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Abstract

Objective—Previous studies have found that family-based psychosocial treatments are effective 

adjuncts to pharmacotherapy among adults and adolescents with bipolar disorder (BD). The 

objective of this study was to compare the efficacy of adjunctive Child- and Family-Focused 

Cognitive Behavioral Therapy (CFF-CBT) to psychotherapy as usual (control) for mood symptom 

severity and global functioning in children with BD.

Method—Sixty-nine youth, aged 7–13 (M = 9.19, SD = 1.61) with DSM-IV-TR bipolar I, II, or 

not otherwise specified (NOS) disorder were randomly assigned to CFF-CBT or control groups. 

Both treatments consisted of 12 weekly sessions followed by 6 monthly booster sessions delivered 

over a total of 9 months. Independent evaluators assessed participants at baseline, week 4, week 8, 

week 12 (posttreatment), and week 39 (6-month follow-up).

Results—Participants in CFF-CBT attended more sessions, were less likely to drop out, and 

reported greater satisfaction with treatment than controls. CFF-CBT demonstrated efficacy 

compared to the control in reducing parent-reported mania at posttreatment and depression 

symptoms at posttreatment and follow-up. Global functioning did not differ at posttreatment but 

was higher among CFF-CBT participants at follow-up.

Conclusion—CFF-CBT may be efficacious in reducing acute mood symptoms and improving 

long-term psychosocial functioning among children with BD.
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INTRODUCTION

Pediatric bipolar disorder (PBD) describes bipolar spectrum illness among children and 

preadolescents. Affecting approximately 1–2% of the population 1, PBD is characterized by 

extreme episodic mood dysregulation accompanied by symptoms (e.g., decreased need for 

sleep, hypersexuality, impulsivity) that significantly impair multiple domains of functioning. 

PBD is differentiated from adult-onset bipolar disorder (BD) by unique characteristics such 

as rapid cycling, mixed mood states, psychiatric comorbidity, and developmentally-specific 

psychosocial impairment 2, 3. Compared to healthy peers, children with PBD demonstrate 

neurocognitive deficits, academic underperformance 4, 5, and disruptive school behavior 6. 

Peer relationships are characterized by limited peer networks, peer victimization, and poor 

social skills 7, 8. Compared to families unaffected by PBD, family functioning is often 

characterized by strained relationships 8, 9, low levels of cohesion, and increased 

conflict 10–12; family stress and dysfunction increase with symptom levels 13, 14. The 

accumulation of psychosocial risk renders PBD a significant public health concern as 

evidenced by high rates of repeated hospitalization and suicide attempts 15. In adulthood, 

people with BD demonstrate greater mental health care utilization, elevated rates of other 

health conditions, lower rates of graduation, and decreased career productivity 15–17. Recent 

data from the World Health Organization indicate that BD is the fourth leading cause of 

disability in youth ages 10–24 worldwide 18.

Pharmacotherapy is the first-line treatment for PBD but is complicated by low response 

rates, poor tolerability 19, and inability to address the full range of impairments associated 

with PBD. Thus, adjunctive psychosocial intervention is considered essential for effective 

treatment 20. Despite this, few psychosocial treatments for youth with BD have been studied 

systematically. Adaptations of dialectical behavior therapy (DBT 21) and interpersonal and 

social rhythm therapy (IPSRT 22) for adolescents with BD have been tested in pilot studies. 

However, only two interventions have demonstrated efficacy in randomized controlled trials 

(RCT): multi-family psycho-education group psychotherapy (MF-PEP) for youth with BD 

or unipolar depression aged 8–12 23, and family-focused treatment (FFT) for adolescents 

13–18 years old24. These treatments demonstrated effects on mood severity in children 23 

and depression relapse in adolescents 24, respectively. It is not yet known whether a 

treatment model like CFF-CBT, which more specifically targets the unique symptoms and 

impairments in childhood BD, will improve outcomes compared to these other treatments.

