
Before the SARS-CoV-2 pandemic, patients rarely 
discussed loss of smell with their psychiatrists. For 
patients with postviral anosmia, an ENT specialist 
was most often consulted, not a psychiatrist. For pa-
tients with loss of smell from neurodegenerative dis-
eases, the onset of anosmia is insidious and generally 
not a major focus of concern for the patient. For pa-
tients with TBI, the loss of smell is abrupt, but often 
pales in comparison with other, more salient 

disabilities. Because of COVID-19, however, mil-
lions of individuals have been affected by anosmia 
from COVID-19, including patients who seek psy-
chiatric consultation for other concerns.

It is important for practitioners to understand 
the full spectrum of smell-related disturbances so 
they can be maximally helpful to patients. In 
some cases, anosmia or parosmia might be contrib-
uting to the psychiatric presentation. Psychiatrists 
need to be familiar with what is known about the 
natural course of COVID-19–related anosmia, ap-
proaches to ensuring safety and facilitating recov-
ery, and how to help patients to find resources.

Perhaps most importantly, psychiatrists need to 
appreciate the depth of emotional disturbance that 
a loss of smell brings and the destabilization that 
ensues when one’s world suddenly lacks an impor-
tant dimension; this is especially true for patients 
who might already have eating disorders or difficul-
ties with feeling safe in the world. Along with prac-
tical advice, psychiatrists might facilitate the articu-

lation of this complex experience. We also can 
offer empathy and validation to patients.

Dr Schildkrout is an assistant professor of psy-
chiatry at Harvard Medical School in the 
Department of Psychiatry at Brigham and 
Women’s Hospital; she is the author of several 
books and a blog. Dr Lauterbach is an adjunct 
assistant professor at the University of Maryland 
School of Medicine and is the director of The 
Concussion Clinic at Sheppard Pratt. Dr 
MacGillivray is an assistant professor at the 
University of Toronto and a staff psychiatrist at 
the University Health Network. Dr Raj is a neuro-
psychiatrist in Wellesley, Massachusetts; she also 
serves on the Harvard Medical School faculty 
and on staff at Brigham and Women’s Hospital.

REFERENCES
1. Coelho DH, Reiter ER, Budd SG, et al. Quality of life and safety 

impact of COVID-19 associated smell and taste disturbances. Am J Oto-
laryngol. 2021;42(4):103001.
2. Croy I, Nordin S, Hummel T. Olfactory disorders and quality of life—an 
updated review. Chem Senses. 2014;39(3):185-194.
3. Hopkins C, Kumar N. Loss of sense of smell as marker of COVID-19 
infection. ENT UK/Royal College of Surgeons of England. 2020. Accessed 
June 1, 2021. https://www.entuk.org/sites/default/files/files/Loss%20
of%20sense%20of%20smell%20as%20marker%20of%20COVID.pdf 
4. Sedaghat AR, Gengler I, Speth MM. Olfactory dysfunction: a highly 
prevalent symptom of COVID-19 with public health significance. Otolar-
yngol Head Neck Surg. 2020;163(1):12-15.
5. Printza A, Katotomichelakis M, Valsamidis K, et al. Smell and taste loss recov-
ery time in COVID-19 patients and disease severity. J Clin Med. 2021;10(5):966.
6. Parente-Arias P, Barreira-Fernandez P, Quintana-Sanjuas A, Patiño-Castiñei-
ra B. Recovery rate and factors associated with smell and taste disruption in 
patients with coronavirus disease 2019. Am J Otolaryngol. 2020;42(5):102648.
7. Johns Hopkins University & Medicine: Coronavirus Resource Center. 
Accessed June 1, 2021. https://coronavirus.jhu.edu
8. Mastrangelo A, Bonato M, Cinque P. Smell and taste disorders in CO-
VID-19: from pathogenesis to clinical features and outcomes. Neurosci 
Lett. 2021;748:135694. 
9. Meng X, Deng Y, Dai Z, Meng Z. COVID-19 and anosmia: a review 
based on up-to-date knowledge. Am J Otolaryngol. 2020;41(5):102581.
10. Marshall M. COVID’s toll on smell and taste: what scientists do and 
don’t know. Nature. 2021;589(7842):342-343.
11. Boesveldt S, Postma EM, Boak D, et al. Anosmia—a clinical review. 
Chem Senses. 2017;42(7):513-523.
12. Kollndorfer K, Reichert JL, Brückler B, et al. Self�esteem as an im-
portant factor in quality of life and depressive symptoms in anosmia: a 
pilot study. Clin Otolaryngol. 2017;42(6):1229-1234.
13. Toller SV. Assessing the impact of anosmia: review of a question-
naire’s findings. Chem Senses. 1999;24(6):705-712.
14. Comstock L. A world without scent. The Atlantic. September 12, 
2015. Accessed June 1, 2021. https://www.theatlantic.com/health/ar-
chive/2015/09/world-without-scent-smell-anosmia/404749/
15. Camuto R, Harans J. What’s a sommelier to do when they lose their 
sense of smell? Wine Spectator. March 1, 2021. Accessed June 1, 2021. 
https://www.winespectator.com/articles/what-s-a-sommelier-to-do-
when-they-lose-their-sense-of-smell
16. Rabin RC. Some COVID survivors haunted by loss of smell and taste. 
The New York Times. January 2, 2021. Accessed June 1, 2021. https://
www.nytimes.com/2021/01/02/health/coronavirus-smell-taste.html 
17. Pallanti S. Importance of SARs-CoV-2 anosmia: from phenomenology 
to neurobiology. Compr Psychiatry. 2020;100:152184.
18. Sacks OW. The man who mistook his wife for a hat. Br J Psychiatry. 
1995;166(1):130-131.
19. Parosmia: “The smells and tastes we still miss, long after Covid.” 
BBC News. February 6, 2021. Accessed June 1, 2021. https://www.bbc.
com/news/stories-55936729
20. DeVere R, Calvert M. Navigating Smell and Taste Disorders. Demos 
Health; 2010. ❒

P
O

ET
R

Y
 O

F 
TH

E
T
IM

E
S Why Married 

Men Live 
Longer
Richard Berlin, MD

In developing transactive memory 
systems, couples become capable of 
“cognitive feats” beyond that of a single 
individual. 

-BS Brilliant

After washing and drying the darks, 

I’m left with a pair of unmatched socks, 

one pure black, the other almost identical 

but decorated with two white stripes

like fog lines marking a road across the toes.

I search the washer for their twins, 

spin the dryer bin, hunt the bedroom path 

where I’ve hauled laundry for decades, 

my wife in bed, eyes locked on her iPad. 

I hold up the socks, limp as a mutt’s ears,

and ask her to help me find their mates.

She takes them gently from my hands, 

scrunches her brow, studies their loneliness,

catching my eye a moment later when 

she smiles and turns one inside out.

Dr Berlin has been writing a poem 
about his experience of being a doctor 
every month for the past 23 years in 
Psychiatric TimesTM in a column 
called “Poetry of the Times.” He is 
instructor in psychiatry, University of 
Massachusetts Medical School, Worcester, MA. ❒

about his experience of being a doctor 

FROM THE EDITOR Continued from page 9
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» Alan D. Blotcky, PhD

A bout half of marriages end in divorce, and 
approximately 6 out of 10 divorces involve 
children. Even when amicable, a divorce is a 

difficult situation. However, divorces can be tu-
multuous, and children often pay the price. One 
way this is manifested is in false allegations of 
abuse in child custody cases. Typically, one parent 
accuses the other parent of physical and/or sexual 
abuse of their child to gain leverage in their court 
proceeding. This tactic can be particularly impact-
ful because judges tend to award primary physical 
custody to the parent who made the allegation, 
even if the accused parent’s actions are not sub-
stantiated. Thus, false allegations can be a power-
ful weapon to limit or deny custody and/or visita-
tion in a vindictive manner. 

Although a strong visceral reaction to an abuse 
allegation is expected, it can be counterproductive. 
Similarly, a rushed response can make the situation 
worse. In contrast, a wait-and-see attitude leaves 
the door open for a thorough evaluation before a 
disposition is decided upon. 

To be clear: False allegations of abuse are a 
form of parental alienation. Alienation involves the 
concerted effort of one parent to undermine the 
other parent’s relationship with their child. Noth-
ing could be worse than a custody decision that is 
based on a false allegation. To make matters worse, 
once a custody decision has been issued, modifica-
tion of it is burdensome and an uphill challenge.

The clinical evaluation is an important 
part of proceedings in which allegations 
have been made. A successful case re-
quires coordinated efforts among the 
judge, attorneys, and a court-appointed 
evaluator, who is often a psychiatrist or 
clinical psychologist. 

Principles of the Evaluation
The approach outlined in this article is 
based on years of experience with hun-
dreds of cases of abuse allegations, and it 
consists of sequential steps. The evalua-
tion process is aimed at determining if an allega-
tion of abuse has occurred or not—in other words, 
whether the allegation has been fabricated by a par-
ent with the intent of sabotaging and harming the 
other parent.

For obvious reasons, the evaluation must in-
clude both parents and the child to understand the 
entire narrative. All 3 individuals—the accused 
parent, the accusing parent, and the child—must be 

a part of the evaluation process. After all, we want 
our conclusions and recommendations to be based 
on full and accurate information. 

The accused parent is often advised by their at-
torney not to participate in the evaluation process. 
This is ill-conceived advice. By doing so, the men-
tal health professional evaluator will be deprived of 
critical information that can shine a light on the fal-
sity of the claim. Otherwise, all the information will 
be coming from the accusing parent, whose allega-
tion will hold greater weight if it is not disputed.

It is always a good idea for the child in such a 
case to be seen for an independent forensic evalu-
ation. This would be in addition to the child’s in-
volvement with the court-appointed evaluator. 

If this is the first allegation of abuse, and it oc-
curs during a child custody case, its validity must 
be questioned. In fact, there is a significant proba-
bility that the allegation is false, as it is unlikely 
that a parent’s first abuse of the child occurs after 
the child custody case has been initiated. Thus, if a 
parent does not have a history of abusing the child, 
it is not likely that the first abuse is occurring dur-
ing the legal proceeding. 

A series of allegations against a parent during a 
child custody proceeding is also a major red flag. 
An accusing parent often believes that multiple al-
legations against the other parent are more con-
vincing to a judge than a single allegation. How-
ever, repeated abuse of a child during a 
circumscribed time period—during a child custody 
case, for example—is quite improbable.

Detecting a false allegation is easier 
with the use of a timeline. Marking the 
major occurrences in a child custody case 
can show the specific sequence of events. 
A false allegation of abuse may occur dur-
ing the custody case, and not before. It 
may also occur in response to legal action 
taken by the other parent. For example, if 
a mother files for full custody of her child, 
this sets the stage for the father to report a 
false allegation of abuse against the 
mother with the hopes that the allegation 
will derail the mother’s quest. The motive 

of the false allegation can be detected by examin-
ing its place on the timeline of events. 

False allegations of abuse often include unwit-
ting help from the children. Children aged between 
3 and 7 years can be easily coached by a parent to 
testify against the other. Because most children 
want to please their primary parent, they are easily 
swayed, cajoled, convinced, and brainwashed. It is 
difficult for children to know the truth once a par-

ent has coached them extensively. False allegations 
can involve older children and teenagers as well, 
but their coaching is more easily transparent and 
adolescents may even admit to it.

There are 5 common beliefs that motivate a par-
ent to lodge a false allegation of abuse against the 
other parent (Table). If any of these beliefs are dis-
covered, the allegation of abuse is likely false. De-
tecting these beliefs in a parent requires careful 
interviews over several sessions. A parent will 
never admit to fabricating a false allegation. The 
clinician must be skilled to see through the defen-
siveness, deceitfulness, and/or distractions of an 
offending parent.

Harmful and false beliefs by the accusing parent 
can also be detected through interviews with the 
child and the accused parent. Usually, the child or 
the accused parent will provide critical clues as to 
the accusing parent’s belief system. Bits and pieces 
of information will fit together into a detailed nar-
rative that exposes the falseness of the allegation at 
hand. Remember, the accusing parent generally 
does not recant nor apologize for their attempts at 
relationship interference.

Understanding the Process
Once an allegation of abuse has been declared by a 
parent, there is a process that should ensue.

First, the judge should appoint a psychiatrist or 
clinical psychologist to evaluate the child and both 
parents. This evaluation must include interviews, 
psychological testing, and a review of collateral 
data (eg, emails, texts, recordings, pictures, etc). 

Child Abuse Allegations: 
Sorting Out Lies Versus Truths

Table. Five Beliefs That Motivate False 
Accusations of Child Abuse

1 “If you don’t want me, you don’t get 
your child either.”

2 “I’m scared our child will love you 
more than me and will want to live 
with you.”

3“I hate you and I want to exact 
revenge on you.”

4 “I need my child too much to 
tolerate you having an ongoing 
relationship.”

5“Our child has a stepparent now 
and you are not needed.”

Interested in 
more content 

like this? 
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The evaluator should have access to other indepen-
dent assessments of the allegation, such as Depart-
ment of Human Resources investigations or a fo-
rensic evaluation of the child.

The psychiatrist or clinical psychologist must 
be experienced in child custody evaluations. Simi-
larly, there should be a wait-and-see attitude about 
the allegation until the evaluation process has been 
fully completed. In other words, no assumptions or 
decisions should be considered until all the facts 
and information have been collected and assessed. 
The evaluation by the mental health professional 
should be aimed at determining the validity of the 
stated allegation of abuse.

During this time, attorneys should not respond to 
an allegation of abuse by filing motions for dramatic 
or extreme action, such as obtaining full custody of 
the child. However, granting a parent temporary cus-
tody until the matter is settled may make sense, es-
pecially if the child’s physical safety is of acute con-
cern. Similarly, the attorneys must not try to sabotage 

the evaluator in order to win their case. The evalua-
tor’s conclusions and recommendations should be 
given strong weight in the judge’s final decision. 

Implications of the Evaluation
A false allegation of abuse by a parent should be 
met with firm consequences, such as a fine, super-
vised parenting time, court-ordered counseling, 
and/or loss of primary custody. Swift and decisive 
consequences will dissuade future false allegations 
of abuse. 

The accusing parent may not be appropriate for 
primary custody. Even shared custody may not be 
appropriate. A parent’s willingness to fabricate an 
allegation of abuse against the other parent is a 
poor prognostic indicator. It is not simply an acci-
dent or a mistake. A false allegation is an inten-
tional and purposeful attempt to undermine the 
child custody proceeding. 

Similarly, the false allegation has implications 
for the future well-being of the child, and a false 

allegation should be considered a form of parental 
alienation. This experience, especially if they are 
asked to take an active role in the allegation, 
teaches the child to be dishonest, deceitful, ma-
nipulative, conflictual, and blaming. Furthermore, 
the love the child should have for both parents is 
compromised and potentially destroyed. 

A false allegation of abuse is serious, and it 
must not be tolerated in the court system. Based on 
the consequences, a false allegation represents a 
psychiatric emergency. As such, it must be han-
dled and dealt with in a direct and timely manner. 
A child’s mental health and well-being depend 
upon it.

Dr Blotcky is a licensed clinical psychologist in pri-
vate practice in Birmingham, Alabama. His forensic 
practice focuses on child custody and alienation 
cases. He is also a clinical associate professor in the 
Department of Psychology at the University of 
Alabama at Birmingham.  ❒

Strategies for Successful Medical Practices
» Todd Shryock

O nly 11% of medical practice owners said 
they did better in 2020 than in 2019, 
whereas 46% said they were doing worse, 

according to the Medical Economics® 2021 Phy-
sician Report. The top reason listed was lost rev-
enue and increased expenses because of CO-
VID-19. Here are some strategies to boost your 
practice’s bottom line.

