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Abstract

Objectives—Family members of patients with bipolar disorder experience high rates of
subjective and objective burden which place them at risk for adverse physical health and mental
health outcomes. We present preliminary efficacy data from a novel variation of Family Focused
Treatment [Miklowitz DJ. Bipolar Disorder: A Family-Focused Treatment Approach (2" ed.).
New York: The Guilford Press, 2008] that aimed to reduce symptoms of bipolar disorder by
working with caregivers to enhance iliness management skills and self-care.

Methods—The primary family caregivers of 46 patients with bipolar I (n = 40) or Il (n = 6)
disorder, diagnosed by the Structured Clinical Interview for DSM-IV Axis | Disorders, were
assigned randomly to receive either: (i) a 12-15-session family-focused, cognitive-behavioral
intervention designed to provide the caregiver with skills for managing the relative’s illness,
attaining self-care goals, and reducing strain, depression, and health risk behavior [Family-
Focused Treatment-Health Promoting Intervention (FFT-HPI)]; or (ii) an 8-12-session health
education (HE) intervention delivered via videotapes. We assessed patients pre- and post-
treatment on levels of depression and mania and caregivers on levels of burden, health behavior,
and coping.

Results—Randomization to FFT-HPI was associated with significant decreases in caregiver
depressive symptoms and health risk behavior. Greater reductions in depressive symptoms among
patients were also observed in the FFT-HPI group. Reduction in patients’ depression was partially
mediated by reductions in caregivers’ depression levels. Decreases in caregivers’ depression were
partially mediated by reductions in caregivers’ levels of avoidance coping.

Conclusions—Families coping with bipolar disorder may benefit from family interventions as a
result of changes in the caregivers’ ability to manage stress and regulate their moods, even when
the patient is not available for treatment.
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Bipolar disorder affects the family members of a patient and is affected by the family
environments associated with caregiving. From 89% to 91% of family members report
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feelings of emotional distress (i.e., ‘subjective burden’) in relation to the severity of the
patient’s illness symptoms (1,2); between 24% and 38% score above the standard cutoffs on
self-report measures of depressive symptoms (2). Patient suicidal ideation and behavior in
particular have been associated with increased symptoms of caregiver depression (3). For
family members with their own history of mood disorders, caregiving more than doubles the
risk of recurrence of an episode of major depression in the caregiver compared to the risk of
recurrence among persons with a history of mood disorder but without caregiving
responsibilities (4).

Recent studies suggest that subjective burden and/or depression also compromise
caregivers’ ability to effectively manage the demands associated with caregiving, which in
turn leads to less favorable patient outcomes. Higher levels of caregiver burden are
associated with more emotion-focused coping and/or lower mastery among caregivers (5-7)
and with poorer patient medication adherence and clinical outcomes among patients (8,9).
Highly burdened family members are also less likely to practice adequate self-care and to
suffer adverse effects on their physical health (2,10,11), further compromising their
resilience and readiness to manage acute or subacute problems with the relative with bipolar
disorder.

The widespread dissemination of education and support groups for family members alone
(i.e., without the patient), such as the Family to Family Program developed by the National
Alliance on Mental Iliness (NAMI) (12) and the Support and Family Education Program
(SAFE) (13), attests to the family’s interest in psychosocial interventions for bipolar
disorder and other major mental disorders. However, programs developed for family
members have seldom evaluated the impact of such programs on patient as well as family
outcomes, leaving unanswered the important question of whether interventions with family
members alone can benefit the patient as well. We developed a Family-Focused Treatment-
Health Promoting Intervention (FFT-HPI), a brief (12-15 session), manualized,
psychoeducational intervention for family members of patients with bipolar disorder which
aims to provide the caregiver with enhanced skills for managing the relative’s illness,
defining self-care goals and resolving barriers to patient care and self-care through
education, examination of core beliefs that maintain dysfunctional interaction patterns, and
problem solving. FFT-HPI targets both patient symptoms and caregiver health behavior
(e.g., seeking appropriate medical care and following recommendations) and mental health
outcomes. The main purpose of this study was to evaluate the efficacy of FFT-HPI in an
initial clinical trial where family members were randomized to receive either FFT-HPI or
education about bipolar disorder and health problems that are common among caregivers.
Primary outcome variables for caregivers were depressive symptoms and health behavior.
Primary outcome measures for the patient were symptoms of bipolar depression and mania.