CFF-CBT was developed to target the unique developmental needs of the PBD population in 

a comprehensive family-focused format. CFF-CBT integrates CBT with psychoeducation 

and complementary mindfulness-based and interpersonal/family therapy techniques tailored 

to address the range of therapeutic needs in families affected by PBD. The components of 

CFF-CBT are driven by three areas of research: (1) developmentally specific symptoms of 

PBD (e.g. rapid cycling, mixed mood states, comorbid disorders); (2) affective circuitry 

brain dysfunction in PBD (e.g. poor problem-solving during affective stimulation via ventral 

frontostriatal and dorsolateral prefrontal circuitry dysfunction and deficits in superior 

temporal and visual cortices 25–27; and (3) the impact of PBD on interpersonal/family 

functioning. CFF-CBT is delivered via 12 manualized weekly 60–90 minute sessions with 

the child, parent, and/or family. It includes seven components that comprise the treatment 
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acronym “RAINBOW”: Routine (developing consistent daily routines); Affect Regulation 

(psychoeducation about feelings; mood monitoring; coping strategies to improve mood 

regulation); I Can Do It! (improving child self-esteem and parent self-efficacy); No 

Negative Thoughts/Live in the Now (cognitive restructuring and mindfulness techniques to 

reduce negative thoughts); Be a Good Friend/Balanced Lifestyle (social skill-building and 

improving parent self-care); Oh How Do We Solve this Problem? (family problem-solving 

and communication training); and Ways to Find Support (enhancing support networks; 

see 28 for details).

This was the first RCT testing the efficacy of CFF-CBT in treating PBD. Open trials have 

established the feasibility, acceptability, and preliminary efficacy of CFF-CBT with 

promising outcomes 28–30. The goal of this trial was to test the efficacy of the individual 

family format of CFF-CBT compared to patients receiving psychotherapy as usual (control) 

on outcomes of symptom control and global functioning. We hypothesized that CFF-CBT 

would improve the symptoms and global functioning of children at posttreatment compared 

to the control condition. We also hypothesized that treatment effects would be maintained at 

follow-up, evidenced by differences in longitudinal trajectories of symptoms and 

functioning from baseline through the follow-up assessment point.

METHOD

Participants

Participants were children (N = 69) diagnosed with PBD recruited from a specialty pediatric 

mood disorders clinic (PMDC) in an urban academic medical center between 2010 and 

2013. Children meeting DSM-IV-TR criteria for bipolar spectrum disorders (I, II, and not 

otherwise specified [NOS]) aged 7–13 were eligible to participate. Inclusion criteria 

encompassed the following: stabilized on medication, parental consent, and youth assent. 

Stabilization on medication was defined by a Young Mania Rating Scale (YMRS 31) score ≤ 

20 and Children’s Depression Rating Scale-Revised (CDRS-R 32) score < 80 (indicating no 

severe symptoms requiring immediate more intensive care). These criteria were intended to 

exclude children who needed acute stabilization before being able to participate in 

psychotherapy but still include children who were actively symptomatic. Thus, children 

scoring above threshold on these measures (n=4) were included if their psychiatrist 

determined they were stable enough to engage in treatment. Exclusion criteria for the study 

included: youth IQ < 70, as measured by the Kaufman Brief Intelligence Scale-2 

(KBIT-2 33), active psychosis, active substance abuse/dependence, neurological or other 

medical problems that significantly complicate child’s psychiatric symptoms as assessed via 

the Washington University Schedule for Affective Disorders and Schizophrenia (WASH-U-

KSADS34), and active suicidality requiring hospitalization as measured by the Columbia 

Suicide Severity Rating Scale (C-SSRS35). Additionally, youth whose primary caretakers 

were experiencing current depressive or manic episodes, indicated by a Beck Depression 

Inventory (BDI36) score ≥28 and an Altman’s Self-Report of Mania (ASRM 37) score > 6, 

were excluded. Youth with comorbid disorders, including high-functioning autism, were 

included to ensure a clinically relevant sample.
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Procedures

Diagnosis and Randomization—All study procedures were approved by the 

Institutional Review Board at the University of Illinois at Chicago. Eligibility was assessed 

by trained study personnel. Potential participants were educated about the demands of the 

treatment protocol and the importance of adherence, regardless of treatment assignment. 

After providing informed consent and completing inclusion/exclusion measures, parents 

were interviewed using the WASH-U-KSADS 34 and portions of the Kiddie-SADS-Present 

and Lifetime Version (K-SADS-PL; 38) to define mood episodes, with corroborating 

information coming from child-report. Trained clinical interviewers (n=6) included licensed 

clinical psychologists and clinical psychology doctoral students who were trained via in-

person observation of expert raters and rating of recorded expert diagnostic interviews until 

adequate reliability was reached for bipolar diagnosis. Diagnostic interviews were reviewed 

during study meetings for final determination. Patients who met diagnostic criteria for PBD 

completed the baseline assessment and were randomized to study condition using Research 

Randomizer software 39 via a customized randomization algorithm.