Look at Performance Indicators
Successful practices track performance indicators 
to identify opportunities for improvement, said 
Andrew Hajde, assistant director of association 
content for the Medical Group Management As-
sociation. These indicators include accounts re-
ceivable, insurance claims, reimbursement, deni-
als, and patient satisfaction.

With those data, practices can not only track 
their own performance over time, Hajde explained, 
but also benchmark themselves against data from 
similar providers. He added, “It gives them [praac-
tices] a bar to see if they’re doing well or if they 
have some opportunities for improvement in any 
of those areas.” 

Similarly, it is also important to find out what 
other practices are doing to get positive patient en-
gagement and quality ratings, Hajde told Medical 
Economics. “That’s where it is critical to work 
with your peers across the country that are achiev-
ing those best practices via conferences [and] 
member communities with associations and [by] 
researching, reading articles, [listening to] pod-
casts, or any way you can get in front of how peo-
ple are achieving those things to bring to your 
practice.” 

Denials and Accounts Receivable
Additionally, thriving practices analyze their 
claims denials and take action to reduce them. It’s 
crucial to track which payers are denying claims 
and why they are doing so, Hajde said. 

Likewise, Hajde suggested checking accounts 
receivable for possible causes. “Is it because you 
are not getting paid in a timely manner or that a lot 
of claims are being denied?” Hajde asked. To re-
duce denials, ensure information is entered cor-
rectly by office employees. 

Claims should also be filed in a timely manner, 
and all denials that are deemed inappropriate 
should be appealed within the payers’ established 
deadlines. “Sometimes you only have 30 or 60 
days, so make sure you are on top of that,” Hajde 
explained. 

Regularly Review Payer Contracts
Every contract has unique details such as require-
ments for prior authorizations, medical necessity, 
and timely filing, in addition to the reimbursement 
agreement. Hajde recommended regularly review-
ing contracts and payment rates. “I’ve talked to 
some practices that haven’t renegotiated with an 
insurance payer for 5 or 10 years,” he said, “and 
they are underperforming in terms of their pay-
ment rates.”

Also, verify payment compliance and do not 
assume the payer is always accurate. “Confirm the 
payment is actually for what your contracted rate 
is, because sometimes you are inadvertently un-
derpaid,” he added.

Communicate Patient Expectations
Patients should be aware of which part of the pay-

ment is their responsibility and, if they cannot pay, 
how that will be handled, Hajde said. All payment 
policies and procedures also need to be clearly 
communicated to staff.

Rick Gundling, senior vice president of health 
care financial practices at Healthcare Financial 
Management Association, recommended survey-
ing patients on how they wish to be contacted: 
text, phone, portal, or app. Different patient popu-
lations have different expectations, but knowing 
their preferred communication type can help with 
billing- and care-related messages. An online pay-
ment portal is vital because patients expect the 
convenience, and it can speed up payment, 
Gundling added.

Nurture a Positive Office Culture
“You really need to…commit to customer service 
training to really create a high morale and great 
patient experience,” Hajde noted. “Patients really 
pick up on it, and anyone who’s been in a medical 
practice or other health care facility can tell when 
employees are dissatisfied. It doesn’t lead to a 
great experience. It won’t make patients want to 
tell their friends and family to go to this practice or 
organization.”

READ MORE
https://bit.ly/2tlWJk8

FROM THE PAGES OF

PSY0821_026-027_Neuro-Blotchy.indd   27PSY0821_026-027_Neuro-Blotchy.indd   27 7/29/21   8:32 AM7/29/21   8:32 AM



C A P LY TA  F O R  S C H I Z O P H R E N I A  
I N  A D U LT S

        THIS ISN’T JUST A COFFEE RUN.

• Tardive Dyskinesia, a syndrome of potentially irreversible, 
dyskinetic, and involuntary movements which may increase as 
the duration of treatment and total cumulative dose increases. 
The syndrome can develop after a relatively brief treatment period, 
even at low doses.  It may also occur after discontinuation of treatment. 
Given these considerations, CAPLYTA should be prescribed in a manner 
most likely to reduce the risk of tardive dyskinesia. Discontinue 
CAPLYTA if clinically appropriate.

•  Metabolic Changes, including hyperglycemia, diabetes mellitus, 
dyslipidemia, and weight gain. Hyperglycemia, in some cases extreme 
and associated with ketoacidosis, hyperosmolar coma or death, has 
been reported in patients treated with antipsychotics. 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 
signifi cant decline in WBC occurs in absence of other causative 
factors.

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. Reactions have included pruritus, rash (e.g. allergic 
dermatitis, papular rash, and generalized rash), and urticaria.
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 provide intensive 
symptomatic treatment and monitoring. 
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SEE ITS EFFICACY AT CAPLYTAHCP.COM

CAPLYTA is a registered trademark of Intra-Cellular Therapies, Inc.  © 2020 Intra-Cellular Therapies, Inc. All rights reserved. 09/2020 US-CAP-2000519

Please see the accompanying Brief Summary of Prescribing Information on the following page.

Reference: 1. CAPLYTA prescribing information, 2019.

IT’S REAL  
 PROGRESS.        THIS ISN’T JUST A COFFEE RUN.

 ■  Antipsychotic drugs have been reported to cause1:
 •  Hyperglycemia, diabetes, dyslipidemia, and weight gain. Blood 

glucose, weight, and lipids should be monitored periodically 
during long-term treatment

 •  Tardive dyskinesia (TD), which may increase as the duration 
of treatment and cumulative dose increases, and can develop 
after brief treatment periods or after discontinuation. See full 
Important Safety Information, including Boxed Warning, below

Choose CAPLYTA to help control 
your patients’ symptoms—with 
a metabolic, weight, and EPS 
profile similar to placebo in  
4- to 6-week trials1

Drug Interactions: Avoid concomitant use with CYP3A4 inducers, 
moderate or strong CYP3A4 inhibitors and UGT 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%).

•  Orthostatic Hypotension and Syncope. Monitor heart  
rate and blood pressure and warn patients with known cardiovascular  
or cerebrovascular disease. Orthostatic vital signs should be monitored  
in patients who are vulnerable to hypotension.

•  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.
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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.
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 admin-
istration 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 treat-
ed 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 like-
ly 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 treat-
ment 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 mask-
ing 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%, respective-
ly. 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 med-
ications, 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 thereafter. 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 clinical-
ly significant decline in WBC in the absence of other 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 orthostat-
ic hypotension 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 mon-
itored in patients who are vulnerable to hypotension (e.g., elderly patients, patients 
with dehydration, hypovolemia, and concomitant treatment with antihypertensive 
medications), patients with known cardiovascular 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 greatest 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 vehi-
cles, 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 Psycho-
sis; 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 Impair-
ment; 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 schizophrenia 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 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 Reactions 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 Phosphokinase  
Increased (4%, 1%); Fatigue (3%, 1%); Vomiting (3%, 2%); Hepatic Transami-
nases 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 mus-
cle 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 fre-
quency 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. Exam-
ples 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 ex-
posed 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 recommended human dose (MRHD) of 42 mg/day on 
a mg/m2 basis. When pregnant rats were administered lumateperone during the 
period of organogenesis through lactation, 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 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 Consider-
ations - Disease associated maternal and/or embryo/fetal risk: There is risk to the 
mother from untreated schizophrenia, including increased risk of relapse, hospital-
ization, 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: Extrapyramidal 
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 extra- 
pyramidal 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 devel-
opmental 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 
lumateperone 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 breast-
fed 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).
Distributed by Intra-Cellular Therapies, Inc. 
New York, NY 10016
CAPLYTA is a trademark of Intra-Cellular Therapies, Inc.
© 2020 Intra-Cellular Therapies, Inc. 
All rights reserved            
US-CAP-2000254
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A Clinician and a Poet: 
Reimagining the 15-Minute Med Check 
» Ronald W. Pies, MD

S eventeen years ago, I published 
a piece in Psychiatric TimesTM 
titled “The Poet and the Psy-

chiatrist.” In the article, I alluded to 
“an unusual therapy group” I co-led 
as a resident nearly 40 years ago, in 
which psychiatric inpatients “… 
were encouraged to bring in po-
etry—whether their own or that of 
others—and read it to the group. A 
psychiatric nurse and I encouraged 
discussion of the feelings, images, 
and memories the poems would al-
most invariably evoke.”1 

Poetry readings were often a space 
where patients who rarely expressed 
their feelings in the course of a for-
mal therapy session felt they could 
speak freely. Sadly, the very idea of 
conducting such a group in today’s 
climate of truncated psychiatric care 
can seem quaint or naïve, at best. 
This point was brought home to me 
while reading February’s “Letter 
From the Editor,” in which Psychiat-
ric Times’ Editor-in-Chief, John J. 
Miller, MD, detailed the economic 
pressures on psychiatrists over the 
past 30 years that have led to the 
now-infamous “15-minute medica-
tion check.”2

Miller pushed back on this pro-
crustean limit by suggesting—or, at 
least, imagining—that psychiatrists 
extend the session to 16 minutes. The 
extra minute, he suggested, could be 
used to gain some important personal 
information about the patient. Ques-
tions might include, for example, 
“Who do you feel had the greatest 
influence on you growing up?” or 
“When do you feel most at peace 
with yourself?” or “What do you do 
for relaxation?”2 

Riffing off his suggestion, I would 
like to propose another question we 
might put to certain suitable pa-
tients—a question I raise as both a 
clinician and a poet.3 But first, I 
would like to examine the whole no-
tion of the medication check, with 
the aim of reimagining it as some-
thing more than a superficial exercise 
in refilling a script.

More Than 15 Minutes
For starters, I urge psychiatrists to 
resist the 15-minute med check 
model, wherever and whenever pos-

sible. I realize that will not be greeted 
with enthusiasm in most managed 
care settings, but I think there are 
good reasons—and compelling ethi-
cal imperatives—why we should 
push back hard. As child psychiatrist 
David Rettew, MD, succinctly put it4: 

In 15 minutes…there is barely 
enough time to go over side ef-
fects, dose and medication 
changes, and informed con-
sent, let alone engage in dis-
cussions about what may re-
ally be going on in a patient’s 
life and how a multitude of 
other possible interventions 
(improving sleep, exercise, nu-
trition, relationships) might be 
useful. 

There is good reason to believe 
that resistance is not always futile. 
For example, Lorraine Roth, MD, 
commented in 20115:

I retired from the VA last year 
and have worked a number of 
Locum Tenens positions since 
then. One was at a mental 
health clinic that needed a psy-
chiatrist to cover for a few 
months. They stated that eval-
uations were 1 hour, med 
checks 15 minutes. I said I 
need 30 minutes. I explained 
that 15-minute checks are ad-
equate for those patients who 
are “doing well, just need a re-
fill,” but 30 minutes allows for 
the adequate evaluation and 
decision-making necessary for 
patients who are not doing 
well. In addition, it is essential 
to write a good progress note, 
and trying to include that in a 
15-minute slot is not workable. 
They granted my request for 
30-minute med checks.

The situation has probably wors-
ened since Roth posted her com-
ments a decade ago, and not all psy-
chiatrists will have the leverage she 
apparently had. Still, I believe that 
serious pushback is worth a try. 

Utilizing Every Second
If you must see each patient for only 
15 minutes, try to find a way to hu-
manize what might otherwise be a 
perfunctory, robotic encounter. For 

example, H. Steven Moffic, MD, ex-
plored the usefulness of asking med 
check patients, “What gives you 
meaning in your life?” Or, more col-
loquially, “What keeps you going?” 
Moffic asked patients to write out 
their answers prior to the 15-minute 
med check and found that this single 
question often elicited important in-
formation. He shared an encounter in 
which he posed that query to a patient 
with posttraumatic stress disorder 
(PTSD). The patient’s response was 
“nothing.” Moffic explained, “After I 
felt a chill, I asked if she felt suicidal, 
and she did. We changed her medica-
tion and increased the frequency of 
appointments.”6 

It is also important not to underes-
timate the need for psychodynamic 
understanding of the patient, even—
or perhaps especially—in the brief 
space of a med check. Glen Gabbard, 
MD, has observed7:

Psychiatry has probably made 
far too much of a distinction 
between psychotherapy and 
pharmacotherapy in training 
and in practice. Psychothera-
peutic skills are needed in 
every context in psychiatry be-
cause the same phenomena 
that emerge in psychother-
apy—transference, resistance, 
countertransference, schema, 
automatic thoughts—appear 
in other contexts. All clinical 
work in psychotherapy de-

pends on attending to the ther-
apeutic relationship. 

Miller made essentially the same 
point in his video “Making Psycho-
therapy Part of Every Psychiatric 
Visit,”8 noting that from the time you 
greet your patient in the waiting 
room to the time you escort them to 
the door as they leave, “everything 
you do is psychotherapy,” and “every 
microsecond is a personal interac-
tion.” Indeed, sometimes a med 
check cannot move to completion 
until the patient’s hopes, fears, fanta-
sies, and resistances are understood 
and explored.7

Listen With the Third Ear
Please join me now in a brief thought 
experiment. Imagine you are able to 
negotiate with the powers that be, 
such that you can extend that nefari-
ous 15-minute med check to 25 or 
even 30 minutes. Let us further imag-
ine your patient: “Mr Arnold,” a di-
vorced, retired teacher, aged 70 
years, with major depressive disor-
der, now in remission, whom you see 
twice a month for med checks. He 
has clearly benefited from his antide-
pressant (bupropion 250 mg qd), but 
he finds it very difficult to share any 
deep feelings during your meetings 
with him. 

When you ask him, “How are you 
feeling?,” he shrugs and says, “Not 
depressed like before, Doc. Just kind 
of blah.” He sees a psychiatric social 
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worker twice monthly for supportive 
therapy and she reports a similar ex-
perience with Mr Arnold. “He’s not 
clinically depressed anymore,” she 
reports, “but he just seems very 
closed off and shut down, emotion-
ally flat.” 

You consider the possibility that 
his antidepressant may be causing 
this feeling, but—unlike the selec-
tive serotonin reuptake inhibitors9—
bupropion almost never causes this 
kind of emotional flattening. In your 
current session, you tell Mr Arnold 
that you have often found it helpful 
to use poetry in your work with pa-
tients. You then ask him one simple 
question: “Mr Arnold, would you be 
interested in using poetry to help 
change that blah feeling?” He seems 
dubious at first but says he will give 
it a try.

Playing out this thought experi-
ment: Might you be able to use your 
expanded 25-minute med check ap-
pointment to bring poetry into the 
clinical context? For example, could 
you ask Mr Arnold to select a poem 
that is meaningful to him and then al-
low for 5 to 10 minutes to read and 
discuss the poem?

This might be an occasion, as 
Theodor Reik, PhD, would have put 
it, to “listen with the third ear…
attend[ing] to vague impressions, in-
tuitions, images, associations, and 
even melodies.”10

Indeed, in my experience, the pa-
tient’s very selection of the poem can 
represent a kind of projective test, 
whereby the patient’s fears, feelings, 
and fantasies become attached to the 
poem. A few patients may even wish 
to bring in poems they themselves 
have written, which, in my experi-
ence, is often a royal road into the 
patient’s psychology. 

Risk or Reward? 
Alas, not all thought experiments 
yield good results in real life, and the 

standard med check context is prob-
ably not suitable for extended en-
counters with poetry. Having spent 
more than 20 years in the Massachu-
setts Department of Mental Health 
(DMH) providing medication for 
some of the sickest patients in the 
state, I know from experience that 
time is just too tight, even with a 
25-minute med check session. In one 
DMH facility, the psychiatric staff 
had to push the administration to be 
granted this generous slice of time—
although some of my near-catatonic 
patients would take 10 minutes just 
to get their coats off, and another 10 
minutes before they would feel ready 
to speak! 