First, we hypothesized that caregivers treated with FFT-HPI would demonstrate decreased
depressive symptoms and subjective burden and improved health behavior from pre- to post-
treatment compared to caregivers treated with a health education intervention (HE). Second,
we hypothesized that the patients with bipolar disorder associated with caregivers treated
with FFT-HPI would report reduced symptoms of bipolar disorder post-treatment relative to
the patients of caregiver treated with HE.

Recently, Miklowitz and Scott (14) identified “the lack of clarity about the mediators of
outcome” as a key weakness in the psychotherapy literature on change. Therefore, a
secondary aim was to identify potential mediators of patient and caregiver outcomes. We
predicted that the hypothesized differential reduction in patient symptoms between treatment
groups would be mediated by changes in caregivers’ levels of depression. Secondarily,
based on prior studies of caregiving and depression, we predicted that clinical improvement

Bipolar Disord. Author manuscript; available in PMC 2011 September 1.



1duasnuey Joyiny vd-HIN 1duasnuey Joyiny vd-HIN

1duasnuey Joyiny vd-HIN

Perlick et al.

Page 3

in the caregiver would be mediated by reductions in avoidance coping, a form of emotion-
focused coping characterized by denial, wishful thinking, and displays of emotion (5).

Patients and methods

Participants

Caregiver participants were recruited from the Mount Sinai Outpatient Mental Health Clinic,
New York, NY (n =5), from the Bronx Veterans Affairs Medical Center, Bronx, NY (n =
2), and from the Mood Disorders Support Group of New York (MDSG), New York, NY (n
= 36). At the mental health facilities clinicians referred the bipolar disorder relatives of
eligible caregivers to the study team. Caregivers were recruited at the MDSG directly via
fliers, referral from group leaders, or through a brief presentation by study staff at weekly
“Family and Friends” support group meetings. Interested caregivers from all sources were
consented and screened for eligibility. To be eligible, caregivers had to be age 18 or older
and to be the primary caregiver of a relative diagnosed with bipolar I or 11 disorder based on
the Structured Clinical Interview for DSM-1V Axis | Disorders (SCID) (15) who consented
to the study. The primary caregiver met at least three (two for nonrelatives) of five criteria
established by Pollak and Perlick (16): (i) is a spouse or parent; (ii) has more frequent
contact than any other caregiver; (iii) helps to support the patient financially; (iv) is
contacted by treatment staff for emergencies; (v) has been involved in the patient’s
treatment.

Caregivers also had to demonstrate current physical and mental health problems, defined as
scoring positive for at least one health risk behavior on the Health Risk Behavior Scale
(HRB) (17) and either scoring > 10 on the Center for Epidemiological Studies for
Depression Scale (18) or scoring positive on > 4 burden areas on the Social Behavior
Assessment Schedule (SBAS) (19). Of 50 caregivers referred, 40 (80%) of 50 caregivers
referred from the MDSG and 10 (38.4%) of 26 caregivers referred from the mental health
facilities (71.4% of the caregivers of consenting patients) agreed to participate. Of these,
four were determined to be ineligible: three did not meet criteria for health risk behavior,
and one caregiver’s relative did not meet diagnostic criteria on the SCID. Twelve (46%)
patients from the mental health facilities and none from the MDSG refused participation.