Study Design—Sixty-nine study participants meeting eligibility criteria were randomly 

assigned to either CFF-CBT or the control group. See Figure 1 for the Consolidated 

Standards of Reporting Trials (CONSORT) diagram. Participants in both conditions 

received 12 weekly sessions (acute phase) and 6 monthly follow-up sessions (maintenance 

phase). Those in CFF-CBT were assigned a therapist from PMDC who had been trained on 

the CFF-CBT manual. Study therapists included 23 clinical psychology pre- and 

postdoctoral trainees with limited experience treating PBD and no previous experience with 

the CFF-CBT manual. Training on CFF-CBT involved one three-hour training session on 

the CFF-CBT theoretical foundation and manual and weekly supervision from the CFF-CBT 

developer and first (A.E.W) or second author (S.M.W).

Participants randomized to control were assigned a therapist in the General Psychiatry 

Clinic. These sessions were otherwise unstructured by the study design. Control therapists 

were clinical psychology doctoral students, postdoctoral fellows, psychiatry fellows, and 

social work interns who had not been trained in CFF-CBT but were given a one-hour 

training on PBD. All sessions in both conditions were audiotaped to assess treatment content 

(see below).

All participants were treated in the same outpatient psychiatry program, and thus logistics 

associated with treatment that might impact access or engagement (e.g., clinic times, 

location, parking, scheduling) did not differ by condition. Participants in both conditions 

received medication management by a psychiatrist in the PMDC following an evidence-

based algorithm 40. Although patients were required to be stabilized on their medication 

(stable dosages for 4+ weeks) prior to baseline and randomization, medication management 

was delivered as it would be in regular practice and was not manipulated as part of the study 

design. Medication changes over the course of the study were carefully tracked at all 

assessments. Assessments occurred at baseline (pre-randomization); 4 and 8 weeks (during 

treatment); 12 weeks (posttreatment); and 39 weeks (follow-up assessment at 6-months 

posttreatment).
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Measures

Diagnosis—The WASH-U-KSADS 34, a semistructured interview specifically designed 

to assess for PBD, was used to make a DSM-IV diagnosis41. Research assistants were trained 

to administer the interview and demonstrated adequate inter-rater reliability (kappa >.74).

Symptom Severity—The Child Mania Rating Scale (CMRS; 42), a parent-rated 

measure to assess DSM-IV-TR mania symptoms, was our primary outcome measure of 

mania symptoms. Scores are calculated by summing across 21 items, each rated on a Likert 

scale ranging from 0 (never) to 3 (very often). Scores ≥ 20 are considered clinically 

significant. Reliability in this sample was strong (Cronbach’s alpha [α] =0.90). The CMRS 

was chosen as the method for assessing mania symptoms because of its ability to capture 

symptom changes over time by reporters (parents) that have more comprehensive access to 

the child’s behavior throughout the course of treatment and across many different contexts. 

Research suggests that parent report may result in more accurate assessment of mania 43, 

and the CMRS demonstrates strong psychometric properties, concurrent validity with the 

YMRS, and sensitivity to symptom change across treatment 42, 44.

The Child Bipolar Depression Rating Scale (CBDRS; Unpublished data, August, 2003) is 

a companion measure to the Child Mania Rating scale. This parent report includes 22 items 

that assess for DSM-IV-TR depressive symptoms. The scale is face valid, demonstrated 

strong reliability (α =0.88), and was significantly correlated with clinician-reported 

depression (CDRS-R26) in this sample at baseline (r=.32, p=.008).

The Children’s Depression Rating Scale-Revised (CDRS-R32). The CDRS-R is a 

clinician-rated instrument for measuring depression in children. Scores are summed across 

17 items rated on a 5-point Likert scale. Internal reliability and rater reliability across 

assessments in this sample were strong (α =0.84; intraclass correlation [ICC] = .78).

Global Functioning—The Children’s Global Assessment Scale (C-GAS; 45) is a 

clinician-rated measure of child functioning based on impairment in family, social, school, 

and work areas due to psychiatric symptoms. Scores range from 1–100, with higher scores 

indicating better functioning. Rater reliability across assessments was moderate in this 

sample (ICC = 0.76).

The Children’s Global Impressions Scales for Bipolar Disorder (CGI-BP; 46) is a 

clinician report of child’s overall psychiatric illness severity. Scores are summed across the 

subscales (mania, depression, attention deficit/hyperactivity, psychosis, and aggression). 

Rater reliability across assessments in this sample was strong (ICC= 0.81).

Treatment Measures—The Treatment Satisfaction Scale is a 21-item scale that was 

completed posttreatment to assess caregiver satisfaction with treatment. A total score is 

calculated by averaging item responses; responses range from 1 (not true) to 3 (very true). 