As my colleague and fellow poet, 
Richard M. Berlin, MD, put it in a 
personal communication on Febru-
ary 17, 2021: 

Even 25 minutes is a challenge, 
since there’s a note to write and 
another patient waiting. [There 
are] too many issues to talk 
about before poetry can enter. I 
think the group setting is prob-
ably the best context: lots of 
time, many interpretations, and 
easier to talk about the feel-
ings/ideas that are “out there” 
in the poem, with the under-
standing that poetry will be 
center stage.

Then, too, there is the risk—albeit 
rare—of an untoward reaction to 
reading certain poems. In general, it 
is important to avoid poems that, in 
the words of psychiatrist Jack Leedy, 
MD, “offer no hope, or that might in-
crease the depth of the [patient’s] de-
pression.”11 Indeed, the reading of 
some types of poetry may be a dis-
tressing experience for extremely 
fragile patients, who may regress in 
the face of overwhelming or primi-
tive emotions. I once discovered this 
the hard way, when treating a patient 

with borderline personality disorder 
and PTSD who underwent signifi-
cant regression in response to poetic 
material we discussed during a ther-
apy session.12

Accordingly, careful selection of 
patients and poems is important. In 
general, I would suggest the use of 
poetry therapy for relatively stable 
patients who are not prone to regres-
sion or to the use of primitive defense 
mechanisms like projection or pro-
jective identification. You should also 
be prepared for some spilling-over of 
the session, in the event the poem 
evokes a strong emotional reaction—
another reason that the med check is 
not an ideal context for poetic explo-
rations. It is, however, an appropriate 
venue for broaching the issue. 

So, what to do for Mr Arnold? 
Since he is already seeing a psychi-
atric social worker for supportive 
therapy, that might provide a suitable 
context for the therapeutic use of po-
etry—provided, of course, that the 
therapist is amenable to the idea and 
has had substantial experience with 
poetry therapy. (More information 
regarding poetry therapy credential-
ing may be found on the website of 
the National Association for Poetry 
Therapy [NAPT], or in the NAPT’s 
Journal of Poetry Therapy.13) An-
other option would be for the psy-
chiatrist to see Mr Arnold in indi-
vidual or group psychotherapy; 
poetry could be integrated in those 
sessions.

Finally, patients are not the only 
ones who can benefit from poetry. 
As Berlin has written, “Doctors 
need poetry to bring them closer to 
their patients…Poetry can help doc-
tors become better healers because 
poems teach us to see the world 
from the emotional viewpoint of an-
other person.”14

I believe that psychiatrists who 
engage with poetry in their clinical 
work will come to understand what 

William Carlos Williams, MD, meant 
when he wrote15:

It is difficult
to get the news from poems
yet men die miserably every day
for lack
of what is found there.
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PSYCHIATRIC TIMESTM: For those who may be unfamil-
iar with it, will you recap The Snake Pit?

BEN HARRIS, PHD: The award-winning film showed 
the hospitalization and recovery of Virginia Cun-
ningham at an upstate New York psychiatric hos-
pital. A confused but resilient young woman, Vir-
ginia progresses through various overcrowded, 
understaffed wards to Ward 1—the best. She then 
relapses and ends up in Ward 33—overflowing 
with the most disturbed patients. This seems to 
her like a medieval snake pit, into which the mad 
were tossed to shock them into health. 

Realizing that she is healthier than the worst-off 
patients, Virginia gradually regains her sanity. She 
is aided by the saint-like Dr Mark Kik, who uses 
electroconvulsive therapy to connect with Virginia, 
followed by “narcosynthesis” and then psychother-
apy informed by Freud. As her childhood fixations 
are unearthed and her transference to Kik is re-
solved, Virginia comes to love her husband again, 
whereas before she had denied his existence. 

Throughout her hospitalization, Virginia con-
nects with fellow patients who struggle with their 
illness and the uncertainties of the post-WWII era. 
Olivia de Havilland’s portrayal of Virginia earned 
her an Academy Award nomination and landed her 
on the cover of Time magazine. 

EGHIGIAN: Over the years, the film has received 
backlash. What have been the main critiques?

HARRIS: Critics in women’s studies saw the female 
staff in the psychiatric hospital as single and, thus 
emotionally incomplete—propaganda that 
women would only find happiness and their true 
nature in marriage and home life. There were also 

complaints that the film gave Virginia a Freudian 
complex, the resolution of which required the 
help of a male therapist.

EGHIGIAN: Meanwhile, both viewers and reviewers of 
the film saw it quite differently.  

HARRIS: Mainstream critics saw it as emotionally 
gripping and recognized it as the first film to por-
tray mental illness in a nonsensationalized form. 
Its overall impact was reflected by Time putting 
Olivia de Havilland on its cover.
 Despite the Freudian subplot, political pro-
gressives saw it as positive propaganda for better-
ing the conditions of a neglected group: the men-
tally ill. Thus, the Communist Party’s West Coast 
daily said it was “a film achievement” that called 
for hospital reform rather than “new regiments of 
psychoanalysts.”

EGHIGIAN: Many people who have 
seen The Snake Pit are unaware 
that it was a novel before it was a 
film. You have delved into the life of 
its author, Mary Jane Ward. What 
can you tell us about her? 

HARRIS: In both the film and Ward’s 
novel, Virginia rebelled against the 
bureaucratic rules and antithera-
peutic attitudes of many of the 
staff. She had a wicked sense of 
humor and, in the book, she was 
antiracist and a socialist—as Ward 
was in real life. In the book, she 
came to dislike the Freudian views 
of her therapist, while in the film 
she came to resolve her emotional 
problems through talk therapy.

In real life, conflict over giving 
a pacifist speech precipitated 
Ward’s first breakdown. Also, her 
relationship with her therapist re-
awakened unconscious conflicts 
over a boyfriend who had died. 
However, her therapist (who 
trained with Dr Frieda Fromm-
Reichmann) judged that she was 
psychologically too fragile to undergo talk ther-
apy that would uncover repressed material.

EGHIGIAN: One of the more intriguing things you did 
was to look at unpublished correspondence and 
drafts of the film’s screenplay to get a fuller view 
of those involved in the production of the film. 
What did you learn by looking at these materials?

HARRIS: The correspondence shows how closely 
the screenwriters worked with prominent psychi-
atrists on the plot and its details. One can also see 
the political consciousness and solidarity that ex-
isted among Hollywood screenwriters, some of 
whom would soon be blacklisted.

My most stunning discovery was the last scene 
in the film, which was originally created by the 
screenwriters but replaced secretly by the produc-

ers. It showed Virginia to be socially conscious, 
pledging to continue the struggle for reform from 
the outside. This was replaced by a saccharine, 
antifeminist scene in which Virginia asks her hus-
band to restore her wedding ring to her finger as 
they leave the hospital.

EGHIGIAN: You note that 2 of the film’s screenwriters 
visited a state hospital and talked to staff and pa-
tients. Do you have a sense of how this affected 
their approach to the project? 

HARRIS: Building on the novel’s details, I think it 
helped them convey the sights and sounds of a 
huge, custodial institution in which keeping order 
was most important.

EGHIGIAN: You argue that—contrary to more recent 
criticism—the film was not intended to idealize 
conformity, but just the opposite. How so?

HARRIS: Consistent with the antifascist spirit of 
World War II, we see patients rebelling against 
authority that is arbitrary, such as the rule that no 

one in the back ward can step on 
“the rug.” Rather than accept the 
socioeconomic status quo, patients 
used humor to express their fears 
about the postwar economy and 
their posthospital lives. Finally, in 
preparation for her discharge, Vir-
ginia hands off the care of a dis-
turbed young woman that she has 
been looking out for to another 
fellow patient. This provided a 
collectivist touch that was the op-
posite of deferring to male physi-
cians.

EGHIGIAN: What do you believe is the 
legacy of the film?

HARRIS: I began my research believ-
ing that the film raised the con-
sciousness of the public about men-
tal illness. It took a New York Times 
obituary for Charles Schlaifer to 
make concrete the film’s direct im-
pact on mental health policy and 
care.2 Schlaifer, who appears no-
where in the history of psychiatry, 
was a publicist at 20th Century 
Fox. He did the publicity for The 
Snake Pit and learned in detail the 
problems facing the mentally ill. 

He became an advocate for mental health reform 
in the 1950s, including greater funding for re-
search. He used his publicist skills to become a 
highly effective Washington lobbyist and advo-
cate, welcomed to Congressional hearings based 
on his work on The Snake Pit.

Dr Eghigian is professor of history at Penn State 
University. He specializes in the history of psychiatry 
and mental health and is member of the Psychiatric 
TimesTM Editorial Board.
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The Snake Pit: What One 
Film Did for Psychiatry

Hollywood has taken great interest in psychia-
try, psychoanalysis, and psychotherapy over 
the decades. As a result, the general public has 
come to view the work of clinicians by way of 
films, including one of the most influential films 
of the mid-20th century: 1948’s The Snake Pit. 

The film has been the subject of a great deal 
of scholarly debate, criticized for its portrait of 
its female protagonist, her fellow patients, and 
hospital staff. Recently, Ben Harris, PhD, emer-
itus professor of psychology at the University of 
New Hampshire, published “The Snake Pit: Mix-
ing Marx With Freud in Hollywood” in the jour-
nal History of Psychology, using archival 
sources to revisit the film’s making and recep-
tion.1 Harris, who has also held postdoctoral 
fellowships in the history of science and medi-
cine at the University of Pennsylvania and the 
University of Wisconsin, sat down with Psychi-
atric TimesTM to discuss his findings.
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M edication decisions during pregnancy are 
always a challenge, and, since many preg-
nancies are unplanned, considerations 

should start well before pregnancy occurs and 
should be addressed again if the patient becomes 
pregnant. Patients with bipolar disorder who stop 
medication during pregnancy can have a relapse 
rate of 80% for depression, 16% for mania, and 4% 
for mixed episodes during the postpartum period 
(Figure).1 However, many bipolar medications can 
have harmful effects during pregnancy. 

Ranking Treatment Options
Valproate is the most teratogenic bipolar medica-
tion and should be avoided in women of childbear-
ing potential until all other options have been ex-
hausted.2,3 Use of valproate in pregnancy has been 
a source of concern internationally.4,5 Valproate 
(but not lamotrigine) also is associated with lower 
intelligence scores in young children who were ex-
posed to it in utero6 and is associated with an ele-
vated risk of autism spectrum disorder and atten-
tion-deficit/hyperactivity disorder.7

Carbamazepine is almost as teratogenic as val-
proate and is associated with increased spina bifida 
and vitamin K deficiencies late in pregnancy.8 The 
data on lamotrigine suggest low risk of fetal harm 
as monotherapy, but cleft palate is a concern.9,10

Lithium has fewer malformation risks than val-
proate and carbamazepine. In a large study, the 
adjusted risk ratio for any cardiac abnormality was 
1.65 compared with unexposed babies.11 The risk 
rises with higher doses, but it still has been shown 
to be lower than previously thought. For Ebstein’s 
anomaly, the risk ratio was 2.66. In abso-
lute numbers, the risk was 0.6% for lith-
ium-exposed infants vs 0.18% for those 
not exposed. In the most recent meta-
analysis, the absolute risk of any cardiac 
abnormality was 1.2%. The increased 
risk was limited to lithium exposure in 
the first trimester.12 

Note that these observational studies 
involved comparisons of women with bipolar dis-
order taking lithium vs those not taking lithium. 
Rates of cardiac abnormalities are lower in women 
without bipolar disorder. The study results were 
often unclear if they excluded women who were on 
other teratogenic medications or were misusing 
any substances like alcohol. The authors12 con-
cluded that the risks of lithium exposure during 
pregnancy are low. The risks associated with mood 

episode relapse following lithium cessation or low-
ering the level below the therapeutic range appear, 
for most women, to exceed the harms of fetal ab-
normalities or other pregnancy complications as-
sociated with continuing lithium. 

Thus, lithium is preferred over valproate and 
carbamazepine. For some patients, lithium should 
be the first choice. For bipolar depression, the sec-
ond-generation antipsychotics (eg, lurasidone, 
quetiapine, cariprazine) are reasonable choices, 
although the data on safety in pregnancy for the 
newer drugs are limited. Depot antipsychotics 
should not be routinely used in pregnancy; infants 
may show extrapyramidal symptoms for months. 
Anticholinergic drugs should not be prescribed to 
pregnant women except for acute, short-term need.

Antipsychotics in pregnancy seem relatively 
safe with respect to congenital malformations.13 
There is a high risk, however, of gestational diabe-
tes with olanzapine (the second worst option is 
quetiapine).14 

Electroconvulsive therapy (ECT) during preg-
nancy warrants more caution than previously 
thought. It causes fetal heart rate reduction, uterine 
contraction, and premature labor in up to one-third 
of cases. In a large survey of case reports, ECT was 
found to have a child mortality rate of 7%.15 ECT 
can be used for severe depression, catatonia, med-
ication-resistant illness, extremely high risk for 
suicide, psychotic agitation, and severe physical 
decline due to malnutrition, dehydration, or other 
life-threatening conditions.

Recommendations
Avoid valproate in any woman with the potential to 
become pregnant. Should the patient become preg-

nant, it may be too late to discontinue it 
before harm is done. High-dose folate 
(4-5 mg daily) has been recommended if 
valproate or carbamazepine are essential, 
but the protective effect occurs only if 
used prior to conception.16 

Lamotrigine may be considered for 
bipolar depression.

Prescribe as few drugs as possible—
ideally only 1 medication. When pregnancy unex-
pectedly occurs during treatment, it is usually best 
to continue the regimen to avoid exposure to addi-
tional agents—except if the patient is on valproate 
or carbamazepine. In such cases, switching to 
something safer should be considered. Adjust 
doses as pregnancy progresses. Blood volume ex-
pands 30% in the third trimester. Plasma level 
monitoring is helpful.

Dr Osser is associate professor of psychiatry at 
Harvard Medical School and co-lead psychiatrist at 
the US Department of Veterans Affairs, National 
Telemental Health Center, Bipolar Disorders 
Telehealth Program, Brockton, Massachusetts. The 
author reports no conflicts of interest concerning the 
subject matter of this article.
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A lthough psychosis often 
emerges relatively early in life, 
it can also appear for the first 

time in older patients. These cases 
raise special challenges. The morbid-
ity and mortality rates for psychosis 
in late life are significantly greater 
when compared with those for psy-
chosis among younger individuals.1 
Furthermore, greater incidence of 
adverse effects is noted when anti-
psychotic medications are prescribed 
to older adults.2 But once clinicians 
determine the root of the problem, 
they have an array of potentially ef-
fective treatment options. 

Primary and Secondary 
Disorders
In identifying psychotic disorders in 
late life, a distinction must be made 
between primary psychotic disorders 
and secondary psychotic disorders.3 
The term primary psychotic disor-
ders describes conditions in which 
the psychotic symptoms are the main 
clinical presentation of the illness. 
Primary psychotic disorders include 
illnesses along the schizophrenia 
spectrum, major depressive disorder 
(MDD), and bipolar disorder with 
psychotic features. 

The term secondary psychotic dis-
orders refers to illnesses in which 
psychosis is the secondary or associ-
ated symptom, not the core clinical 
feature of the disorder. Examples of 
secondary psychotic disorders in-
cluding delirium, neurocognitive dis-
orders, psychosis due to drugs of 
abuse or prescribed medications, or 
psychosis due to medical or neuro-
logical disorders.4 Available evidence 
indicates that among older adults, ap-
proximately 60% of the cases are 
secondary disorders.4,5

Diagnosis 
A thorough history, including infor-
mation from collateral sources, can 

help differentiate between primary 
and secondary causes.6 Acute or sub-
acute onset of symptoms might sug-
gest the occurrence of delirium or of 
substance- or medication-induced 
psychosis. Insidious onset of symp-
toms may suggest a primary psy-
chotic disorder, such as a schizophre-
nia spectrum disorder. 