A total of 46 caregivers met inclusion criteria, gave consent, and were randomized to receive
12-15 sessions of FFT-HPI or 8-12 sessions of HE using a random numbers table where all
even numbers were assigned to FFT-HPI and odd numbers were assigned to HE. The
randomization was performed by a research assistant not connected to the present study who
put treatment assignments into sealed envelopes numbered sequentially. The envelopes were
then opened by the project director in the weekly research meeting immediately following
completion of each pretreatment assessment. The small number of subjects did not allow for
a blocking/stratification procedure. Parents of young adults who were equally involved in
caregiving were randomized as one unit. Three parental couples were randomized to HPI
and one to HE; 25 caregivers were assigned to FFT-HPI and 21 were assigned to HE.

Patient and caregiver measures

Patients and caregivers were assessed by trained research assistants prior to randomization
so that both the assessor and the participants were blind to treatment assignment during
administration of the initial assessment. All patient assessments were performed by
master’s-level clinical doctoral students. Participants were reassessed immediately post-
treatment and six months post-treatment on all measures described below. Post-test
assessments were performed by an independent evaluator from a separate location who was
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kept blind to treatment condition. This initial report focuses on change observed over the
course of treatment; data on maintenance of treatment effects will be reported separately.

Assessment instruments—The patient’s lifetime diagnosis of bipolar disorder and
current episode status were confirmed using the mood and psychosis modules from the
SCID (15). Current symptom level was assessed using the Hamilton Rating Scale for
Depression (HAM-D) (20) and the Young Mania Rating Scale (YMRS) (21). Internal
consistency reliability in the present study was 0.849 for the HAM-D and 0.852 for the
YMRS.

The caregiver’s lifetime diagnosis and current episode status were evaluated by the Mini
International Neuropsychiatric Interview version (MINI Plus version 5.0) (22), a
semistructured interview designed to identify current major Axis | disorders. The Center for
Epidemiological Studies of Depression Scale (CES-D) (18), a self-report measure of
depressive symptoms, was used to screen caregivers for symptomatic distress for inclusion.
Caregiver depression was evaluated pre- and post-treatment by the Quick Inventory of
Depressive Symptomatology (QIDS-C) (23). The QIDS is a 16-item index of severity of
depressive symptoms which has high internal consistency (Cronbach’s alpha = 0.86) and
correlates highly with the 30-item Inventory of Depressive Symptoms (0.96) and the 24-item
HAM-D (0.84). Each of the two master’s-level clinicians administered the first three
diagnostic and clinical symptom scales together with the first author (DAP): both clinicians’
diagnostic interview ratings corresponded 100% with DAP’s, and clinical symptom scales
differed from DAP’s by no more than one point.

The HRB, a nine-item assessment of behavioral health risks of caregiving, (e.g., eating less
than three meals a day, not getting enough rest, forgetting to take medications, missing
doctor’s appointments), was used to evaluate caregiver health behavior. The HRB correlates
with perceptions of general health (24) and demonstrated adequate internal consistency
reliability in the present study (Cronbach’s alpha = 0.78).

The SBAS, a semistructured interview, was used to assess caregivers’ experience of
objective and subjective burden over the six months prior to study (pretreatment assessment)
and during the course of treatment (post-treatment assessment) in three domains: patient
problem behaviors (e.g., violence, unpredictability); patient role dysfunction at work and at
home; and adverse effects on others (the impact of the illness on the caregiver’s work,
social, and leisure time). In judging objective burden, caregivers were asked to rate the
degree to which each problem was present on a scale of 0 (none), 1 (moderate), or 2
(severe). In judging subjective burden, they rated the degree of distress they experienced as
a result of each item previously rated as objectively present, using the same scale. When
objective burden was coded as 0, the corresponding item on the subjective scale was also
coded as 0. The total subjective burden score across 56 items (Cronbach’s alpha = 0.88) was
used to evaluate the study hypotheses as this represented the purer measure of perceived
strain.