This measure was developed and piloted for the preliminary study 28 and demonstrated 

strong reliability in this sample (α = .94).
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Therapist Fidelity to CFF-CBT was assessed via a fidelity checklist developed and piloted 

in the preliminary study 28, which asked raters to record the key CFF-CBT elements 

delivered in each treatment session (defined as number of elements delivered/total elements 

to be delivered × 100). Ten CFF-CBT participants were randomly selected, and a trained 

rater completed the fidelity checklist for audio recordings of all 12 CFF-CBT sessions for 

that participant. In addition, 10 control participants were randomly selected, and a trained 

rater completed the CFF-CBT fidelity checklist for all 12 control sessions to assess for 

potential overlap with CFF-CBT ingredients.

Analytic Approach

Mixed-effects regression (growth curve) models (MRMs 47) were conducted via SPSS 

MIXED to examine youth response to treatment on key outcomes. MRMs are well-suited 

for longitudinal data analysis: they are robust to the data dependency that occurs with 

repeated assessments of individuals over time. Additionally, MRMs are efficient in handling 

missing data by using all available data for a given participant to estimate group trends at 

each time point. Separate MRMs were evaluated for each outcome measure and included 

effects for treatment (CFF-CBT [coded as 0], control), time (baseline, 4, 8, 12, and 39 

weeks) and treatment × time. Models included both linear and quadratic effects for time; if 

the quadratic effect was not significant, the model was refitted without this term. Time was 

centered at 12 weeks to test our hypotheses about group differences at posttreatment (12 

weeks) 48. Thus, treatment effects tested hypotheses related to group differences at 

posttreatment (i.e., elevation of response trajectory between groups), and the treatment by 

time interactions tested hypotheses related to group differences in symptom response 

trajectories (i.e., slopes) from baseline to 4, 8, 12, and 39 week assessments. Models were 

evaluated for the intent-to-treat sample and included all randomized participants to provide 

the most conservative test of hypotheses given differences in treatment completers across 

conditions (see below). Participants who dropped out of the study were contacted for follow-

up assessments and were included in the analyses if available. For participants with 

outstanding assessment sessions at study completion (n=8), all available data was included.

RESULTS

Descriptive Statistics

The intent-to-treat sample included 69 participants. Mean age of the sample was 9.19 years 

(SD=1.61; range 7–13); n=29 (42.0%) were female. The majority of the sample met criteria 

for BP-NOS (n=43, 62.3%), with n=22 (31.9%) diagnosed as BP-I and n=4 (5.8%) 

diagnosed as BP-II. Medication status (e.g., type and dose) was reported by parents at 

baseline. Although 97% of participants (n=67) were taking medication at treatment outset, 

only 24 (35%) parents reported on type and dose at baseline; thus it is not possible to 

accurately characterize the types of medication and dosages across the entire sample at 

baseline. Table 1 presents demographic information and descriptive statistics for all outcome 

measures at baseline for participants assigned to CFF-CBT (n=34) and control (n=35). The 

sample presented with a complex clinical picture at baseline: youth experienced high rates of 

comorbidity, particularly attention-deficit/hyperactivity disorder (ADHD) and oppositional 

defiant disorder (ODD), as well as variability in their index mood episode. In addition, the 

West et al. Page 6

J Am Acad Child Adolesc Psychiatry. Author manuscript; available in PMC 2015 November 01.

N
IH

-P
A

 A
uthor M

anuscript
N

IH
-P

A
 A

uthor M
anuscript

N
IH

-P
A

 A
uthor M

anuscript



sample was diverse in terms of financial status and family composition. A series of t-tests 

and chi-square analyses confirmed the equivalence of conditions at baseline, with the 

exception of higher parent-reported mania scores among youth in the control condition 

relative to CFF-CBT (t[66] = −2.90, p = .005). Parents noted on a medication change self-

report form whether any changes in the medication regimen had occurred since the previous 

study assessment. Forty-two percent (n=29) of children reported that a medication change 

occurred over the course of the study; 58% (n = 40) of children had unchanged medication 

regimens throughout treatment. Of those with any medication change, 18 participants 

specified the nature of the change: six reported a dose change, seven reported a medication 

switch, and five reported both. Medication changes did not differ between CFF-CBT (23%, 

n=15) and control groups (22%, n=14; χ2 = .229, n=64, p=.63).

Treatment Completion

Core treatment completion differed by condition (Figure 1), with significantly more 

dropouts in the control group at posttreatment (n=18) than CFF-CBT (n=4; χ2=13.46, p<.