Features suggestive of a second-
ary psychotic disorder include an 
atypical age of onset of symptoms, 
visual hallucinations presenting in-
dependently of auditory hallucina-
tions, the occurrence of psychotic 
symptoms in an individual with no 
previous psychiatric history or no 
family history, the presence of abnor-
mal findings on physical examina-
tions, or evidence of the use of pre-
scribed medications or abuse of illicit 
substances.7 The Figure describes a 
workup for psychotic disorders in 
late life.

Exploring Treatment 
Strategies
For secondary psychotic disorders, 
the initial treatment involves address-
ing possible causes, including the 
discontinuation of offending medica-
tions or drugs of abuse or the treat-
ment of underlying medical or neuro-
logical causes.8 For psychotic 
symptoms that are unresponsive to 
these strategies, pharmacological 
treatment becomes essential.5,8 Anti-
psychotic medications should be pre-
scribed to older adults cautiously, as 
their long-term use may cause sig-
nificant adverse effects.9,10 Available 
guidelines recommend the short-
term use of antipsychotics to treat the 
psychotic symptoms.2 Before initiat-
ing treatment with antipsychotic 
medications, clinicians should al-
ways perform a risk-benefit analysis, 
keeping in mind the individual’s 
physical condition and comorbid 
medical disorders.2,11 Starting medi-
cation at a lower dose (one-fourth to 
half the starting dose for adults) and 
gradually titrating to the optimal 
dose may reduce the incidence of ad-

verse effects.12 
Available evidence indicates that 

risperidone and olanzapine may be 
useful in the treatment of older adults 
with schizophrenia.13 One random-
ized controlled trial study that evalu-
ated the use of amisulpride (not avail-
able in the United States) at 100 mg 
daily in patients who were diagnosed 
with very-late–onset schizophrenia 
found a significant improvement in 
the Brief Psychiatric Rating Scale 
compared with placebo.14 There is 
also some evidence for using pali-
peridone among older adults with 
schizophrenia.15 Expert consensus 
guidelines recommend using risperi-
done at 1.25 mg to 3.5 mg a day as 
the first-line agent for older adults 
with schizophrenia, followed by que-
tiapine at 100 mg to 300 mg a day, 
olanzapine at 7.5 mg to 15 mg a day, 
or aripiprazole at 15 mg to 30 mg a 
day.16 There is little support for using 
clozapine among older individuals 
with psychotic disorders, possibly 
due to its significant adverse effect 
profile.17

Among older adults who have 
MDD with psychotic features, the 
combination of olanzapine and ser-
traline was associated with higher 
remission rates during the treatment 
period when compared with treat-
ment with olanzapine or placebo, 
with good tolerability noted for the 

medication combination.18 In a sys-
tematic review of meta-analyses that 
evaluated the use of antipsychotics 
among individuals with dementia, 
the investigators found that antipsy-
chotics had modest efficacy in treat-
ing psychosis, aggression, and agita-
tion.19 The use of these medications 
was often limited by their AE profile. 
The investigators noted that the use 
of antipsychotics should be reserved 
for severe symptoms that have failed 
to adequately respond to nonpharma-
cological management strategies.

A meta-analysis that evaluated the 
prevention and treatment of delirium 
among surgical and medical patients 
found that antipsychotics had limited 
efficacy in treating delirium.20 There 
is also significant controversy re-
garding the use of antipsychotics 
among older adults who present with 
severe psychosis due to dementia.19 
The FDA has a boxed warning indi-
cating an association between the use 
of antipsychotics among older adults 
with dementia and increased risk for 
mortality.21 Additionally, the use of 
antipsychotics in this patient popula-
tion increases the risk for cerebrovas-
cular adverse events, metabolic side 
effects, and pneumonia, when com-
pared with age-matched controls 
who were not prescribed these 
drugs.21,22 

Antipsychotic medications should 

Diagnosing and Treating Psychotic 
Disorders in Late Life

CLINICaL

Figure. Workup for Psychotic Disorders in Late Life5-7
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be discontinued as soon as clinically 
possible to avoid serious adverse ef-
fects among older adults.19,21 How-
ever, there are limited data regarding 
discontinuation, especially among 
individuals with schizophrenia.23 It 
would be prudent to attempt discon-
tinuation of antipsychotics among 
older adults only when 1 or more of 
the following 3 conditions have been 
met: (1) the patient has not ade-
quately responded to these medica-
tions; (2) the medications have re-
sulted in intolerable adverse effects; 
or (3) the individual has demon-
strated long-standing clinical remis-
sion. Decreasing the dose of medica-
tions to the lowest effective dosage 
should be attempted when discon-
tinuation of these medications is not 
feasible due to persistent psychotic 
symptoms. 

Bilateral electroconvulsive ther-
apy has been found to be a safe and 
effective treatment for older patients 
with schizophrenia, in conjunction 
with antipsychotic medications, es-
pecially among those individuals 
who present with catatonia, aggres-
sion, or acute suicidal states, or when 
there is an acute onset of symptoms.24 

Available data indicate efficacy 
for cognitive behavioral social skills 
training(CBSST), functional adapta-
tion skills training (FAST), supported 
employment, social skills training, 
and preventative health care pro-
grams among older individuals with 
psychotic disorders.25-29 Additionally, 

better work outcomes and superior 
quality of life were noted for older 
individuals with schizophrenia who 
received supported employment 
when compared with conventional 
vocational rehabilitation pro-
grams.30-31 The Table describes fur-
ther treatments for psychotic disor-
ders arising in late life. 

Concluding Thoughts
Most cases of psychotic disorders in 
late life likely occur due to underly-
ing medical or neurological illnesses 
and/or due to the effects of medica-
tions or illicit drugs. The differentia-
tion of primary and secondary causes 
can be accomplished via a thorough 
history, a comprehensive mental sta-
tus examination, a focused physical 
examination, appropriate laboratory 
data or imaging studies, and a formal 
neuropsychological assessment for 
difficult-to-diagnose cases. 

The use of antipsychotic medica-
tions among older adults is fraught 
with risks given these drugs’ signifi-
cant adverse effect profile, including 
the increased risk of death among 
individuals with dementia. It is rec-
ommended that antipsychotic medi-
cations be used among older adults at 
the lowest effective doses and for the 
shortest time period. 

The early identification and 
prompt removal or treatment of sec-
ondary causes of psychosis will re-
duce undue suffering among vulner-
able older adults. Psychosocial 

treatments have been found to be ef-
fective in the treatment of primary 
psychotic disorders among older in-
dividuals. Future studies should fo-
cus on the risk factors, neurobiology, 
and treatment of psychotic disorders 
in late life, so that we better under-
stand and treat these varied group of 
disorders. 

Dr Tampi is professor and chairman, 
Department of Psychiatry & 
Behavioral Sciences, Cleveland Clinic 
Akron General, and Chief, Section for 
Geriatric Psychiatry, Department of 
Psychiatry and Psychology, Cleveland 
Clinic.
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Table. Treatments for Psychotic Disorders in Late Life 2,5,8-31

Type of disorder Treatments

Primary psychotic 
disorders

  Risperidone 1.25-3.5 mg/day; quetiapine 100-300 
mg/day; olanzapine 7.5-15 mg/day; or aripiprazole 
15-30 mg/day

  Antidepressants with antipsychotics for MDD with 
psychotic features 

  CBSST, FAST, supported employment, social skills 
training, and preventive health care programs

  Bilateral ECT for individuals who present with 
catatonia, aggression, or acute suicidal states, or 
when there is an acute onset of symptoms

Secondary 
psychotic disorders

  Discontinuation of the offending medications or 
drugs of abuse 

  Treatment of underlying medical or neurological 
causes 

  Pharmacological treatment, for psychotic 
symptoms that are unresponsive to 
nonpharmacological treatment strategies or if 
symptoms must be promptly resolved 
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X avier highlighted that antipsychotic medica-
tions are used for both primary psychotic dis-
orders and mood disorders, including bipolar 

disorder, and as adjunctive treatment for major de-
pressive disorder. Though the atypical antipsychot-
ics commonly used today carry less risk for tardive 
dyskinesia (TD) than earlier agents, faculty agreed 
that the risk of TD remains significant with atypi-
cal agents. Citrome said that atypical antipsychot-
ics block postsynaptic dopamine-2 receptors, the 
putative mechanism underlying the development 
of TD.

Treating TD is not as simple as stopping the an-
tipsychotic agent, particularly if it is keeping a pa-
tient stable. “We need to look at interventions that 
allow us to continue ongoing treatment for the un-
derlying psychiatric disorder. The option in my 
mind would be a VMAT2 inhibitor [vesicular 
monoamine transporter type-2 inhibitor], of which 
2 are approved by the FDA for the treatment of 
tardive dyskinesia, which is added to the patient’s 
ongoing regimen,” said Citrome.

Symptom Recognition and Impact 
on Patients
Faculty cited some of the movements that are char-
acteristic of classic TD: fingers moving as if play-
ing the piano, shoulder shrugging, facial grimac-
ing, tongue protrusion at random times, chewing, 
and blepharospasm. Oftentimes, symptoms of TD 
are reported by family members or case managers. 

According to Citrome, though patients with 
mood disorders are often more insightful about ab-
normal movements, those with schizophrenia can 
also become aware of these movements. This can 
lead to heightened anxiety, paranoia, and social 
isolation. “When we’re trying to transition some-
one back into the community, it’s really very stig-
matizing to have these abnormal movements that 
set you apart from other people,” he noted. Xavier 
emphasized the importance of considering the 
level of distress that patients experience from TD. 
Citrome agreed, acknowledging that what provid-
ers consider to be mild TD can be viewed as severe 
by the patient and significantly disrupt their ability 
to function and interact with others.

Diagnosis of Tardive Dyskinesia
Before starting any antipsychotic (dopamine-2 re-
ceptor blocking agent), and every 6 to 12 months 

while taking an antipsychotic, the patient should be 
screened for abnormal movements. “The Abnor-
mal Involuntary Movement Scale [AIMS]…is the 
gold standard,” said Citrome. He briefly described 
the AIMS,1 emphasizing that the tool is very help-
ful for distinguishing TD symptoms from drug-
induced parkinsonism as well as a range of other 
movement disorders.

Citrome and Xavier agreed that if necessary, the 
AIMS can reliably be performed via telepsychiatry 
visits. Citrome noted that recording the video and 
zooming in can be helpful for confirming abnormal 
movement. He further added that “it’s helpful to 
have someone there with the patient, holding the 
camera, holding the phone from a distance.”

Aside from the AIMS, other clues can help in-
form the diagnosis of TD. “If [the abnormal move-
ment] emerges a year or 2 [after initiating treat-
ment with a dopamine-2 blocking agent], and they 
didn’t have any problems before then, we’re going 
to be very suspicious of tardive dyskinesia,” ac-
cording to Citrome. He also mentioned an addi-
tional clue to correct diagnosis, stating, “If we 
lower the dose of the antipsychotic, the drug-in-
duced parkinsonism should get better, but the TD 
may look a little worse.”

Guideline-Directed Treatment 
of Tardive Dyskinesia
With their most recent guideline for the treatment 
of schizophrenia, the American Psychiatric Asso-
ciation recommends the use of VMAT2 inhibitors 
for treatment of moderate to severe TD.2 The rec-
ommendation extends to patients with any degree 
of TD if the movements result in functional impair-
ment that the patient or their care providers are 
aware of.2 “The level of evidence is pretty strong 
that VMAT2 inhibitors actually do work well for 
tardive dyskinesia symptoms,” noted Xavier. 
Citrome concurred, highlighting that VMAT2 in-
hibitors produced rapid (within 6 weeks) and du-
rable reductions in TD symptoms in clinical trials.

Both FDA-approved agents, deutetrabenazine 
and valbenazine, reversibly inhibit VMAT2, a 
transporter that regulates dopamine uptake from 
the cytoplasm to the presynaptic vesicle for storage 
and release into the synapse.3,4 When that neuron is 
activated, the vesicles migrate to the presynaptic 
membrane, where they fuse and deposit the dopa-
mine into the synapse, allowing dopamine to dif-
fuse across the synapse to activate the postsynaptic 
dopamine-2 receptors. If the VMAT2 transport 
pump is blocked by the VMAT2 inhibitor, dopa-
mine is depleted from the vesicles, resulting in a 
decrease in dopamine released into the synapse. 
This ultimately results in a decrease of dopamine 
agonism of the postsynaptic dopamine-2 receptors, 

which has the ultimate effect of decreasing the TD 
movements. According to Xavier, structured and 
ongoing assessment is important for monitoring 
response to VMAT2 inhibitor therapy. 

Conclusion
Diagnosis of TD should be based on a formal, 
structured assessment of abnormal movements, 
and guidance on whether to treat should stem from 
how symptoms are affecting the patient. With the 
advent of VMAT2 inhibitors, “the door is open to 
the treatment of tardive dyskinesia from mild on up 
for people who need it, and the treatment guide-
lines certainly encourage us to do so,” Citrome 
concluded.
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F
ibromyalgia (FM) is one of the most contro-
versial diagnoses in the field of pain manage-
ment. Some experts believe that it does not 
exist and actually represents an accidental or 

purposeful misdiagnosis of other conditions, while 
others believe that it is badly underdiagnosed.1 

The truth likely falls somewhere between these 
2 extremes. FM is certainly a real syndrome, but it 
is also perhaps overdiagnosed, both because many 
physicians are unaware of the actual diagnostic cri-
teria, and because there may be a desire to avoid 
diagnosing patients with other conditions that 
could explain the symptoms of FM—most notably 
mental disorders. 

Fibromyalgia Diagnosis Through the 
Years
Over the years, the medical understanding of FM 
has evolved. It has gone from being viewed as a 
pain disorder to being considered a multisymptom 
syndrome that falls on a continuum, depending on 
the number and severity of the symptoms.2

There are no universally agreed-upon definition 
diagnostic criteria for FM. At minimum, it is gen-
erally agreed that there is chronic pain spread 
throughout the body. However, even here there is 
some ambiguity. For example, the current Interna-
tional Statistical Classification of Diseases and 

Related Health Problems (ICD-10) diagnosis for 
FM says it can be “an acute, subacute, or chronic” 
painful state, although it also describes FM as “a 
chronic disorder.”3

What appears to have been the first attempt to 
develop formal diagnostic criteria was presented 
by Smythe and Moldofsky in 1977.4 Because of 
the many competing definitions of FM that 
emerged over time, the American College of Rheu-
matology (ACR) sought to develop a clear set of 
diagnostic criteria, which it issued in 1990.5 The 
most significant criteria were that 1) generalized 
pain was present for at least 3 months; 2) the pain 
was present in at least 3 of 4 body quadrants; and 3) 
the patient had pain to pressure of up to 4 kg/cm2 
as measured by an algometer at more than 11 of 18 
points throughout the body.

The establishment of formal criteria resulted in 
FM being included as a diagnosis in the ICD 
in 1992. However, over the years, concerns grew 
about using these criteria, especially the identifi-
cation of tender points, because it appeared that 
many physicians did not know how to accurately 
determine their presence or how much pressure to 
apply to elicit pain.

To address these concerns, the ACR revised its 
criteria in 2010.6 The requirement for tender points 
was eliminated, and the ACR instead based the di-

agnosis primarily on 2 scales: The Widespread Pain 
Index (WPI) and the Symptom Severity scale (SS). 

