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Supplementary eAppendix 1. The Trial 149 Study Investigators 

Deborah Bergen, Cientifica Inc., Newton, KS; Ann Childress, Center for Psychiatry and 

Behavioral Medicine, Inc., Las Vegas, NV; Shantharam Darbe, Linden Research 

Consultants, Oklahoma City, OK; Melissa DelBello, Psychiatric Professional Services, 

Inc., Cincinnati, OH; Joseph Fanelli, Midwest Center for Neurobehavioral Medicine, 

Oakbrook, IL; Robert Findling, University Hospitals of Cleveland, Cleveland, OH; Donald 

J. Garcia, Future Search Trials, Austin, TX; Thomas Gazda, Meadowbrook Research, 

Austin, TX; John Gilliam, International Clinical Research Associates, Inc., Richmond, VA; 

Lawrence Ginsberg, Red Oak Psychiatry Associates, Houston, TX; Barbara Gracious, 

Strong Memorial Hospital, Rochester, NY; Nelson Handal, Harmonex, Dothan, AL; 

Robert Hendren, UC Davis Department of Psychiatry and Behavioral Sciences, 

Sacramento, CA; Willis Holloway, Jr., Cutting Edge Research, Oklahoma City, OK; 

Gregory Kaczenski, K&S Professional Research Services, Little Rock, AR; Ali Kashfi, Ali 

Kashfi MD, PA, Alamonte, FL; Arif Khan, Northwest Clinical Research Center, Bellevue, 

WA; Saaid Khojasteh, Saaid Khojasteh & Associates, Inc., St. Charles, MO; James 

Knutson, Eastside Therapeutic Resource, Kirkland, WA; David Krefetz, CNS Research 

Institute, Clementon, NJ; Chandra Krishnasastry, Tennessee Medical Center, Madison, 

TN; Donna Londino, Medical College of Georgia Department of Psychiatry and Health 

Behavior, Augusta, GA; Kathleen McKenna, Children’s Memorial Hospital, Chicago, IL; 

William Murphy, Psychiatric Associates, Leawood, KS; Americo F. Padilla, Miami, FL; 

Anjali Pathak, Ten Broecke Hospital Research Department, Jacksonville, FL; Theodore 

Petti, UMDNJ-Robert Wood Johnson Medical School - University Behavioral Healthcare 

Division of Child and Adult Psychiatry, Piscataway, NJ; Steven Pliszka, University of 

Texas Health Science Center of San Antonio, Department of Psychiatry, San Antonio, 

TX; Humberto Quintana, Louisiana State University Health Science Center/Division of 

Child & Adolescent Psychiatry, New Orleans, LA; Joachim Raese, Behavioral Health 
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Research, Riverside, CA; Rakesh Ranjan, Rakesh Ranjan, MD & Associates, Inc., 

Beachwood, OH; Karl Rickels, University of Pennsylvania - Mood & Anxiety Disorder 

Section, Philadelphia, PA; Elias Sarkis, Sarkis Clinical Trials, Gainesville, FL; Russell 

Scheffer, Children’s Hospital of Wisconsin, Milwaukee, WI; Jon Shaw, University of 

Miami, Miami, FL; Linmarie Sikich, University of North Carolina at Chapel Hill, Chapel 

Hill, NC; David Spiegel, Brighton Research Group, LLC, Virginia Beach, VA; Madeleine 

Valencerina, College Hospital, Cerritos, CA; Marianne Wamboldt, The Children’s 

Hospital, Denver, CO; Elizabeth Weller, Children's Hospital of Philadelphia, Philadelphia, 

PA; Tony Yang, University of California, San Diego, CA, USA. 
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Supplementary eAppendix 2. Details of the safety analyses 

Categorical worsening in Simpson-Angus Scale (SAS), Barnes Akathisia Rating Scale 

(BARS), and Abnormal Involuntary Movement Scale (AIMS) scores was investigated 

using generalized estimating equation (GEE) analysis. GEE analysis was used as 

assumptions of normality did not hold for SAS and AIMS total scores or the BARS global 

score. Covariates included age stratum, treatment, visit, visit-by-treatment interaction, 

and baseline score. ANCOVA was used to assess change from baseline to Day 21 in 

prolactin concentration over time. Rates of anticholinergic medication use in the 

quetiapine and placebo groups were compared using logistic regression. Suicidality 

analyses were conducted post hoc utilizing standardized classifications similar to those 

in the Columbia Suicidality Classification Project.1 Remaining safety analyses used 

descriptive statistics. 
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Supplementary eTable 1. Key Inclusion and Exclusion Criteria 

 

Inclusion Criteria Exclusion Criteria 

• Age 10 to 17 years 

• Male or female 

• BP-I mania (DSM-IV-TR, confirmed 

by K-SADS-PL) 

• YMRS total score ≥ 20 at screening 

and randomization 

• Confirmed absence of pregnancy  

• DSM-IV diagnosis of Axis I disorder other than 

bipolar I disorder or ADHD 

• Premorbid intelligence quotient <70 or 

diagnosis of mental retardation 

• History of serious suicide attempt, at current 

suicide risk, or at serious homicide risk 

• Psychotic symptoms related to medication or 

substance abuse or judged to be direct 

physiological consequence of a medical 

treatment or condition 

• Current manic episodes that resulted from 

psychostimulant or antidepressant medication 

• TSH concentration more than 10% above the 

upper limit of the normal range 

• Laboratory test results outside the normal 

reference range 

• Unstable diabetes mellitus with a baseline 

glycosylated hemoglobin (HbA1c) ≥8.5 

• A hospital admission for diabetes or related 

illness in the past 3 months 

• Other medical conditions that were unstable or 

may have affected or been affected by the 

study medication and pregnancy or lactation 

• Concurrent cognitive-behavioral therapy 

initiated within 6 weeks prior to randomization 

ADHD, attention deficit hyperactivity disorder; DSM-IV-TR, Diagnostic and Statistical Manual for 

Mental Disorders, Fourth Edition, text revision; K-SADS-PL, Schedule for Affective Disorders and 

Schizophrenia for School-Age Children––Present and Lifetime Version; TSH, thyroid-stimulating 

hormone. 

 