001). Overall attrition by the 39-week (follow-up) assessment did not differ by condition 

(n=10 in CFF-CBT, n=19 in control; χ2=2.51, not significant). CFF-CBT participants 

attended an average of 11.34 (SD=2.39) of the 12 core treatment sessions, compared with 

6.91 (SD=5.37) of 12 control sessions (t[60]=4.10, p<.0001). Participants in CFF-CBT 

completed an average of 2.88 maintenance sessions (SD=2.55, range 0–6), which was 

marginally greater than maintenance session completion in the control group (M=1.67, 

SD=30, range 0–6; t[57]=.193, p=.059).

Treatment Feasibility and Acceptability of CFF-CBT

Feasibility of CFF-CBT was examined via treatment adherence, consumer satisfaction, and 

treatment fidelity. Adherence was defined as attending 12 scheduled treatment sessions; as 

described above, families were adherent with CFF-CBT. Treatment satisfaction with CFF-

CBT was high (M = 2.95, SD=0.22, range 2–3); of note, parents/caregivers were 

significantly more satisfied with CFF-CBT than the control (M=2.67, SD=0.49, range 2–3; 

t[30]= 2.24, p=.03). Last, findings indicated high fidelity to the CFF-CBT manual, with 93% 

of elements delivered across therapy sessions. Data also supported the specificity of CFF-

CBT and limited overlap with the control group: only 4% of CFF-CBT elements were 

delivered across the control sessions.

PBD Symptom Outcomes

Separate MRMs, as specified above, examined treatment outcomes for child mania (CMRS) 

and depression symptoms (CBDRS and CDRS). Given the significant pretreatment group 

differences in mania symptoms (Table 1), baseline CMRS scores were included as a 

covariate; thus the time term in this model excluded baseline. For ease of presentation, only 

the hypothesized effects are presented; for further details, including estimates and standard 

errors, see Table S1 (available online). For mania symptoms, the significant and medium/

large-sized treatment effect indicated that youth in CFF-CBT had significantly lower mania 

symptoms at posttreatment versus the control group, adjusting for baseline values (F[49] = 

7.90, p=.007, d=0.69). As illustrated in Figure 2 (upper portion), youth in CFF-CBT 
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experienced consistent improvement in mania symptoms across treatment and through 

follow-up. However, symptom trajectories over time did not significantly differ between 

conditions (treatment × time F[120]=0.95, p>.05, d=0.24). Notably, all youth experienced 

mania symptoms at (CFF-CBT) or above (control) clinical threshold at baseline (Table 1), 

but only youth in CFF-CBT achieved mean subthreshold mania symptoms by posttreatment 

and follow-up. Specifically, 88% (n=2) of youth in CFF-CBT scored below threshold at 

posttreatment and 93% (n=14) were below threshold by follow-up, versus 21% (n=2) 

posttreatment and 46% (n=5) at follow-up in the control group. In addition, youth in CFF-

CBT also experienced significantly reduced parent-reported depression at posttreatment and 

a steeper symptom response trajectory across the entire study period (Figure 2, lower 

portion; F[67]=4.92, p=.03, d=0.55 and F[162]=3.82, p<.05, d=0.48); both effects were 

medium-sized. For clinician-reported depression symptoms, however, neither the treatment 

nor treatment × time effect was significant (F[62]=0.06, d=0.06 and F[170]=2.5, d=0.39, 

respectively; p>.05)

Global Functioning Outcomes

As shown in Figure 3, CFF-CBT resulted in significantly greater improvement in global 

psychosocial functioning (CGAS) across treatment as compared to control (treatment × time 

F[191]=4.26, p=.04, d=0.50), with medium-sized effects (higher scores indicate better 

functioning). Treatment differences were not significant at posttreatment but became 

pronounced by follow-up (treatment F[74]=2.23, p>.05, d=0.36). Results for overall 

psychiatric severity (CGI-BP-S) indicated that youth in CFF-CBT experienced marginally 

greater posttreatment effects and steeper symptom trajectories versus the control group, with 

effects that approached medium size (treatment F[73]=2.89, p=.09, d=0.42; treatment × time 

F[167]=3.26, p=.07, d=−.45).