The WPI asks whether pain has been present 
during the previous week in 1 of 19 locations in the 
body (Table 1).6 The SS scale consists of 2 parts: 1) 
asking about the presence and severity of fatigue, 
waking feeling unrefreshed, and cognitive symp-
toms during the past week and scoring them on a 
0 to 3 scale; and 2) asking about the presence of 
any of 41 potential symptoms, including depres-
sion, fatigue, constipation, diarrhea, rash, 
chest pain, and headaches during the previous 
week and adding the total number of symptoms to 
obtain a score. 

A diagnosis of FM requires either a WPI score ≥ 
7 and SS ≥ 5 or a WPI between 3 and 6 and SS ≥ 7.
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Psychosomatics

Table 1. American College of 
Rheumatology 2010 Diagnostic Criteria 
for Fibromyalgia6

  Widespread Pain Index (WPI) ≥7 and 
Symptom Severity (SS) scale score ≥5 or WPI 
3-6 and SS scale score ≥9

  Symptoms have been present at a similar 
level for at least 3 months

  The patient does not have a disorder that 
would otherwise explain the pain
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Since the development of the 2010 ACR crite-
ria, the work group has published 2 revisions. The 
2011 revision recommended modifying the SS 
scale so that it could be self-administered by pa-
tients and not require physicians to determine the 
presence or extent of the severity of the pain.7 
The 41-item checklist was replaced with a score 
representing the sum of scores for 3 items: head-
aches; pain or cramps in the lower abdomen; and 
depression symptoms. The authors created a fibro-
myalgia symptom scale that combined elements of 
the WPI and SS. It inquired about the locations 
of pain, the presence and severity of fatigue, the 
presence of pain or cramps in the lower abdomen, 
and the presence of depression and headaches.

The most recent suggested revisions were pub-
lished in 2016.8 The major recommended changes 
were that although FM could still be diagnosed 
with a WPI less than 7 and SS greater than 5 (the 
2010 criterion), it could also be diagnosed with a 
WPI between 4 and 6 and an SS greater than 9. It 
also recommended adding criteria of generalized 
pain in at least 4 of 5 regions (left upper, right up-
per, left lower, right lower, axial) with jaw, chest, 
and abdominal pain not included, and symptoms 
being present at a similar level for at least 3 months.

The greatest change in the 2016 revision was 
the recommendation that a diagnosis of FM should 
not require the exclusion of other illnesses that 
could present with similar symptoms. 

These recommendations have yet to be for-
mally adopted, and I have great concerns about al-
lowing FM to be diagnosed along with other dis-
orders that can cause widespread pain and other 
similar symptoms—most notably mental health dis-
orders. I believe that FM is already overdiagnosed, 
and if it is diagnosed despite the presence of 
other conditions, then it could become the focus of 
clinical attention while other conditions that need 
to be treated may be largely ignored.

A more recent proposal for diagnostic criteria 
was developed by ACTTION (an acronym for 
a public-private partnership of a study network 
for analgesic, anesthetic, and addiction and the US 
Food and Drug Administration [FDA]) and the 
American Pain Society (APS). It was published 
in 2019.9 

The ACTTION APS Pain Taxonomy criteria in-
clude (1) multisite pain defined as pain at 6 or more 
of a possible total 9 sites (head, left arm, 
right arm, chest, abdomen, upper back and spine, 
lower back and spine including buttocks, left leg, 
right leg); (2) moderate to severe sleep problems 
or fatigue; and (3) the pain and fatigue or sleep prob-
lems must have been present for at least 3 months. 
Although the criteria note that the presence of an-

other pain disorder does not rule out the diagnosis 
of FM, it does recommend a clinical assessment to 
evaluate for any condition that could account for the 
symptoms or contribute to their severity.

The ICD-10 criteria for FM are largely descrip-
tive, calling it “a chronic disorder of unknown eti-
ology characterized by pain, stiffness and tender-
ness in the muscles of neck, shoulders, back, hips, arms, 
and leg. Other signs and symptoms include head-
aches, fatigue, sleep disturbances, and pain-
ful menstruation.” It also notes that it is character-
ized by “multiple points of focal muscle tenderness 
to palpation (trigger points)” and that “Fibromyal-
gia makes you feel tired and causes muscle pain 
and ‘tenderpoints.’”3 

Which set of criteria is the correct or best one 
remains an open question. When examining pa-
tients who I believe may suffer from FM, I have 
continued to examine for tender points in addition 
to using the WPI and SS scales. Mental disorders 
are possible etiologies for widespread pain but are 
commonly overlooked. With this in mind, I make 
sure to evaluate for their presence and do not, as is 
commonly done, simply write off depression and 
anxiety as only being due to the pain. Unfortu-
nately, as most pain specialists in this country are 
anesthesiologists and FM has, for the most part, 
been considered the province of rheumatologists, 
careful evaluation for mental health disorders is 
likely to be rare. 

Etiology
The etiology of FM remains unclear. For decades, 
it was viewed as a musculoskeletal or rheumato-
logic disorder. More recently, it is being consid-
ered a neurologic disorder, in large part because 
the medications that were found to be most effica-
cious for treating FM were those that were also 
most effective for neuropathic pain syndromes. 

The present thinking is that FM is most due to 
some form of central nervous system dysfunction, 
resulting in increased sensitization to pain.10-12 How-
ever, why it develops in certain individuals but not 
others largely remains a mystery.

Demographics 
Measurements of the prevalence of FM have var-
ied because of the different diagnostic criteria 
used to diagnosis it. Estimates have varied 
from 1.2% to 5.4%.13 Another major problem is 
that only about 25% of patients who report having 
FM have actually been diagnosed by a physician, 
and many of those who are diagnosed do not actu-
ally meet any formal diagnostic criteria for it. 

Although FM is considered to occur more fre-
quently in women, there is debate about the degree 
to which this is true.14 There is some concern that 
because women appear to be more likely than men 
to complain of pain to their health care providers, 
they are therefore more likely to receive the diag-
nosis.15 There is also an ongoing debate about 
whether pain is taken less seriously in women than 
in men and whether women are more likely to be 
simply given the diagnosis of FM, rather than re-
ceiving a full work-up to determine the presence 
of any underlying conditions that might be causing 
the pain.15 Furthermore, the female-to-male ratio 
has varied widely depending upon which diagnos-
tic classification has been employed.2

Being middle-aged or older appears to in-
crease risk. However, FM can occur at any age, and 
some reports suggest that a juvenile form of FM 
might exist.16 

The presence of musculoskeletal disorders has 
also been reported to be a risk factor. However, 
there is the question of whether in at least some 
cases the symptoms of musculoskeletal disorders 
might be confused with those of FM. Other possi-
ble risk factors include high body mass index 
(BMI), cigarette smoking, and performing heavy 
or repetitive work (Table 2).13  

What have been described as bidirectional rela-
tionships (ie, each appears to be a risk factor for 
the other) between FM and migraine headaches, 
irritable bowel syndrome, gastroesophageal re-
flux disorder, and diabetes have been reported.13

Disorders With Similar Symptoms 
There are no objective tests to make the diagnosis 
of FM, so it is essentially a diagnosis of elimina-
tion, where other possible explanations for wide-
spread pain are considered and ruled out. Because 
pain is such a common symptom, disorders of vir-
tually every organ system can result in the symp-
toms of FM (Table 3).17 

Many of these other conditions include symp-
toms that are not a part of FM and there are usually 
abnormalities on diagnostic tests. Notably, these 
include systemic inflammatory rheumatic dis-
eases that, in addition to widespread pain, can pres-
ent with other physical symptoms including 
skin rashes, vasculitis, and adenopathy, as well as 
with abnormal erythrocyte sedimentation rate 
and C-reactive protein, and joint abnormalities on 
radiographic imaging.17

Endocrine and infectious disorders, including 
thyroid abnormalities and hepatitis C, also present 
with additional symptoms and can be diagnosed 
with laboratory tests.

Many medications have widespread pain as an 
adverse event. These include statins, opioids, chemo-
therapeutic agents, and bisphosphonates.17 If patients 
are taking any of these, the pain would be considered 
likely to be secondary and, depending on the sever-
ity of the pain, alternative medications would be con-
sidered if available for the primary condition.

The most difficult disorders to differentiate 
from FM are mental disorders that also cause wide-
spread pain. Obviously, there are no objective tests 
to make these diagnoses, which means that clini-

Table 2. Purported Risk Factors13

  Female

  Middle aged and older

  Presence of musculoskeletal disorders

  Anxiety/depression

  Sleep disorders

  High body mass index

  Cigarette smoking

  Lower educational level and lower 
socioeconomic status

Table 3. Conditions With Similar 
Presenting Symptoms17 

  Systemic inflammatory rheumatic diseases

  Nonrheumatic musculoskeletal conditions

  Nonrheumatic medical conditions

  Endocrine/metabolic

  Gastrointestinal

  Infectious diseases

  Malignancy

  Neurological diseases

  Myopathy/myositis

  Psychiatric disorders, including depressive 
and anxiety disorders and posttraumatic 
stress disorder
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cians must consider and weigh which diagnosis is 
the most likely.

Widespread pain is a common symptom of both 
depressive and anxiety disorders. Also, both are of-
ten accompanied by disordered sleep, which itself 
can result in the symptoms of FM in healthy indi-
viduals. Because many patients with chronic pain 
suffer depression as a result of the pain, FM can be 
a primary disorder with depression secondary to it.

The best way to differentiate FM from a mental 
disorder is to determine whether the mental disor-
der preceded the onset of the pain, or whether the 
patient has a family history of mental disorders that 
might make them more prone to developing these 
conditions.

One of the many as-yet-unanswered questions 
about FM is whether certain mental disorders 
might predispose patients to developing it. Of re-
cent interest is an association between posttrau-
matic stress disorder (PTSD) and FM with under-
lying childhood abuse.18,19 As with depressive and 
anxiety disorders, pain itself can be a symptom 
of PTSD. It is unclear whether patients with symp-
toms of this disorder and pain only are suffering 
from this or also have comorbid FM.

Psychosocial stresses are possible contributing 
factors in the development of FM or in the exacer-
bation of its symptoms. These stressors are often 
overlooked and therefore not addressed.18

Treatment Options
As with most types of chronic pain, FM can be dif-
ficult to treat, but a number of therapies have been 
shown to provide benefit. A recent review of treat-
ments for FM identified several that appear to be 
effective.20

Medication Management. With regard to med-
ications, the classes of medications that seem to be 
most beneficial for FM are the serotonin-norepi-
nephrine reuptake inhibitor (SNRI) antidepres-
sants and central nervous system depressants, pri-
marily anticonvulsants.18 These medications have 
the highest level of support for their use based on 
controlled studies (Table 4).20 

This fits with the medications currently ap-
proved by the FDA for the management of FM: the 
SNRIs venlafaxine and milnacipran and the anti-
convulsant pregabalin. It should be noted that other 
medications in the same classes, most notably the 

tricyclic antidepressants (TCAs), especially ami-
triptyline, and other anticonvulsant medications, 
especially gabapentin (a gabapentinoid like prega-
balin), have been found to be beneficial. 

Whether the FDA-approved medications are 
more efficacious than others with similar modes of 
action is an open question, as there is scarce re-
search comparing the various medications to 
one another. Most of the studies demonstrating the 
efficacy of these other medications were per-
formed after the drugs were no longer under pat-
ent, so there was minimal financial benefit for 
manufacturers to formally seek approval of these 
for treatment of FM.

Whether amitriptyline is more effective for FM 
than other TCAs is also unknown. The strong sed-
ative effect of this medication, which may be ben-
eficial for sleep problems experienced by many 
with FM, may provide some advantage over less-se-
dating TCAs.

Nonsteroidal anti-inflammatory drugs may pro-
vide some benefit for FM but appear to less effica-
cious than the SNRIs and anticonvulsants. One 
class of medications that is frequently prescribed 
to patients with pain, opioids, appears to provide 
little benefit to FM patients. The risk for adverse 
events associated with the use of opioids, most no-
tably opioid abuse, is considered to outweigh 
whatever benefit they might provide. 

A limitation of virtually all the studies on med-
ications is that most report short- or medi-
um-term results, leaving open the question of long-
term efficacy, which is an important issue, 
considering that FM is a chronic condition.

Nonpharmacologic Therapies. Of the nonphar-
macologic therapies, 2 appear to be especially ef-
ficacious.17 The first is aerobic exercise, which can 
be beneficial for many chronic pain conditions. Un-
fortunately, because patients may experience in-
creased pain as they begin to exercise, they may 
take this as a sign that the exercise is exacerbating 
the pain and thus an indication to do less exercise. 
It can be helpful for patients to work with physical 
and occupational therapists, as these professional 
can instruct patients in proper ways to exercise and 
encourage them to continue (even if they initially 
experience increased pain) and in methods to per-
form daily activities that are less likely to exacer-
bate the pain.

The second nonpharmacologic therapy is cog-
nitive behavioral therapy (CBT). Patients with FM 
can often benefit from CBT by focusing on the 
ways pain and other symptoms interfere with their 
lives and addressing this. 

Patients may resist referral for CBT out of fear 
that benefiting from any form of psychotherapy in-
dicates their health care providers believe they are 
suffering from a mental disorder and therefore 
their pain is not real. Providers need to explain that 
undergoing CBT in no way discounts the presence 
of the pain and other symptoms.

A major benefit of both exercise and CBT is that 
they are essentially free from adverse events and 
therefore unlikely to exacerbate FM and symptoms, 
something that can occur with medications.

Concluding Thoughts
Fibromyalgia has gone from being viewed simply 
as a pain disorder to being considered a complex, 
multisystem disorder, with widespread pain being 
only one of its symptoms. It is important to be 
aware of the diagnostic criteria for FM because 
other disorders, especially mental disorders, are 
not uncommonly misdiagnosed as FM. Finally, 
despite the variety of therapeutic options avail-
able, FM remains very difficult to treat.

Dr King is in private practice in Philadelphia, 
Pennsylvania.
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Table 4. Treatment Strategies for 
Fibromyalgia20

  Serotonin-norepinephrine reuptake inhibitors

  Duloxetine (FDA approved for fibromyalgia)

  Milnacipran (FDA approved for fibromyalgia)

  Amitriptyline

  Nonpharmacologic therapies

  Aerobic exercise

  Cognitive behavioral therapy
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The Department of Psychiatry is a national leader in addiction, biological, child and ado-
lescent, and public sector, psychiatry, neuropsychiatry, psychosocial rehabilitation, and 
women’s mental health. We integrate our clinical, research, teaching and community 
partnership activities to help individuals and families transform their lives through recov-
ery from mental illness and addiction. We are the largest provider of psychiatric services 
in central Massachusetts, with over 400 faculty members and 12 hospitals and commu-
nity mental health centers in varied settings across the state, from urban clinics to beauti-
ful shore-side facilities such as Cape Cod.

Our residency program trains 7 residents per year, including general psychiatry and spe-
cialty tracks for combined adult and child psychiatry and combined psychiatry and neurol-
ogy. We offer fellowships in Addiction, Adult Developmental Disabilities, Child and 
Adolescent, Forensic Psychiatry, and Neuropsychiatry. 

Diversity, equity, and inclusion are integral to the commitment of the Department and 
University. Accordingly, the Department seeks qualified candidates who can contribute 
to racial equity, diversity and inclusion through service, mentorship, teaching and schol-
arship. Further, the Department is keenly interested in diversifying its faculty and staff 
and encourages applications from diverse candidates. Candidates from historically under-
represented group(s) in higher education and medicine are encouraged to apply. Candidates 
who possess personal characteristics that might be considered as diversifying elements 
among the clinical team and the larger psychiatry faculty at UMMS are invited to iden-
tify themselves during the application process.

Facility Medical Director (Brockton Multi-Service Center, Brockton, MA)
administration and direct care for DMH contracted
outpatient clinic and community support programs. 