Avoidance coping was measured using six items from the Ways of Coping Questionnaire
(25) as adapted by Scazufca and Kuipers (5) and MacCarthy and Brown (26). Examples of
avoidance coping are “avoided other people” and “tried to take my mind off things by
smoking, drinking, or taking pills.” Caregivers rated the degree to which they employed
each strategy in response to the most stressful situation with the patient in the last month on
a scale of 1 (never) to 5 (all the time). Responses were summed across items to generate an
overall index ranging from 6 to 36.
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FFT treatment

FFT-HPI combined education about optimal management of bipolar disorder (27) with
examination of the caregiver’s automatic thoughts, feelings, and core beliefs about
caregiving that sustain symptoms of depression and anxiety and interfere with efforts to seek
social support, engage in pleasurable activities outside the home, and practice adequate
medical and self-care. By helping family members define appropriate levels of support and
monitoring relative to the patient’s mental status, the intervention not only honed
management skills but helped the caregiver to define realistic expectations for the patient
and accept the limitations imposed by his/her illness, while simultaneously supporting more
autonomous functioning for the caregiver.

The intervention consisted of two phases. In Phase I: Psychoeducation and Goal Setting
(Sessions 1- 4), the therapist covered basic material on the etiology of bipolar disorder,
treatment and medication adherence, relapse prevention, sleep and daily routines, stress and
emotion regulation, and effective communication strategies, as described by Miklowitz (27).
Caregivers were provided with an educational video and reading materials to facilitate
education. In addition, the therapist reviewed the caregiver’s assessment with him/her
collaboratively and used it to help generate self-care goals. Four goals were set for each
caregiver: (i) an interpersonal goal that aimed to improve one or more problematic aspect of
the caregiver’s relationship with the patient (e.g., checking on or doing things for the patient
to excess), (ii) an emotional/symptoms goal which aimed to reduce the caregiver’s distress,
experienced in symptoms of depression, anxiety, and/or subjective burden; and (iii) and (iv)
two self-care goals aimed at promoting greater physical and emotional health and well-being
(e.g., weight control, exercise, expanding support network, routine medical tests).

In Phase II: Behavioral Analysis of Self-care Barriers (Sessions 5-15), the therapist used
cognitive-behavioral therapy (CBT) and problem-solving strategies to identify situations
where objective caregiving demands and/or subjective strain and associated cognitions (i.e.,
self-care barriers) interfered with the practice of illness management and self-care goals and
to facilitate adoption of alternate, health-promoting responses. Based on a collaborative
discussion that integrated salient findings from the assessment (e.g., depression score) with
the caregivers’ perceptions of what might make it difficult to achieve their goals, each
caregiver was assigned to one of four modules designed to address common barriers to self-
care: (i) support diversification, which focused on broadening the patient and caregiver
support networks and increasing patient self-reliance; (ii) conflict resolution, which utilized
problem-solving and communication skills training and included an optional 1- 3 sessions
with the relative with bipolar disorder; (iii) efficacy and expectations, which challenged
depressogenic cognitions and used positive self-statements, exercise, and sleep hygiene to
reduce depressive symptoms and increase caregiver self-efficacy; and (iv) a blend of 1-3. A
summary of the major therapeutic tasks and strategies throughout the treatment is provided
in Table 1 (treatment manual available upon request). The treatment was delivered by two
experienced clinicians trained in FFT and CBT (DAP and NL) and was supported by weekly
peer supervision and monthly supervision with DJM. Sessions were delivered on a weekly
basis and were 45 minutes in duration. Randomly selected treatment tapes were rated by two
independent raters using an adaptation of Weisman et al.’s Treatment Competence and
Adherence Scales (28). Of 10 sessions rated by two raters, 90% (18/20) were rated at or
above a preselected adherence threshold. Agreement between the two raters was good
(kappa = 0.91).