DISCUSSION

The development and rigorous testing of psychosocial interventions is essential to address 

the significant public health burden associated with PBD and improve long-term outcomes 

for these youth. To our knowledge, CFF-CBT is the only single family psychosocial 

treatment developed exclusively for children and preadolescents with BD that has been 

tested through an RCT. Data from this study were consistent with previous open trials 28–30, 

suggesting the feasibility of delivering CFF-CBT in an academic clinical setting. CFF-CBT 

families attended more sessions, were less likely to drop out, and reported higher levels of 

satisfaction with treatment content, structure, and impact. Thus, it appears that compared to 

usual psychotherapy, CFF-CBT may better engage and retain participants with PBD. 

Treatment models that effectively engage families may be particularly important in light of 

recent findings that youth with PBD have low rates of psychosocial treatment 

utilization 49, 50.

CFF-CBT demonstrated excellent treatment fidelity, with 93% of core ingredients being 

delivered across the sessions. This finding is especially remarkable given the relatively basic 

training model (3-hour workshop and ongoing supervision) and limited experience of study 

therapists (psychology trainees with limited experience treating PBD). CFF-CBT appears 
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feasible to implement with minimal initial training, despite incorporating multiple treatment 

modalities, concepts, and skills. Clinician training for CFF-CBT will be explored further in 

community-based effectiveness research; however, results with regard to fidelity suggest 

that CFF-CBT may be transportable to usual care settings where the majority of youth with 

PBD are treated 51, 52. The study sample lends further support for transportability; drawn 

from the university patient population, our sample was comprised of ethnically-diverse, 

predominantly inner-city, low socioeconomic status (SES), and difficult-to-engage patients, 

typical of those seen in community mental health settings. Finally, the limited overlap 

between the content of CFF-CBT and the control group suggests that the core components 

of specialized treatment for PBD are not typically delivered in usual treatment, even in a 

university-based clinic with well-trained and supervised clinicians.

CFF-CBT demonstrated efficacy compared to the control in reducing parent-reported mania 

symptoms. Youth in CFF-CBT exhibited significantly lower mania symptoms after 

treatment. By follow-up, groups did not differ significantly in mania symptoms, but only 

youth in CFF-CBT achieved below-threshold clinical symptoms. Thus, although the groups' 

mania symptom trajectories did not significantly differ over the course of the study, there 

appears to be a strong treatment effect for CFF-CBT, as group differences were significant 

at posttreatment and only those in CFF-CBT had sub-clinical mania symptoms at follow-up. 

It is important to note that the youth in CFF-CBT began treatment with significantly lower 

mania symptoms, which may have influenced their positive outcomes relative to the control 

group by posttreatment and follow-up.

Youth in CFF-CBT also experienced significantly reduced parent-reported depression 

symptoms at posttreatment and a steeper symptom response trajectory across the entire 

study period. For clinician-rated depression symptoms, however, groups did not differ at 

post-treatment or across the follow-up period. The lack of findings for clinician-reported 

depressive symptoms relative to parent-report is interesting. It is likely that parents are more 

sensitive to smaller changes in depressive symptoms over time as compared to a blinded 

rater with limited data to contextualize the child’s current symptom experience. In addition, 

findings may reflect rater “noise” due to multiple blind raters rating each case over time; 

unfortunately, we did not have a sufficiently powered sample to add a rater term to analytic 

models to further investigate these effects. Alternatively, because parents were involved in 

the treatment and not blind to condition, their reports may have been biased towards an 

overestimate of change in the CFF-CBT condition.

Youth in CFF-CBT also demonstrated improved global functioning compared to youth in 

the control condition across treatment, with pronounced differences in psychosocial 

functioning by follow-up. This suggests that psychosocial functioning may improve 

gradually yet steadily as treatment effects are internalized and consolidated, in contrast to 

the acute improvement observed in symptoms. Importantly, youth in CFF-CBT achieved a 

rating level by the follow-up that suggested these youth were functioning well at home and 

school, had meaningful social relationships, and any behavioral problems were sporadic or 

isolated. This finding was in contrast to youth in the control condition, whose levels of 

global functioning indicated moderate impairment in most social domains. Additionally, 

findings indicated a steeper trajectory of improvement for overall bipolar symptom severity 
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in the CFF-CBT group versus control that approached significance. Marginally significant 

effects may be driven, in part, by measurement issues given the constricted range on the 

CGI-BP (i.e., a seven-point rating scale); thus, statistical models that better account for this 

scaling may be considered with a larger sample.