Forensic Psychiatrist (Worcester Recovery Center and Hospital, Worcester, MA)
Inpatient Evaluation and Treatment. 

Full-Time Psychiatrist (Worcester Recovery Center and Hospital, Worcester, MA)
2 new inpatient positions for WRCH expansion. 

Geriatric Researcher, Psychologist/Psychiatrist (UMMS, Worcester, MA)

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

FOR ADDITIONAL INFORMATION, PLEASE CONTACT:
Marie Hobart, MD, Vice Chair, Public Sector Psychiatry

marie.hobart@umassmed.edu

Part-Time DMH Area Child and Adolescent Psychiatrist (Western MA): 
Support delivery of behavioral healthcare to youth and families served by DMH. 

For additional information on this position, please contact Yael Dvir, MD,
Vice Chair, Child and Adolescent Psychiatry yael.dvir@umassmed.edu

Interested applicants should apply directly at
https://academicjobsonline.org/ajo/UMASSMED/Psych

(J-1 and H-1B candidates are welcome to apply)

Attending Psychiatrist Women’s Health, OPD (Worcester, MA)
provide opportunities for integrating mental health care into obstetric

settings through education, consultation, and telepsychiatry

Associate Medical Director, CHL (Worcester, MA)
Provide psychiatric and medical supervision

General Adult Outpatient Psychiatrist, CHL (Worcester, MA) 
Outpatient evaluation, consultation and treatment, collaborating with other providers.

Child Psychiatrist CL, (Worcester, MA) 
Provide consultation and liaison services to our pediatric ward at the
Children’s Medical Center and emergency mental health department. 

Interested applicants should submit a letter of
interest and curriculum vitae addressed to

Kimberly Yonkers, 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.

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
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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 - $260,651 (3+ years post certification)  
Board Certified - $242,369
Board Eligible - $228,561
•	 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
•	 13	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  |  609.913.5316

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)

Cambridge Health Alliance (CHA) is a well-respected, nationally recognized and award-winning 
public healthcare system. The CHA Department of Psychiatry, Harvard Medical School is recognized as a 
leader in patient care, teaching and research. CHA’s psychiatry teams provide compassionate care while 
having deep connections within the community. As a major teaching hospital for Harvard Medical 
School we offer ample  opportunities for academic pursuits in research and teaching of medical 
students and residents. We utilize fully integrated EMR and offer competitive compensation packages 
and comprehensive benefits for our employees and their families. Ideal Candidates will have a strong 
commitment to providing high quality evidence-based and innovative care to our multicultural 
community of underinsured patients.

Candidates must meet the metrics for an academic appointment at Harvard Medical School (HMS) at 
the level of instructor, assistant or associate professor.

Qualified candidates will have relevant inpatient experience in a leadership position and be BC/BE in 
psychiatry. Please address all correspondence to Carl Fulwiler, MD, PhD(Vice-Chair) and Lynn DeLisi, 
MD, Director of Faculty Affairs, Department of Psychiatry, CHA, and submit CV’s through our secure 
website at www.CHAproviders.org, or by email to Melissa Kelley at ProviderRecruitment@challiance.
org. The Department of Provider Recruitment may be reached by phone at (617) 665-3555. 

Opportunities Open for Psychiatrists
Cambridge Health Alliance

In keeping with federal, state and local laws, Cambridge Health Alliance (CHA) policy forbids employees 
and associates to discriminate against anyone based on race, religion, color, gender, age, marital status, 

national origin, sexual orientation, relationship identity or relationship structure, gender identity or 
expression, veteran status, disability or any other characteristic protected by law. We are committed to 

establishing and maintaining a workplace free of discrimination. We are fully committed to equal 
employment opportunity. We will not tolerate unlawful discrimination in the recruitment, hiring, 

termination, promotion, salary treatment or any other condition of employment or career development. 
Furthermore, we will not tolerate the use of discriminatory slurs, or other remarks, jokes or conduct, that 

in the judgment of CHA, encourage or permit an offensive or hostile work environment.

Psychiatry Opportunities Open:
• Medical Director, Inpatient Psychiatry
• Adult Outpatient Psychiatrists
• Medical Director, Adult Outpatient
• Primary Care Integration Psychiatrist

• Integrated Psychiatry, HIV  Clinic
• Inpatient Child & Adolescent Psychiatrists
• Outpatient Child/Adolescent Psychiatrists
• Geriatric Psychiatrist
• Division Chief, Geriatric Psychiatry

PSY0821_039-044_Classifieds.indd   40PSY0821_039-044_Classifieds.indd   40 7/29/21   8:24 AM7/29/21   8:24 AM



With the continued growth of our Department of Psychiatry and our New General 
Psychiatry Residency Programs at Ocean Medical Center and Jersey Shore University 

Medical Center our vision for Behavioral Health is Bright.

As the area’s premier provider of psychiatric services, 
Hackensack Meridian Behavioral Health Services has 
provided comprehensive mental health and substance 
abuse services to the residents of Monmouth, Ocean, 
Middlesex, and Bergen Counties for over forty years. Due 
to continued growth and expansion, we are currently 
accepting applications for Psychiatrists to join our Mental 
Health and Addiction Interdisciplinary Teams in the 
following positions:

•  Carrier Clinic - Staff  Psychiatrist (Belle Mead, NJ)

•  Consultation Liaison Psychiatrists:  Raritan Bay Medi-
cal Center (Perth Amboy)

•  Outpatient: Ocean Medical Center (Brick, NJ)

•  Medical Director for Adult Inpatient Unit: Riverview 
Medical Center (Red Bank, NJ)

•  Outpatient Child & Adolescent Psychiatrist: 
Hackensack University Medical Center (Hackensack, NJ) 

•  Geriatrtic Psychiatry: Hackensack University Medical 
Center (Hackensack, NJ)

•  ED/Crisis Unit: Jersey Shore University Medical Center 
(Neptune, NJ)

• Telehealth Remote Psychiatrist - PT

Renee.Theobald@hmhn.org
or call: 908 - 839 - 5693

Hackensack Meridian Health is a leading not-for-profi t health care network in New 
Jersey off ering a complete range of medical services, innovative research, and life  
enhancing care aiming to serve as a national model for changing and simplifying 
health care delivery through partnerships with innovative companies and focusing 
on quality and safety. 

Through a partnership between Hackensack Meridian Health and Seton Hall Uni-
versity, the School of Medicine will re-defi ne graduate medical education, research, 
and clinical practice; reverse the critical physician shortage in both the New York/
New Jersey metropolitan area and the nation; and stimulate economic development 
in northern New Jersey.

The School of Medicine will be the anchor in the development of a comprehensive 
health sciences campus that will also include research facilities and biotechnol-
ogy endeavors – all in service of educating tomorrow’s doctors, discovering novel 
therapies, and facilitating compassionate and eff ective healthcare that will meet the 
ever-changing needs of tomorrow’s patients.

The School of Medicine will be the cornerstone of a dynamic venue for the exchange of 
ideas, the development of healthcare and research thought leaders and practitioners, 
and the discovery of novel therapies to meet the medical challenges of the future.

“Ocean Medical Center’s psychiatry program will be a community-based program,’’ 
said Ramon Solhkhah, M.D., program director for psychiatry as well as founding Chair 
of Psychiatry & Behavioral Health at the Hackensack Meridian School of Medicine at 
Seton Hall University. “Our new psychiatry residency program will improve clinical 
care and ultimately encourage future health care leaders to build practices in the 
Jersey Shore area,’’

DEPARTMENT OF PSYCHIATRY

PPaatthwhwaaysys
Online Learning Portal

Your One-Stop 
Education 
Source

To learn more, visit www.aacap.org/onlinecme

ClinicalESSENTIALS A Series of Online CME Courses in
Child and Adolescent Psychiatry

These self-study online CME courses feature premium quality materials that have been curated 
by our experts to deliver the most high-yield content on the topic. 

• Autism Spectrum Disorder 
• Chronic Pain Management
• Depression
• Eating Disorders and Obesity

• Emotion Dysregulation
• Neuromodulation
• Positive Parenting 

Practices

• Sleep
• Suicide
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ARIZONA

Psychiatrist

Join our exceptional team of Psychiatry 
Providers assisting individuals and their 

families of all ages with mental health and 
addiction disorders. Our private practice 
prioritizes the health of our patients and 
community using evidence based cutting 

edge solutions. 

Salary: $250-$400k per year

Flexible Schedules: Part time permitted

Optional paid on call for hospital 
services

Both in-patient and out-patient 
opportunities

AZ Medical License required 

EB3 Visa Sponsor

Please contact Nichol Porter, CEO at: 
nporter@saharawc.com or

619-961-9603 for more information

CALIFORNIA

Full-time psychiatrist 
for a large public health & hospital 

system in Silicon Valley

$275,080 -$357,600 annually
36 days 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 full-time 
BE/BC psychiatrists for a variety of 

clinical settings, including emergency 
psychiatric services, inpatient consultation 

liaison services, jail custody health 
inpatient services, specialty mental health 

outpatient services and primary care 

behavioral health services. 

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 
and behavioral health clinicians to provide 

integrated health care to patients.

Psychiatrists are eligible for numerous 
benefits including 36 days of annual leave, 
5 days of educational leave, 12 holidays, 
$4500 educational funds, health benefits, 
life insurance and CalPERS retirement 

plan.  No calls required.

In addition, part-time opportunities for BE/
BC psychiatrists, PGY IIIs and IVs are 

available.

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

please submit a CV and letter of interest to 
MD.Recruitment@hhs.sccgov.org.

The County of Santa Clara is an Equal 
Opportunity. 

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 

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

Contact Katherine Lindsay | KLindsay@SouthcentralFoundation.com

(888) 700-6966 | southcentralfoundation.com

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

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

Realize Your Dream
Freedom & Flexibility

Private Practice
Tele-Psychiatry or In-Person

Flexible Work 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

San Diego 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

BE or BC psychiatrist needed. Following 
locations have immediate openings:

• San Jose, CA: Schedule: 24 hours per 
week; Pay Rate: $188 - $230/hour 
Excellent Benefits! 
• San Jose, CA: Schedule: 40 hours per 
week; Pay Rate: $188 - $230/hour 
Excellent Benefits!
• San Leandro, CA: Schedule: 20-40 
hours per week. Pay Rate: $205-$231/hour 
Leadership Opportunity and Excellent 
Benefits!
• Oakland, CA: Schedule: 40 hours per 
week. Pay Rate: $171 - $192/hour 
Leadership Opportunity and Excellent 
Benefits!
• Orange, CA: Schedule: 16 hours per 
week. Pay Rate: $171 - $192/hour  
• Long Beach, CA: Schedule: 10 hours per 
week; Pay Rate: $171 - $192/hour 
• 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

MASSACHUSETTS

As Assistant Medical Director you will 
serve as the chief physician and clinician 
for the Hathorne units at the Tewksbury 
Hospital. You will work closely with the 
Facility Director, the Director of Nursing 
and other administrative leadership for the 

hospital. You will be responsible for the 
provision of care and treatment delivered 
by the clinical inpatient services. You will 
oversee the development, implementation, 
maintenance, monitoring and improvement 

of all clinical programs in the Hospital. 

You will be responsible for the maintenance 
of professional practice standards, staff 
composition, performance evaluation, 

education, and training. In addition, you 
will be responsible for the scheduling and 

supervision of the psychiatrists and the 
midlevel prescriber clinicians assigned to 
include, but not limited to, Tufts Medical 
School clinicians, credentialed per diem 

and locum physicians/midlevel prescriber 
clinicians.

You will also provide medical leadership to 
ensure that the Hospital meets CMS, Joint 
Commission, DMH, DPH standards and 
help the Hospital prepare for all licensure 
and accreditation reviews. In addition, you 

may be involved with DMH service 
providers DMH contracted agencies, 
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providing consultations if deemed 
appropriate, and providing periodic cross 

coverage on units when staffing is short and 
to cover as the doctor on call (DOC) if 
needed.  As Chief of Psychiatry, your 

clinical work and documentation should 
meet all applicable standards and be an 

example for the rest of the staff 

As a member of the Tufts Medical Center 
staff, you will also be eligible for faculty 
appointment, at a rank determined by the 

Tufts University School of Medicine.  
Faculty Members are expected to 

demonstrate excellence in one or more 
Areas of Distinction that provide a unifying 

theme for their Academic Activities, 
achievements and scholarship; to 

demonstrate effectiveness in Educational 
Activities; and to participate in Academic 

Service; along with participation in the 
education mission which may include 

clinical teaching as well as didactic 
instruction for medical students, residents 

and other learners.

Interested candidates, please send your 
confidential CV to: 

Jennifer Colon
Physician Recruiter 

Tufts Medical Center Physicians 
Organization

800 Washington Street, #1013
Boston, MA 02111
Fax: 617-636-7523

Email: jcolon@tuftsmedicalcenter.org
www.tuftsmedicalcenter.org

Addiction Psychiatrist 
Tufts Medical Center 

Description
Tufts Medical Center through its department 

of psychiatry at the Tufts School of 
Medicine and is seeking an experienced 

leader in addiction psychiatry to serve as the 
Director of Addiction Psychiatry at Tufts 

Medical Center and to begin the 
development of an academically and 

clinical program at Tufts Medical Center.  
Qualified candidates will be eligible for a 

full time faculty position at Tufts University 
School of Medicine at the appropriate 

academic rank. The Director of this service 
will interface closely with the Chief of 

Consultation-Liaison Psychiatry, leadership 
of medical, surgical and ED services, 

training leadership across the medical center 
and the Chief Medical Officer.

 Candidate Qualifications
• M.D. or .D.O. BC/BE in Psychiatry and 
formal subspecialty training in Addiction 
Psychiatry, BC/BE in addiction psychiatry.
• Preference will be given to those with 
experience in academic medical center 
addiction and consultation settings
• Possess credentials for a faculty 
appointment at the minimum rank of  
Assistant Professor
• Medical licensure in the Commonwealth 
of Massachusetts.
• Tufts Medical Center and Tufts Medical 
Center Physicians Organization are EEOC 

employers and candidates from minority 
and underrepresented groups are strongly 
encouraged to apply. 

Tufts Medical Center is an exceptional, not-
for-profit, Level 1 Trauma, 415-bed 

academic medical center that is home to 
both a full-service hospital for adults and 

the Floating Hospital for Children. 
Conveniently located in downtown Boston 
and embedded within the Tufts University 

Health Sciences campus, the Medical 
Center is the principal teaching hospital for 
the Tufts University School of Medicine. 
Floating Hospital for Children is the full-

service children’s hospital of Tufts Medical 

Center and the principal pediatric teaching 
hospital of Tufts University School of 

Medicine. Division Faculty members are 
actively supported in pursuing the 

outstanding opportunities for collaborative 
academic work that span the academic 

spectrum across the campus. 

We offer competitive compensation, 
comprehensive benefits package, and a 

generous employer retirement plan 
contribution.

Interested candidates, please send your 
confidential CV to: 

Jennifer Colon
Physician Recruiter 

Tufts Medical Center Physicians 
Organization

800 Washington Street, #1013
Boston, MA 02111

Telephone: 857-275-6126
Fax: 617-636-6366

Email: jcolon1@tuftsmedicalcenter.org
www.tuftsmedicalcenter.org

Tufts Medical Center Physicians 
Organization is an EEO/AA employer. 

Tufts Medical Center Department of 
Psychiatry is seeking a full-time board-

Buffalo Psychiatric Center (BPC) is seeking an experienced Clinical Director (CD). The CD will serve as the Chief 
Medical Officer of BPC and is responsible for the administration, oversight, evaluation, and continuous improvement 
of all psychiatric, medical and contracted medical services provided by staff and consultants of the psychiatric center.  
This is an amazing opportunity for an experienced psychiatrist interested in making a difference in the recovery of a 
community of persons with significant mental health challenges through providing clinical leadership to a complex 
mental health organization, and working closely with local and state level agency partners to make a positive impact on 
overall systems of mental health care and services delivery. 