Health education intervention—The HE comparison treatment adopted a didactic

approach to informing family members about health problems and concerns that have been
identified in the literature as common among and/or relevant to caregivers. Information was
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delivered via professionally produced DVDs on topics ranging from depression to heart
disease to chronic pain. Initially, participants viewed a DVD that provided education about
bipolar disorder. Next, they viewed a core set of eight 20—25-minute tapes (one per session)
describing the most common health problems experienced by caregivers (based on prior
studies), and then selected up to four additional tapes of their own choice. All tapes were
facilitated by a clinical research associate, who stopped each tape at standardized, logical
break points to review and ensure that the caregiver understood the information, but
refrained from discussion of the material or the caregiver’s own situation.

Data analysis

Results

All 43 participants who began Phase Il of the treatment completed the treatment and the
post-treatment assessment. All principal analyses were conducted based on the intention-to-
treat principle using all available data for analysis. First, the treatment and control groups
were compared on pretreatment sociodemographic and clinical characteristics using t-tests
and X2 or Fisher’s exact tests. Next, mixed effects linear regression models with random
subject effects were used to evaluate the effect of treatment group on each of the four
outcome variables (caregiver depressive symptoms and health risk behaviors and patient
depressive and manic/hypomanic symptoms), and on hypothesized mediating variables
(subjective burden and avoidance coping). Each variable measured at post-treatment was
regressed onto treatment group assignment, followed by the respective pretreatment value
for that variable. In an additional analysis, the model described above for patient depression
scores was computed again, adding the interaction between treatment group and change in
caregiver depression (pre- to post-treatment) scores as the final entry, in order to evaluate
the hypothesis that a differential reduction in patient depression between treatment groups
was greatest in the subgroup who showed more treatment-related changes in caregiver
depression (29).

We also conducted exploratory models evaluating level of caregiver avoidance coping as a
mediator of treatment-related changes in caregiver depression and health risk behavior, in
each case adding the interaction between group and the pre- to post-treatment change in the
hypothesized mediating variable after the baseline value of the dependent variable and group
variable had been entered. Since caregiver subjective burden was conceptualized as a
secondary outcome, it was not included in these analyses.

Sample characteristics

Of the 46 participants randomized to treatment, 1 FFT-HPI participant and 2 HE participants
dropped out after only 1-2 sessions (i.e., prior to Phase Il) and were not able to be followed.
However, all participants who began Phase Il of the treatment completed the treatment and
the post-treatment assessment and were included in all analyses, bringing the final sample to
24 FFT-HPI and 19 HE participants (N = 43). Participants in both conditions were seen
weekly for an average of 14.3 + 1.6 sessions over 4.7 + 1.1 months in FFT-HPl and 8.1 +
2.4 sessions in HE. All patients completed the minimum number of sessions (12 in FFT-HPI
and 8 in HE) except 1 FFT-HPI patient who completed 7 sessions and 1 HE patient who
completed 4. Table 2 displays the pretreatment sociodemographic and clinical characteristics
of the study sample. No significant differences between treatment groups were observed
prior to the onset of treatment on any of 14 caregiver and patient sociodemographic
variables or on 8 clinical characteristics.

Bipolar Disord. Author manuscript; available in PMC 2011 September 1.
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Patient and caregiver treatment outcomes

Table 3 summarizes the results of the analyses regressing the caregiver and patient outcome
variables [caregiver: QIDS, HRB, burden (SBAS); patient: HAM-D, YMRS] onto treatment
group assignment (FFT-HPI versus HE), controlling for pretreatment values. As
hypothesized, caregivers in the FFT-HPI intervention arm showed significant reductions in
depressive symptoms on the QIDS [F(1,41) = 4.64, p = 0.037] and in health risk behaviors
[F(1,41) =5.11, p = 0.029] relative to caregivers in the health education arm. The effect
sizes (ES) (Cohen’s d) for QIDS and HRB were 0.50 and 0.99, respectively. The group
effect for caregiver burden was also significant [F(1,41) = 7.51, p = 0.009], ES = 1.23.

When caregivers participated in FFT-HPI, the patients with bipolar disorder showed
significant decreases in depressive symptoms on the HAM-D relative to patients whose
caregivers participated in HE [F(1,39) = 5.44, p = 0.025], ES = 0.67. Patients whose
caregivers were treated with FFT-HPI also showed a significant reduction on the YMRS
relative to patients whose caregivers were treated with HE [F(1,39) = 4.66, p = 0.037],
though the ES (0.34) was not as large as that observed for the HAM-D.