Overall, findings suggest that CFF-CBT is superior to psychotherapy as usual (even when 

enhanced via brief PBD training) in addressing symptoms and functional impairment in 

PBD. Results are consistent with extant studies involving youth with mood disorders more 

broadly and adolescents with BD indicating that targeted evidence-based treatment for PBD 

may optimize outcomes for these families 53. These results are also consistent with findings 

from randomized trials of adults with BD, which have found that adaptations of CBT, 

family-focused therapy (FFT), group psychoeducation, IPSRT, and systematic care 

management programs can be effective in hastening stabilization, delaying relapses, 

reducing symptom severity over time, or enhancing psychosocial and family functioning 54. 

Interestingly, findings from the largest RCT of psychosocial treatment for adult BD 55 to 

date, which support the efficacy of intensive psychotherapy (CBT, FFT, or IPSRT) relative 

to a 3-session control intervention (collaborative care), correspond to only a small effect size 

estimate for intensive psychotherapy over control in recovery rates. In the current study, we 

found medium/large effect sizes for CFF-CBT compared to a more intensive dose-matched, 

psychotherapy-as-usual control, suggesting that CFF-CBT may contribute unique and 

powerful content relative to usual care.

Strengths of this study include a novel treatment model, rigorous RCT design, a sample size 

adequately powered for primary analyses, well-validated assessment instruments and 

outcome measures, and a diverse and clinically representative sample of youth with PBD. 

One of the most significant strengths of the study is the use of an active, dose-matched, 

psychotherapy control condition delivered in the same competitive academic medical 

setting, thus delivering a powerful test of our manual-based treatment model for PBD. 

However, findings from this study must be interpreted in the context of study limitations. 

First, there was greater core treatment completion in CFF-CBT versus the control group. 

Although this finding is important for feasibility and acceptability, it limited the ability for 

equivalent measurement across conditions. The drop-out rate in the control group was 

consistent with that of our university psychiatry clinic, which serves an inner-city, low SES 

patient population; potential factors specifically related to treatment assignment may include 

logistical and emotional barriers not addressed well in treatment, and disappointment in 

receiving the control condition. Second, and related, participants were not blind to treatment 

condition. Although the study protocol enhanced perceived equipoise by emphasizing CFF-

CBT as experimental, presenting the control condition as standard-of-care child and family 

treatment, using language and tone that expressed equivalency, and communicating the 

importance of engagement and participation to all participants during the consent process, 

treatment expectancy may have affected engagement and outcomes. This weakness was 

minimized by the use of clinician raters blinded to treatment condition. Third, while the use 

of blinded clinician raters is considered a design strength, their accuracy may have been 

hindered by the fact that they had no other interaction with the patients and were unable to 

assess the overall context of the participants’ symptom experiences over time. Fourth, youth 

in the control condition exhibited significantly higher mania symptoms at baseline than 
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youth in CFF-CBT. Although we controlled for this difference in analyses, it still indicates 

that the two groups were not entirely equivalent in terms of clinical characteristics at 

baseline. Fifth, the primary outcome of mania symptoms was measured by parent report 

only. This decision was made based on the fact that the CMRS has demonstrated excellent 

psychometric properties 42, 44 and parent reports of mania are considered most accurate 56. 

In addition, our own clinical experience with these two measures suggests that the CMRS 

contributes more comprehensive, nuanced, and contextualized data on mania symptoms, 

while the YMRS demonstrates limited range and restricted variability in our patient 

population. However, a multiple-informant approach would have strengthened outcome 

measurement for mania. Sixth, while medication changes were captured in the measurement 

plan and did not differ by condition, it is possible that unmeasured medication effects might 

explain symptom improvement for some study participants. Finally, the interpretation of 

findings from the overall treatment trajectory (core treatment phase and follow-up together) 

is hindered by the large amount of attrition during the follow-up phase (n=29 dropped out 

prior to the 6 month follow-up). For this reason, posttreatment (treatment effect) was our 

primary outcome point, and results for the full 9-month trajectory (i.e., treatment × time 

effect) are regarded as exploratory.

Despite these limitations, this study makes an important contribution to the literature in 

providing rigorous evidence for a novel family-based psychosocial treatment model for 

children with PBD, a difficult-to-treat population for whom there are few, if any, effective 

evidence-based treatments. CFF-CBT proved efficacious compared to psychotherapy-as-

usual in this study. Additional strengths with regard to future dissemination may include its 

short duration (12 weeks), efficient training model (3-hour workshop plus initial 

supervision), and the ability to engage difficult-to-treat families (e.g., severe symptoms; 

urban, low-SES clinic population with significant barriers to treatment). Future studies may 

establish whether CFF-CBT can be transported successfully to community settings and 

factors (e.g., training, organizational context) related to its successful implementation. In 

addition, we hope to examine potential moderators of treatment response, such as baseline 

family functioning, that can inform more individualized treatment approaches. Finally, we 

plan to explore potential treatment mechanisms, such as improved parental wellbeing and 

efficacy, and to incorporate novel neurobiological measures of treatment response that 

approximate these changes at the brain level (e.g., changes in neural circuitry related to 

arousal and emotional processing) to inform specific treatment targets.