Minimum Qualifications
To be considered, candidates must have:
• License and current registration to practice medicine in 

New York State or a New York State limited permit and 
licensure in another state or Canada; AND

• Certification in Psychiatry issued by the American Board 
of Psychiatry and Neurology (ABPN) or equivalent 
certifying body; AND

• Seven (7) years of experience providing services to 
people diagnosed with mental illness, of which two 
(2) years must have included supervising physicians 
and other clinical staff responsible for the delivery of 
treatment services; providing direction to staff regarding 
program objectives and the implementation of policy; 
and providing guidance to various clinical specialists.

JOIN OUR TEAM | Clinical Director

About the Buffalo Area: 
WNY has a superb quality of life. Buffalo and its surrounding 
suburbs have among the most affordable housing in the 
nation. Sports enthusiasts enjoy major and minor league 
teams and the metropolitan area is a mecca for history, 
architecture, art, and dining.  WNY is home to excellent public 
and private schools, numerous top-tier universities and a well-
renowned medical corridor comprised of the region’s premier 
health care, life sciences, research, and medical education 
institutions.  The Buffalo-Niagara area offers a plethora of 
outdoor activities including skiing, hiking, and boating.

About Us: 
For more than 135 years, Buffalo Psychiatric Center 
(BPC), has served the people of Western New York. 
We are located on a beautiful historic campus in 
the City of Buffalo. BPC is a 154-bed, NYS Office of 
Mental Health state-operated, Joint Commission 
accredited and CMS certified facility. BPC provides 
adult inpatient, outpatient, ACT, residential, 
vocational, and wellness services to individuals 
residing in Cattaraugus, Chautauqua, Erie and 
Niagara Counties.

Benefits Offered
• NYS Pension and retirement programs
• Comprehensive medical, dental and vision plans
• Flexible spending accounts for health and dependent care
• Generous paid time off: including vacations, holidays, personal days and sick leave
• Defense and Idemnification; broader in scope than typical malpractice coverage
• Academic affiliations with a number of prestigious institutions
• Salary Range: $244,212 - $283,241 Scan QR code for direct 

link to  job listing
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certified psychiatrist interested in 
becoming the leader of a multidisciplinary 
treatment team at The Solomon Carter 
Mental Health Center, a Massachusetts 
DMH teaching hospital located in Boston 
and at Tewksbury Hospital, Hathorne 
Units, located 20 miles North of Boston. 

The successful candidate must have a 
current/valid MA license and unrestricted 

DEA and MA Controlled Substance 
Registration, possess a minimum of three 

years of post-residency experience, as well 
as experience in working with inpatients in 
a consultation liaison capacity and interest/
experience in working with patients with 
both serious mental illness, substance use 

disorders and forensic patients. 

The Solomon Carter Fuller Mental 
Health Center is a model facility that 
provides trauma-informed, recovery-

oriented, person-centered and strength-
based clinical and rehabilitative treatment. 
Applicants should be familiar with these 
evidence-based therapeutic procedures.

Tewksbury Hospital provides a 
therapeutic environment to provide patient 
focused medical and psychiatric care along 
with diagnostic services to meet the needs 

of patients with complex chronic 
psychological or social needs. Tewksbury 
Hospital is in the process of becoming the 

model facility for providing recovery 
oriented, trauma informed, family focused, 
person centered and strength based clinical 

and rehabilitative treatment.

There is no required on-call, no evenings, 
no weekends, no nights, or no holidays, 

although physicians can sign up for 
voluntary night and weekend shifts at 

additional pay. Attending Psychiatrists are 
eligible for a faculty appointment at Tufts at 
appropriate rank, a competitive salary and 

excellent benefits.

As an employee of the Tufts Medical 
Center Physician’s Organization, the 

physician practice of Tufts Medical Center, 
you will receive a comprehensive benefits 
package, competitive compensation, and a 

generous employer retirement plan 
contribution.

Interested candidates, please send your CV 
and a letter of interest in confidence to:

Jennifer Colon
Physician Recruiter

Tufts Medical Center Physicians 
Organization

800 Washington Street, #1013
Boston, MA 02111

Telephone: 857 -275-6126
Fax: 617-636-6366

Email: jcolon1@tuftsmedicalcenter.org
www.tuftsmedicalcenter.org

MISSOURI

PSYCHIATRIST

Provide full-time face-to-face psychiatric 
services to patients in Raymore, MO for a 

minimum of 40 hours a week.  In addition, 
may provide services to patients in Royal 
Oaks Hospital in Windsor, Missouri, as 

assigned.  M.D. or professional equivalent 
degree, BC/BE in Psychiatry and Missouri 
medical license required.  This position is 

eligible for the Employee Referral 
Program. Position is with Compass Health, 
Inc., d/b/a Pathways Community Health in 

Clinton, MO.  Send C.V. to: Ms. Cathy 
Grigg, Director of Psychiatry Services at 
cgrigg@pbhc.org  Fax: 417-532-6606.

NEW JERSEY

CFG seeks an inpatient 
PSYCHIATRIST to work in 
beautiful, rural, Blackwood, 
NJ. Located within 30 
minutes of Philadelphia, this 
hospital is located on serene 
country-like grounds. 
Offering a competitive salary, 

sign on bonus, and benefits package.

J1 and H1B Visa applicants welcome!

REQUIRES:
• A New Jersey psychiatrist license or 

ability to obtain licensure
• Board certification within five (5) years of 

completing residency and must maintain 
certification.

• Must possess good interpersonal 
communication and leadership skills. 

• Must complete a satisfactory background 
investigation.

Contact: Karly Settle, ksettle@cfgpc.com, 
Ph: 856-938-8722
APPLY TODAY! 

https://ctrfamilyguidance.com/careers/

NORTH CAROLINA

COASTAL NORTH CAROLINA – 
Seeking an energetic, compassionate, 

dedicated and self-motivated Psychiatrist to 
join our team providing outstanding, life 

changing psychiatric care.  This Psychiatric 
center provides outpatient psychiatry, 

psychotherapy and psychological testing in a 
warm caring environment.  In addition, the 

center staffs a medical team to provide 
inpatient services at two nearby freestanding 

psychiatric hospitals providing acute and 
residential treatment to children, teens and 

adults.  Our team consists of 7 Psychiatrists, 
4 Nurse Practitioners, 7 Psychiatric 

Physician Assistants, 6 Psychologists, and 9 
Therapists. Offering a competitive 

compensation package & benefits. Position 
can be Outpatient, Inpatient, or a 

combination of both. The area provides a 
rich opportunity for outdoor enthusiasts. 

There are many lovely small towns along the 
intercoastal waterway nearby; and 

Wilmington is only an hour away and 
Raleigh is two and a half hours away.  Please 

contact:  Terry Good at terry.good@
horizonhealth.com; 804-684-5241. EOE

SEEKING PART TIME OR 
FULL TIME CHILD & 

ADOLESCENT 
PSYCHIATRIST (BE/BC) 

to join an established group practice in 
Cary, NC. Out-patient only, fee-for-service, 
busy, no managed care, multidisciplinary 
group with child, adolescent, and adult 

psychiatrists and psychologists in a family 
oriented practice and community 

consistently rated as the top place to live in 
the country.  Just minutes from RTP and 3 

major universities. Flexibility in job, 
excellent collections and benefits. 

Email CV to Office Manager, 
Jyoti Gawdi at jgawdi@fppa.com. 

Website: www.fppa.com

PENNSYLVANIA

PSYCHIATRIST

AmeriCare Services is pleased to announce 
excellent full time opportunities with our 

group in Eastern and Western, 
Pennsylvania.  The positions are inpatient, 

Monday thru Friday with no on-call, 
weekend, evenings or holidays.

The compensation is 
$215.00 to $220.00 per hour.

For confidential consideration call
610-695-8521 or email: 

KGallagher@AmCareServices.com

Inspire health. Serve with compassion. Be the difference.

Prisma Health, the largest healthcare provider in South Carolina, currently seeks BC/
BE Child & Adolescent Psychiatrists to join our growing psychiatry department. The 

department is expanding our clinical, education, and research missions and is seeking 
candidates in all specialties. Successful candidates will have the opportunity to work 
within our specialty outpatient clinics and/or programs, and work across disciplines 

with other departments. Ideal candidates will have an interest in teaching and be 
eligible for faculty appointment at University of South Carolina School of Medicine 

Greenville, located on Prisma Health’s Greenville Memorial Medical Campus.  

Prisma Health is a not-for-profit health company and the largest healthcare system in 
South Carolina. With nearly 30,000 team members, 18 acute and specialty hospitals, 
2,947 beds and more than 300 outpatient sites with nearly 2,000 physicians, Prisma 

Health serves more than 1.2 million unique patients annually in its 21-county market 
area that covers 50% of South Carolina. Prisma Health’s goal is to improve the health of 
all South Carolinians by enhancing clinical quality, the patient experience and access to 
affordable care, as well as conducting clinical research and training the next generation 

of medical professionals.

Greenville, South Carolina is a beautiful place to live and work and the Prisma Health 
catchment area is 1.3 million people. Greenville is located on the I-85 corridor between 

Atlanta and Charlotte, and is one of the fastest growing areas in the country. Ideally 
situated near beautiful mountains, lakes and beaches, we enjoy a diverse and thriving 

economy, excellent quality of life and wonderful cultural and educational opportunities.

*Public Service Loan Forgiveness (PSLF) Program Qualified Employer*

Qualified candidates should submit a letter of interest and CV to:
Lexy Mason, Physician Recruiter, Lexy.Mason@prismahealth.org, 

Prisma Health is an equal opportunity employer which proudly values diversity.
Candidates of all backgrounds are encouraged to apply.

Addiction Psychiatrist
Greenville, SC

Details Include:
•  Experience in outpatient academic and 

community mental health settings
•  Experience seeing patients with substance 

use disorder, co-occurring disorders and MAT
•  Monday - Friday Outpatient with 1:10 

weekend inpatient coverage
•  Working with fellows, residents, medical 

students, and advanced practice providers
•  Collaborative work with community partners 

including acute and residential rehab 
facilities. 

•  Competitive compensation
•  Rich benefits package including relocation, 

malpractice, health and dental insurance
• CME allowance

Child & Adolescent Psychiatrist
Greenville, SC

Details Include:
•  Candidate must be fellowship-trained 

and BE/BC in child and adolescent 
psychiatry

•  Experience in an outpatient mental 
health setting, including telepsychiatry 
services

•  Monday - Friday Outpatient with 1:7 
weekend inpatient coverage

•  Academic faculty position working with 
fellows, residents and medical students

•  Competitive compensation
•  Rich benefits package including 

relocation, malpractice, health and 
dental insurance

•  CME allowance
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Brief Summary: for full Prescribing Information and Patient Information, refer  
to package insert.
INDICATION AND USAGE
INGREZZA® (valbenazine) capsules is indicated for the treatment of adults with tardive dyskinesia.

CONTRAINDICATIONS
INGREZZA is contraindicated in patients with a history of hypersensitivity to valbenazine or any components of 
INGREZZA. Rash, urticaria, and reactions consistent with angioedema (e.g., swelling of the face, lips, and mouth) 
have been reported.

WARNINGS AND PRECAUTIONS
Somnolence
INGREZZA can cause somnolence. Patients should not perform activities requiring mental alertness such  
as operating a motor vehicle or operating hazardous machinery until they know how they will be affected  
by INGREZZA.
QT Prolongation
INGREZZA may prolong the QT interval, although the degree of QT prolongation is not clinically significant at 
concentrations expected with recommended dosing. In patients taking a strong CYP2D6 or CYP3A4 inhibitor,  
or who are CYP2D6 poor metabolizers, INGREZZA concentrations may be higher and QT prolongation clinically 
significant. For patients who are CYP2D6 poor metabolizers or are taking a strong CYP2D6 inhibitor, dose 
reduction may be necessary. For patients taking a strong CYP3A4 inhibitor, reduce the dose of INGREZZA  
to 40 mg once daily. INGREZZA should be avoided in patients with congenital long QT syndrome or with 
arrhythmias associated with a prolonged QT interval. For patients at increased risk of a prolonged QT interval, 
assess the QT interval before increasing the dosage.
Parkinsonism
INGREZZA may cause parkinsonism in patients with tardive dyskinesia. Parkinsonism has also been observed 
with other VMAT2 inhibitors. In the 3 placebo-controlled clinical studies in patients with tardive dyskinesia,  
the incidence of parkinson-like adverse events was 3% of patients treated with INGREZZA and <1% of 
placebo-treated patients. Postmarketing safety reports have described parkinson-like symptoms, some of which 
were severe and required hospitalization. In most cases, severe parkinsonism occurred within the first 2 weeks 
after starting or increasing the dose of INGREZZA. Associated symptoms have included falls, gait disturbances, 
tremor, drooling, and hypokinesia. In cases in which follow-up clinical information was available, parkinson-like 
symptoms were reported to resolve following discontinuation of INGREZZA therapy. Reduce the dose or 
discontinue INGREZZA treatment in patients who develop clinically significant parkinson-like signs or symptoms.

ADVERSE REACTIONS
The following adverse reactions are discussed in more detail in other sections of the labeling:
• Hypersensitivity
• Somnolence
• QT Prolongation
• Parkinsonism
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.
Variable and Fixed Dose Placebo-Controlled Trial Experience
The safety of INGREZZA was evaluated in 3 placebo-controlled studies, each 6 weeks in duration (fixed dose, 
dose escalation, dose reduction), including 445 patients. Patients were 26 to 84 years of age with moderate  
to severe tardive dyskinesia and had concurrent diagnoses of mood disorder (27%) or schizophrenia/
schizoaffective disorder (72%). The mean age was 56 years. Patients were 57% Caucasian, 39% African-
American, and 4% other. With respect to ethnicity, 28% were Hispanic or Latino. All subjects continued previous 
stable regimens of antipsychotics; 85% and 27% of subjects, respectively, were taking atypical and typical 
antipsychotic medications at study entry.
Adverse Reactions Leading to Discontinuation of Treatment
A total of 3% of INGREZZA treated patients and 2% of placebo-treated patients discontinued because  
of adverse reactions.
Common Adverse Reactions
Adverse reactions that occurred in the 3 placebo-controlled studies at an incidence of ≥2% and greater than 
placebo are presented in Table 1.