Exploratory tests of mediational hypotheses

The interaction of group and change in caregiver QIDS score over the pre-/post-treatment
interval was significant in predicting changes in patients” HAM-D scores [F(1,37) = 4.25, p
= 0.011], and the increase in explanatory power with the inclusion of the interaction term
was also significant, increasing the amount of variance explained (R2) from 0.16 to 0.27 [FA
(1,37) =4.72, p = 0.036]. Figure 1 depicts the interaction between treatment group and
change in caregiver QIDS over the course of treatment. Examining this figure we see that in
the FFT-HPI condition, large reductions in caregiver depressive symptoms were associated
with large reductions in patient depression, whereas in the HE condition, there were little or
no reductions in HAM-D scores associated with higher changes in caregiver depression.
This finding indicates that the greater decrease in patient depressive symptoms observed in
FFT-HPI was mediated in part by changes in caregiver depression observed over the course
of treatment with FFT-HPI. More specifically, it indicates that participation in FFT-HPI was
associated with a greater decrease in depressive symptoms for those patients whose
caregivers experienced the greatest decreases in depressive symptoms. By contrast, the
interaction term for caregiver depression in the parallel model predicting patient YMRS
scores was not significant.

The interaction of group and change in caregivers’ avoidance coping over the course of
treatment was significant in predicting changes in caregivers’ QIDS scores [F =4.01, p =
0.014], and the change in R2, from 0.12 to 0.24, was also significant [FA(1,37) =5.82, p =
0.021], indicating that the greater decrease in depressive symptoms observed for caregivers
in the FFT-HPI arm was partially mediated by a decrease in caregivers’ avoidance coping.
Additionally, participation in FFT-HPI resulted in a greater decrease in depressive
symptoms for those caregivers who reported a greater decrease in avoidance coping. The
interaction term for change in avoidance coping in the parallel analysis conducted for health
risk behavior was not significant.

Discussion

This study examined the preliminary efficacy of an intervention for caregivers of patients
with bipolar disorder designed to improve both patient and caregiver mental health
outcomes and caregiver self-care compared to a standard health education intervention. As
hypothesized, caregivers treated with a psychoeducational and cognitive-behavioral
approach in the FFT-HPI condition experienced a significant reduction in depressive
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symptoms and improvement in health behaviors relative to caregivers who received
education alone. They also reported significant reductions in subjective burden associated
with the patients’ symptoms and role dysfunction over the course of treatment.

Importantly, the treatment gains in FFT-HPI were not limited to caregivers. As
hypothesized, the patients associated with caregivers in FFT-HPI showed a decrease in
symptoms of depression and mania relative to patients associated with caregivers receiving
health education. Moreover, the greater reduction in patients’ depressive symptoms
observed in the FFT-HPI condition was mediated in part by caregiver depressive symptoms.
These findings demonstrate that psychoeducation and focused cognitive work with
caregivers can also impact patients’ symptoms, even without the direct participation of the
patient in the intervention. Our findings are consistent with those of Reinares et al. (30), who
reported that a randomized trial of group psychoeducation for caregivers of patients with
bipolar disorder was associated with a significant reduction in the percentage of patients
with a recurrence of mania/hypomania as well as increased time to such an episode.

Prior studies have demonstrated that higher levels of caregiver burden are associated with an
increased likelihood that patients will have an earlier recurrence of bipolar illness (31,32).
Caregivers who are highly burdened and/or distressed may have diminished coping
resources and exercise less resilience in dealing with crises or exacerbations of the patient’s
illness. Caregivers with high levels of burden, psychological distress, and depression are
more likely to use avoidance or emotion-focused coping strategies, which are thought to
reflect the perception that the situation is unchangeable (6,10,33,34). In the present study,
the greater reduction in caregiver depression in the FFT-HPI group was mediated in part by
decreases in their avoidance coping. By equipping caregivers with practical advice on illness
management and challenging depressogenic cognitions, FFT-HPI may alter appraisal of the
potential for change in both the caregiver and the patient with bipolar disorder.