Clinical Guidance

• The psychosocial impairments and morbid consequences associated with PBD, 

along with limited efficacy of medication to address broad domains of functioning, 

has led to consensus that psychosocial intervention is a necessary component of 

treatment for PBD.

• Children with BD may benefit from structured manual-based treatment specialized 

for PBD. In this trial, CFF-CBT demonstrated efficacy versus dose-matched 

control treatment for improving symptoms of PBD as well as global psychosocial 

functioning. CFF-CBT is a 12-session manualized therapy that focuses on 

improving the key domains of difficulty associated with PBD, including affect 
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regulation, self-efficacy, social/family functioning, and youth/parent coping with 

the disorder.

• CFF-CBT was feasible to implement even with minimal initial training and non-

expert clinicians, thus demonstrating promise for dissemination into community 

practice settings.

• Future studies may be able to determine the specific factors associated with 

positive treatment outcomes in PBD.

Supplementary Material

Refer to Web version on PubMed Central for supplementary material.
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Figure 1. 
Consolidated Standards of Reporting Trials (CONSORT) Diagram. Note: CFF-CBT = 

Child- and Family-Focused Cognitive Behavioral Therapy; TAU = treatment as usual.
a did not receive all 12 sessions of treatment.
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Figure 2. 
Estimated symptom scores – mania (Child Mania Rating Scale [CMRS]), upper portion and 

depression (Child Bipolar Depression Rating Scale [CBDRS]), lower portion – over time 

(weeks) by treatment condition. Note: red line reflects the clinical cutoff on the CMRS. Bsl 

= baseline; CFF-CBT = Child- and Family-Focused Cognitive Behavioral Therapy.
aReflects significant posttreatment differences (treatment effect).
breflects significant differences in overall trajectory (treatment × time effect).
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Figure 3. 
Estimated global psychosocial functioning (Children’s Global Assessment Scale [CGAS]) 

over time (weeks) by treatment condition. Note: Bsl=Baseline; CFF-CBT=Child- and 

Family-Focused Cognitive Behavioral Therapy.
areflects significant differences in overall trajectory (treatment × time effect).
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Table 1

Baseline Demographics and Clinical Characteristics of Youth Assigned to the Child- and Family-Focused 

Cognitive Behavioral Therapy (CFF-CBT) and Control

CFF-CBT (n = 34) Control (n =
35)

Variable M SD M SD

Age 9.26 1.93 9.11 1.25

Young Mania Rating Scale 13.21 5.01 13.20 5.70

Child Mania Rating Scale* 19.82 8.59 26.82 11.18

Children’s Depression Rating Scale 42.26 12.47 40.71 10.65

Children’s Bipolar Depression Rating Scale 17.92 9.72 20.59 10.59

Clinical Global Impressions Scale-Severity 4.06 0.67 4.12 0.48

Children’s Global Assessment Scale 50.50 5.87 48.74 4.86

Medication Doses Missed Past Week 0.93 1.52 0.72 1.05

n % n %

Female Sex 16 47 13 37

Ethnicity

  Caucasian 18 53 18 52

  African American 11 32 10 29

  Hispanic 4 12 3 8

  American Indian or Alaskan 0 0 3 8

  Native American or Pacific Islander 0 0 1 3

  Other 1 3 0 0

Family Income (<50,000/year) 12 43 12 39

Living Situation (single parent home) 12 38 13 39

Primary Diagnosis

  BP I 8 24 14 40

  BP II 2 6 2 6

  BP NOS 24 70 19 54

Index Mood Episode

  Manic 8 23 8 24

  Hypomanic 1 3 2 6

  Mixed 9 27 12 37

  Depressed 6 18 5 15

  Remitted 10 29 6 18

Co-morbid Disorders

  Anxiety Disorder 13 39 8 27

  ADHD 22 65 31 89

  ODD 20 61 22 63

  CD 3 9 3 9
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Note: ADHD = attention-deficit/hyperactivity disorder; BP = bipolar disorder (I, II, and not otherwise specified [NOS]); CD = conduct disorder; 
ODD = oppositional defiant disorder.

*
Denotes group differences, p < .05 on t-test or chi-square analyses.
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