Table 1:   Adverse Reactions in 3 Placebo-Controlled Studies of 6-week  
Treatment Duration Reported at ≥2% and >Placebo

Adverse Reaction1 INGREZZA  
(n=262) (%)

Placebo  
(n=183) (%)

General Disorders
Somnolence (somnolence, fatigue, sedation) 10.9% 4.2%
Nervous System Disorders
Anticholinergic effects (dry mouth, constipation, disturbance  
in attention, vision blurred, urinary retention)

5.4% 4.9%

Balance disorders/fall (fall, gait disturbance, dizziness,  
balance disorder)

4.1% 2.2%

Headache 3.4% 2.7%
Akathisia (akathisia, restlessness) 2.7% 0.5%
Gastrointestinal Disorders
Vomiting 2.6% 0.6%
Nausea 2.3% 2.1%
Musculoskeletal Disorders
Arthralgia 2.3% 0.5%

1 Within each adverse reaction category, the observed adverse reactions are listed in order of decreasing frequency.

Other Adverse Reactions Observed During the Premarketing Evaluation of INGREZZA
Other adverse reactions of ≥1% incidence and greater than placebo are shown below. The following list does 
not include adverse reactions: 1) already listed in previous tables or elsewhere in the labeling, 2) for which a 
drug cause was remote, 3) which were so general as to be uninformative, 4) which were not considered to have 
clinically significant implications, or 5) which occurred at a rate equal to or less than placebo.
Endocrine Disorders: blood glucose increased
General Disorders: weight increased
Infectious Disorders: respiratory infections
Neurologic Disorders: drooling, dyskinesia, extrapyramidal symptoms (non-akathisia)
Psychiatric Disorders: anxiety, insomnia
During controlled trials, there was a dose-related increase in prolactin. Additionally, there was a dose-related 
increase in alkaline phosphatase and bilirubin, suggesting a potential risk for cholestasis.
Postmarketing Experience
The following adverse reactions have been identified during post-approval use of INGREZZA that are not 
included in other sections of labeling. Because these reactions are reported voluntarily from a population of 
uncertain size, it is not always possible to reliably estimate their frequency or establish a causal relationship  
to drug exposure.
Immune System Disorders: hypersensitivity reactions (including allergic dermatitis, angioedema, pruritis,  
and urticaria)
Skin and Subcutaneous Tissue Disorders: rash

DRUG INTERACTIONS
Drugs Having Clinically Important Interactions with INGREZZA
Table 2:  Clinically Significant Drug Interactions with INGREZZA

Monoamine Oxidase Inhibitors (MAOIs)
Clinical Implication: Concomitant use of INGREZZA with MAOIs may increase the concentration of 

monoamine neurotransmitters in synapses, potentially leading to increased 
risk of adverse reactions such as serotonin syndrome, or attenuated 
treatment effect of INGREZZA.

Prevention or Management: Avoid concomitant use of INGREZZA with MAOIs.
Examples: isocarboxazid, phenelzine, selegiline
Strong CYP3A4 Inhibitors
Clinical Implication: Concomitant use of INGREZZA with strong CYP3A4 inhibitors increased the 

exposure (Cmax and AUC) to valbenazine and its active metabolite compared 
with the use of INGREZZA alone. Increased exposure of valbenazine and its 
active metabolite may increase the risk of exposure-related adverse reactions.

Prevention or Management: Reduce INGREZZA dose when INGREZZA is coadministered with a strong 
CYP3A4 inhibitor.

Examples: itraconazole, ketoconazole, clarithromycin
Strong CYP2D6 Inhibitors
Clinical Implication: Concomitant use of INGREZZA with strong CYP2D6 inhibitors increased the 

exposure (Cmax and AUC) to valbenazine’s active metabolite compared with the 
use of INGREZZA alone. Increased exposure of active metabolite may increase 
the risk of exposure-related adverse reactions.

Prevention or Management: Reduce INGREZZA dose when INGREZZA is coadministered with a strong 
CYP2D6 inhibitor.

Examples: paroxetine, fluoxetine, quinidine
Strong CYP3A4 Inducers
Clinical Implication: Concomitant use of INGREZZA with a strong CYP3A4 inducer decreased the 

exposure of valbenazine and its active metabolite compared to the use of 
INGREZZA alone. Reduced exposure of valbenazine and its active metabolite 
may reduce efficacy.

Prevention or Management: Concomitant use of strong CYP3A4 inducers with INGREZZA is  
not recommended.

Examples: rifampin, carbamazepine, phenytoin, St. John’s wort1

Digoxin
Clinical Implication: Concomitant use of INGREZZA with digoxin increased digoxin levels because 

of inhibition of intestinal P-glycoprotein (P-gp).
Prevention or  
Management:

Digoxin concentrations should be monitored when coadministering  
INGREZZA with digoxin. Increased digoxin exposure may increase the risk  
of exposure-related adverse reactions. Dosage adjustment of digoxin may  
be necessary.

1 The induction potency of St. John’s wort may vary widely based on preparation.

Drugs Having No Clinically Important Interactions with INGREZZA
Dosage adjustment for INGREZZA is not necessary when used in combination with substrates of CYP1A2, 
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2E1, or CYP3A4/5 based on in vitro study results.

OVERDOSAGE
Human Experience
The pre-marketing clinical trials involving INGREZZA in approximately 850 subjects do not provide information 
regarding symptoms with overdose.
Management of Overdosage
No specific antidotes for INGREZZA are known. In managing overdose, provide supportive care, including close 
medical supervision and monitoring, and consider the possibility of multiple drug involvement. If an overdose 
occurs, consult a Certified Poison Control Center (1-800-222-1222 or www.poison.org).
For further information on INGREZZA, call 84-INGREZZA (844-647-3992).

for oral use

Distributed by:  
Neurocrine Biosciences, Inc.  
San Diego, CA 92130

INGREZZA is a registered trademark  
of Neurocrine Biosciences, Inc.
CP-VBZ-US-0203v5 05/2020
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NOW AVAILABLE
60 mg 
Capsule

NOW AVAILABLE
60 mg 
Capsule
60 mg 
Capsule
60 mg 

MOST PRESCRIBED TREATMENT
FOR TARDIVE DYSKINESIA1

ADVERTISEMENT

ONLY INGREZZA OFFERS 
ALL THE EASE OF2:

One capsule, once daily

Effective dosing options

No titration required

Taken any time of day

Taken with or without food

Important Information
INDICATION & USAGE
INGREZZA® (valbenazine) capsules is indicated for the treatment of adults with tardive dyskinesia.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
INGREZZA is contraindicated in patients with a history of hypersensitivity 
to valbenazine or any components of INGREZZA. Rash, urticaria, and 
reactions consistent with angioedema (e.g., swelling of the face, lips, 
and mouth) have been reported.

WARNINGS & PRECAUTIONS
Somnolence
INGREZZA can cause somnolence. Patients should not perform 
activities requiring mental alertness such as operating a motor vehicle 
or operating hazardous machinery until they know how they will be 
affected by INGREZZA.

QT Prolongation
INGREZZA may prolong the QT interval, although the degree of QT 
prolongation is not clinically significant at concentrations expected 
with recommended dosing. INGREZZA should be avoided in patients 
with congenital long QT syndrome or with arrhythmias associated with 
a prolonged QT interval. For patients at increased risk of a prolonged 
QT interval, assess the QT interval before increasing the dosage.

WARNINGS & PRECAUTIONS (continued)
Parkinsonism
INGREZZA may cause parkinsonism in patients with tardive dyskinesia. 
Parkinsonism has also been observed with other VMAT2 inhibitors. 
Reduce the dose or discontinue INGREZZA treatment in patients who 
develop clinically significant parkinson-like signs or symptoms.

ADVERSE REACTIONS
The most common adverse reaction (≥5% and twice the rate of 
placebo) is somnolence. Other adverse reactions (≥2% and >Placebo) 
include: anticholinergic effects, balance disorders/falls, headache, 
akathisia, vomiting, nausea, and arthralgia.

You are encouraged to report negative side effects of prescription 
drugs to the FDA. Visit MedWatch at www.fda.gov/medwatch 
or call 1-800-FDA-1088.

Please see the adjacent page for Brief Summary of Prescribing 
Information and visit Neurocrine.com/INGREZZAPI for full 
Prescribing Information.

REFERENCES: 1. Data on file. Neurocrine Biosciences, Inc. 2. INGREZZA [package 
insert]. San Diego, CA: Neurocrine Biosciences, Inc.

THE SIMPLE 
CHOICE

FOR YOUR PATIENTS WITH TARDIVE DYSKINESIA (TD)

Not actual size.

Give your patients all the ease of INGREZZA. See more at INGREZZAHCP.com/Dosing

©2021 Neurocrine Biosciences, Inc. All Rights Reserved. CP-VBZ-US-1493 07/2021
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The duloxetine your patients require—approved in a sprinkle formulation designed for those who 
cannot or will not swallow solid forms of medication1

• Drizalma Sprinkle™ is available in 4 dosage strengths—20 mg, 30 mg, 40 mg, and  
60 mg—for flexibility and easy titration1

• Drizalma Sprinkle™ can be administered with or without food. Capsules can be opened, and the 
contents sprinkled over applesauce1

Dosing and Administration

• Because delayed-release duloxetine capsules are not able to be crushed, opened, or sprinkled, 
Drizalma Sprinkle™ provides the first and only once-daily, delayed-release dosing option for patients 
who cannot or will not swallow solid medication forms1,5,6

• Drizalma Sprinkle™ provides the same drug release whether it is swallowed whole in capsule form, 
sprinkled over applesauce, or administered via nasogastric tube1

ADVERSE REACTIONS

The most common adverse reactions (≥5% and at least twice the incidence of placebo patients) were nausea, dry mouth, 
somnolence, constipation, decreased appetite, and hyperhidrosis.

DOSING AND ADMINISTRATION

Drizalma Sprinkle™ may be taken with or without food. Drizalma Sprinkle™ may be swallowed whole (do not crush or chew capsule); 
opened and sprinkled over applesauce; or administered via nasogastric tube.

DRUG INTERACTIONS

• Avoid concomitant use with potent CYP1A2 inhibitors
• Consider dose reduction with concomitant use with CYP2D6 substrates

USE IN SPECIFIC POPULATIONS

• Hepatic Impairment: Avoid use in patients with mild, moderate, or severe hepatic impairment
• Renal Impairment: Avoid use in patients with severe renal impairment
• Pregnancy: Advise patients to notify their healthcare provider if they become pregnant or intend to become pregnant during 

treatment with Drizalma Sprinkle™. Third trimester use may increase risk of symptoms of poor adaptation (respiratory distress, 
temperature instability, feeding difficulty, hypotonia, tremor, irritability) in the neonate. Advise patients that Drizalma Sprinkle™ 
use during the month before delivery may lead to an increased risk for postpartum hemorrhage and may increase the risk of 
neonatal complications requiring prolonged hospitalization, respiratory support and tube feeding

IMPORTANT SAFETY INFORMATION (cont’d)

Drizalma Sprinkle™ Capsules Have 
Demonstrated Bioequivalence to Cymbalta® 
(duloxetine delayed-release capsules)1,4

Please see additional Important Safety Information throughout this journal cover wrap, and Brief Summary of Full Prescribing 
Information, including Boxed Warning.
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References: 1. Drizalma Sprinkle™ [prescribing information]. Cranbury, NJ: Sun Pharmaceutical Industries, Inc., 2020. 2. National Alliance on Mental Health. 
Depression in older persons fact sheet. National Council on Aging website. www.ncoa.org/wp-content/uploads/Depression_Older_Persons_FactSheet_2009.pdf. 
Published October 2009. Accessed October 2, 2020. 3. Center for Drug Evaluation and Research, US Food and Drug Administration. Size, Shape, and Other Physical 
Attributes of Generic Tablets and Capsules: Guidance for Industry. www.fda.gov/media/87344/download. Published June 2015. Accessed October 2, 2020. 4. Data 
on file. Sun Pharmaceutical Industries, Inc., Princeton, NJ. 5. Institute for Safe Medication Practices. Oral dosage forms that should not be crushed. Published 
November 1, 2018. Accessed October 2, 2020. www.ismp.org/recommendations/do-not-crush. 6. Cymbalta® [prescribing information]. Indianapolis, IN: Lilly USA, 
LLC; 2020.

This promotional program was developed in conjunction with and sponsored by Sun Pharmaceutical Industries, Inc.

Drizalma Sprinkle is a trademark of Sun Pharmaceutical Industries Limited.

©2020 Sun Pharmaceutical Industries, Inc. All rights reserved. Printed in USA. November 2020  PM-US-DRI-0098

91% of lives on the top 10 Medicare Part D plans are offered coverage for Drizalma Sprinkle™4

Drizalma Sprinkle™ is Covered on Most Medicare Part D Plans

Drizalma Sprinkle™ is designed for patients who cannot or will not swallow solid medication forms1

Prescribe the Only Formulation of Duloxetine That is Designed to Be Opened and Sprinkled1

Drizalma Sprinkle™ provides effective therapy in one formulation for 
4 different indications1:

• Major Depressive Disorder (MDD) in adults

• Generalized Anxiety Disorder (GAD) in adults and pediatric patients aged 
7 to 17 years

• Diabetic Peripheral Neuropathic Pain (DPNP) in adults

• Chronic musculoskeletal pain in adults

91%

• Lactation: Advise breastfeeding women using duloxetine to monitor infants for sedation, poor feeding and poor weight gain and to 
seek medical care if they notice these signs

To report SUSPECTED ADVERSE REACTIONS, contact Sun Pharmaceutical Industries, Inc. at 1-800-818-4555 or FDA at 
1-800-FDA-1088 or www.fda.gov/medwatch.

Please see additional Important Safety Information throughout this journal cover wrap, and Brief Summary of Full Prescribing 
Information, including Boxed Warning.

IMPORTANT SAFETY INFORMATION (cont’d)
USE IN SPECIFIC POPULATIONS (cont’d)

To Learn More, Visit: drizalmasprinklehcp.com
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WORLD CME CONFERENCE

 Annual

or

event.gotoper.com/
psych2021

ONLINE

609-378-3701

PHONE

VirtualLIVE

Physicians $699 $399
Fellows* $249 $179
Nurses, PAs, 
other HCPs $449 $299

Industry** $1,299 $599

REGISTRATION FEES

• Learn about state-of-the-art treatments  in major 
depressive disorder

• Hear a debate-style presentation featuring 2 experts, 
each offering opposing viewpoints regarding the 
use of antidepressants to treat bipolar disorder, 
and weigh in on who you think has the most 
persuasive arguments!

• Expand your skill set regarding strategies for
 self-care and creating resilience

• Learn about the psychiatric complications of 
COVID-19 and psychiatry in a postpandemic world

• Discover emerging research on the use of cannabis 
for psychiatric indications

• Explore cultural challenges in psychiatry

BENEFITS OF ATTENDING

SAFETY PRECAUTIONS/PERSONAL ACCOUNTABILITY COMMITMENT
By attending this Physicians’ Education Resource®, LLC, program, you agree to abide by and engage in certain health- and safety-benefi cial conduct while attending the event, 
including providing proof at check-in of being 2 weeks removed from receiving a full COVID-19 vaccination or results from a negative COVID-19 viral test taken no more than 3 days 
before the program. For information on the specifi c safety precautions that will be in place, please visit  event.gotoper.com/psych2021 and click on Health & Safety Precautions.

To learn more and to register, visit
event .gotoper.com/psych 2021

Scan on smartphone 
to view full agenda 
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Register with 
code PSYCH21PB.

This activity 
is approved for 
18.5 AMA PRA 

Category 1 
Credits™.

25% OFF 
REGISTRATION 

Marriott Marquis San Diego Marina | San Diego, CA

BACK IN-PERSON

LIVE IN-PERSON AND VIRTUALLY ON SEPT. 30 – OCT. 2, 2021

WORLD CME CONFERENCE

 Annual

Scan on smartphone 
to view full agenda 

To learn more and to register, visit
event .gotoper.com/psych 2021

PROGRAM CO-CHAIRS

Anita Clayton, MD
David C. Wilson Professor and Chair
Department of Psychiatry and
 Neurobehavioral Sciences

University of Virginia
Charlottesville, VA

John J. Miller, MD
Medical Director, Brain Health
Editor-in-Chief, Psychiatric TimesTM

Staff Psychiatrist, Seacoast Mental 
Health Center

Consulting Psychiatrist, Insight 
Meditation Society 

Barre, MA
Consulting Psychiatrist, Exeter Hospital
Exeter, NH

Sanjai Rao, MD
Associate Clinical Professor of Psychiatry
University of California, San Diego
Psychiatrist
VA San Diego Healthcare System
San Diego, CA

• Helping patients deal with grief

• Wellness for our patients 
and for ourselves

• How to teach neuroscience

• Telemedicine and its impact 
on our practice

HOT TOPICS FOR 2021
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