This study has certain limitations. First, because caregivers in FFT- HPI had roughly twice
the number of sessions as those in the HE condition, we cannot rule out the possibility that
the differences observed between treatment conditions may have been attributable to the
treatment dose, rather than to the different therapeutic strategies employed. However, our
findings that the greater reduction in patient depressive symptoms observed in FFT-HPI was
mediated by a greater decrease in caregiver depressive symptoms, which was in turn
mediated by a reduction in avoidance coping, coupled with the exclusive provision of
customized illness management strategies in FFT-HPI suggest that the caregiver and patient
symptom reduction observed was related to specific strategies employed in FFT-HPI
targeting caregiver depression, coping, and illness management skills. Future studies should
equalize the dose between treatment conditions, however, to rule out this alternate
interpretation of the findings. We did not systematically record data on medication
prescriptions. While changes in medication regimen during the course of treatment might
account for decreases in patients” symptoms, physicians referring patients to the study were
blind to their caregivers’ treatment assignment and caregivers and patients recruited through
the support group were asked not to discuss their participation with the patients’ providers. It
therefore seems unlikely that changes in physician prescribing patterns account for the
study’s findings.

Another limitation is the relative lack of ethnic diversity among participants: roughly three-
quarters of both caregivers and patients were Caucasian. In addition, the sample was skewed
towards the upper end of the socioeconomic distribution, limiting our ability to generalize
the study’s findings to people of lower socioeconomic classes and more diverse ethnic
backgrounds. Although one of the study therapists (NL) was fluent in Spanish, our ability to
recruit more Hispanic and socioeconomically disadvantaged caregivers was impacted by the
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relatively high refusal rate of patients from the mental health (versus support group) settings.
Difficulties in engaging families in educational programs in mental health settings have been
well documented (e.g., 35). Our relatively high success rate in recruiting participants
through the support group, where the initial contact was with the family member, suggests
that participation in family programs in mental health settings may be enhanced by
incorporating programs from support and advocacy groups such as the Depression and
Bipolar Support Alliance and NAMI into the roster of services offered in mental health
settings.

The study was designed as a pilot randomized clinical trial and as such is limited in sample
size. This in turn limited the range of outcome variables that could be evaluated. A key
question in evaluating the effectiveness of a psychosocial intervention is whether
improvement in symptoms translates into improvement in functional status. Miklowitz et al.
(36) found that intensive psychosocial intervention with patients with bipolar disorder, seen
alone or with family members, plus pharmacotherapy resulted in improved patient
functional outcomes relative to brief psychoeducation. The potential to achieve comparable
results working with the caregiver alone is an important research question with direct
relevance to clinical care that must await future studies. Other questions of interest for future
studies include identification of potential moderators of treatment response that could be
used to personalize treatment. For example, studies have demonstrated differences between
parents and spousal caregivers in their emotional behavior toward their relative with mental
ilness; i.e., parents of patients with bipolar disorder exhibit higher levels of emotional
overinvolvement than do spouses (e.g., 37). Emotional overinvolvement has been associated
with avoidance coping (5) but also with high levels of warmth (38), and a lower risk of Axis
I psychopathology among caregivers of patients with bipolar disorder (37), suggesting that
parents may be better equipped than spouses to benefit from FFT-HPI, which emphasizes
the caregiver defining separate self-care goals as well as illness management goals for the
patient. However, this study was not statistically powered to examine treatment moderators
such as whether parental caregivers and/or caregivers of more chronically ill patients
responded better to FFT-HPI than spousal caregivers or caregivers of first- or second-
episode patients. Future research should examine focused hypotheses about treatment
moderators in larger samples. Future studies might also help further elucidate mediators of
the treatment effect for patients by incorporating measures of medication adherence and/or
of the emotional relationship between patient and caregiver.

