


Reproduced and adapted from Sunovion Pharmaceuticals Inc. as a self read training module

These training materials (“Materials”) are provided to you for 
educational purposes only. The Materials are not intended for 
promotional use and cannot be used as an aide on sales calls or any 
promotional setting. 

You may reference the Materials herein, subject to the Rules of 
Promotional Messaging, only to the extent the Materials provide 
guidance regarding approved messaging for the product, product 
indications, safety information and Warnings and Precautions. In no 
event shall these Materials be shared or disseminated for field 
promotional activities. Failure by you to comply with these instructions 
may subject you to disciplinary action up to, and including termination 
of employment
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Rules Governing Promotional Messaging:

• All facts and statements are true, balanced and correct, and not
misleading or deceptive in any way

• Data are substantiated
• False or misleading claims are not made
• Unapproved products and indications (i.e. Off-Label) are not promoted
• The contents and data are presented in good taste
• Unqualified superlatives are not allowed
• Comparative statements/claims must be used carefully
• No defamatory statements (i.e. about other brands or company)
• Medical ethics is adhered to
• Distinction of promotional material is clearly defined

• If an HCP asks a question that cannot be answered through the use of
approved materials, please follow the Medical Information enquiry
process.

Reproduced and adapted from Sunovion Pharmaceuticals Inc. as a self read training module

2 of 48



Overview of Bipolar I Disorder in Pediatric Patients 
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For a diagnosis of bipolar I disorder, it is necessary to meet the following criteria for a manic episode. 
The manic episode may have been preceded by and may be followed by hypomanic or major depressive episodes.
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DSM-5: Manic Episodes in Children 
The DSM-5 should be referenced for additional guidance in diagnosing bipolar I disorder in 
patients younger than18 years of age. 

In children, happiness, silliness and 'goofiness" are normal in the context of special 
occasions; however, if these symptoms are recurrent, inappropriate to the context, and 

beyond what is expected for the developmental level of the child, they may meet Criterion A.

If the happiness is unusual for a child (i.e., distinct from baseline), and the mood change 
occurs at the same time as symptoms that meet Criterion B for mania, diagnostic certainty is 
increased; however, the mood change must be accompanied by persistently increased 
activity or energy levels that are obvious to those who know the child well. 

Special considerations are necessary to detect the diagnosis in children. The quote 
above is an example from DSM-5 of additional guidance in diagnosing bipolar I 
disorder in patients younger than 18 years of age. 
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Major depressive episodes are common in bipolar I disorder, but are not required for the diagnosis of bipolar I 
disorder.
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Mood Episodes 
Mania 

Euthymia 

Major Depressive 

Episode 

Hypomanic 

Episode 

Manic 

Episode 

Specifier 

Mixed 
Features 
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Study Design of the Pediatric Bipolar Depression Trial 

A randomized, 6-week, double-blind, placebo-controlled, flexible-dose, parallel-group study to evaluate the 

efficacy and safety of LATUDA in pediatric patients (10 to 17 years) with bipolar depression 

Screen BL 

iiii##,11 ,ht-

-21 days

Day 1 

FPI: March 2014 

■ 
'-----y-----1 
1 week 

Double Blind 

Placebo 
N=174 

Flexibly dosed 
LATUDA 

20, 40, 60, or 80 mg/d 

"----- ___ .,I 
"y'" 

5 weeks 

Follow-Up 

Week? 

Open-Label Extension* 

Flexibly dosed LATU DA 
20, 40**, 60, or 80 mg/d 

..___ ____ ----..) .......,,,.. 

24 months 

*Subjects who have completed all visits in the core efficacy study are eligible to enter a 104-week open-label exter,sion study.

*"All eligible subjects who enroll will be dosed with 40 mg, and flexible dosing will be permitted thereafter.

DelBello MP,Goldman R, Phillips 
D, et al. Efficacy and Safety of 

Lurasidone in Children and 

Adolescents With Bipolar I 
Depression: A Double-Blind, 

Placebo-Controlled Study. J Am

Acad Child Adolesc Psychiatry. 

2017;56(12):1015-1025. 
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*P<0.05; ** P<0.001, ***P<0.0001
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*P<0.01; **P<0.001, ***P<0.0001
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No patients discontinued treatment due to these AEs.
• Placebo group: 1 patient each discontinued due to depression, mania, and psychotic disorder
• LATUDA group: 1 patient each discontinued due to fatigue, restless leg syndrome, and bipolar I disorder.
Serious AEs were experienced by 4 patients (2.3%) in placebo group and 2 patients (1.1%) in the LATUDA group.
Safety population.
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