The potential public health significance of an intervention that improves clinical symptoms
of patients with bipolar disorder through working with their caregivers can be evaluated by
examining statistics on service use of these patients. Data from the National Comorbidity
Study Replication (39) indicate that only one-third (33.8%) of patients with bipolar disorder
utilized any outpatient mental health service in a 12-month period, and of these, only half
(47.7-49.8%) attended often or systematically enough to receive “minimally adequate
treatment” according to official treatment guidelines for bipolar disorder (40). Similarly,
despite the availability of effective family interventions for bipolar disorder (12,13), studies
have shown that such family psychoeducation is rarely practiced in the public sector (41).
Even when patients seek treatment, they are frequently nonadherent with the prescribed
medication regimens (42), with adherence rates ranging from 23% to 68% (9).

From this perspective, FFT-HPI offers a viable alternative for treating patients with bipolar
disorder when concerned family members are available for treatment but the patient is not.
Further, as the patient’s symptoms stabilize with caregiver intervention, he/she may become
available for family and/or individual psychosocial treatment at a later date.
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Fig. 1.

Changes in patients’ depressive symptoms (HAM-D) over the course of the caregivers’
treatment with Family-Focused Treatment-Health Promoting Intervention (FFT-HPI) or
health education (HE) as a function of the reduction in caregivers’ depression scores.
Caregivers are grouped according to whether they showed reductions in depression scores
above or below the sample median of 3.0. The interaction of treatment group with change in
caregiver depression score (QIDS) from pre- to post-treatment was a significant predictor of
patient HAM-D post-treatment [F(1,37) = 4.82, p = 0.011] after controlling for level of
patients’ depression scores (HAM-D) during the pretreatment period.

aCaregiver depression reduction score > median (n = 12).

bCaregiver depression reduction score > median (n = 9).

CCaregiver depression reduction score < median (n = 12).

dCaregiver depression reduction score < median (n = 10).
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Table 1

Therapeutic tasks for Family-Focused Treatment-Health Promoting Intervention sessions

Phase I: Psychoeducation and goal setting

Session 1

Session 2

Session 3

Session 4

Set treatment contract: engage caregiver around dual focus of illness management and self-care.

Interactive psychoeducation about bipolar disorder (symptoms, course of illness, etiology, treatment, relapse prevention) and
caregiving strain and associated health risks.

Homework: DVD on bipolar disorder.

Behavioral analysis of illness management problems and impact on caregiver.
Normalize difficulties.

Set illness management goals.

Continue psychoeducation focusing on illness management.

Homework: Thought diary focused on stressful interactions with patient.

Evaluation of caregiver stress reactions, coping strategies, symptoms (anxiety, depression).
Set stress and/or symptom reduction goals.
Continue psychoeducation focusing on caregiving strain, health risks.

Homework: Thought diary focused on stressful interactions with patient. Stress reduction tools as needed.

Evaluation of caregiver health behavior/problems.
Set health promotion goals.
Fine-tune illness management, stress reduction goals.

Homework: Thought diary focused on stressful interactions with patient. Stress reduction tools as needed.

Phase I1: Behavioral analysis of barriers to patient illness management, self-care

Session 5

Define and identify barriers to goal attainment, self-care.
Select one or more self-care modules (support diversification, conflict resolution, efficacy, and expectations).
Establish initial self-care plan selecting attainable goal(s).

Homework: Self-care plan diary includes identification of barriers if goals not met. Stress reduction tools as needed.

Sessions 6-15

Facilitate attainment of illness management, stress/symptom, and health goals by identifying and addressing self-care barriers using
cognitive-behavioral therapy and problem-solving strategies as specified in modules.

Revise self-care plan to reflect goal attainment, establish new plans to implement goals.

Homework: Self-care plan diary. Stress reduction tools as needed.
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