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Objective: We have previously reported that our
combined individual and family cognitive-behavioral
therapy (CBT) relapse prevention therapy (RPT) was ef-
fective in reducing relapse rates compared to treatment as
usual (TAU) within a specialist program for young, first-
episode psychosis patients who had reached remission
on positive symptoms. Here, we report the outcomes for
family participants of DSM-IV-diagnosed first-episode
psychosis patients recruited between November 2003
and May 2005 over a 2.5-year follow-up period. The pri-
mary hypothesis was that, compared to family members
receiving TAU, family participants who received RPT
would have significantly improved appraisals of stressors
related to caregiving. Secondary hypotheses were that
RPT would be associated with reduced expressed emo-
tion and improved psychological distress.

Method: Family members were assessed at baseline
and at 7-month, 12-month, 18-month, 24-month, and
30-month follow-up on appraisal of caregiving, expressed
emotion, and psychological distress using the Experi-
ence of Caregiving Inventory, The Family Questionnaire,
and the General Health Questionnaire of 28 Items,
respectively. The family component of RPT was based
on family behavioral therapy for schizophrenia with a
specific focus on psychoeducation and CBT for relapse
prevention.

Results: Thirty-two families received RPT, and 31
families received TAU. There were significant group
effects for aspects of the appraisal of caregiving, includ-
ing negative symptoms, positive personal experiences,
and total positive score on the Experience of Caregiv-
ing Inventory. Time effects were evident for emotional
overinvolvement and for aspects of the appraisal of care-
giving. There were no significant effects for psychological
distress.

Conclusions: The relatives of patients who
received RPT perceived less stress related to their rela-
tive’s negative symptoms and an increase in perceived
opportunities to make a positive contribution to the care
of their relative compared to carers in the TAU condi-
tion. Cognitive-behavioral therapy for relapse prevention
showed promise in improving the experience of care-
giving for family members of first-episode psychosis
patients over a 2.5-year follow-up period.
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T he impacts upon family members caring for a relative
with schizophrenia are known to be multidimensional,
including the stress related to symptoms and behaviors of
their relative, grief, stigma associated with severe mental
disorder, the increased dependency of their relative upon
the family, and dealing with the limitations of mental health
services.' The transactional model of stress and coping® has
become a prominent model among researchers in this field.
According to this framework, carer stress is defined as a
product of the interaction between the carer’s appraisal of
the constellation of stressors associated with caregiving and
the carer’s coping resources.' This definition has addressed
some of the limitations in the operationalization of the con-
struct of carer “burden,” which required inferences to be
made in relation to the objective impact of the caregiver’s
role and which did not allow for both positive and negative
appraisals of the experience of caregiving to be measured.'

Compared to that experienced by carers with a relative
diagnosed with schizophrenia, little is known about the
stress experienced by families caring for a relative diagnosed
with first-episode psychosis (FEP).? Available research in-
dicates that, on average, FEP carers experience a moderate
level of psychological distress, and that they believe that the
illness significantly impacts upon their lives.** Family mem-
bers’ appraisal of the impact of their FEP relative’s disorder
has been shown to be a significant predictor of family dis-
tress but not objective ratings of their relative’s symptoms.*
Examples of negative carer appraisals in relation to their
relative’s behavior may include perceptions of recklessness
and inconsiderate and embarrassing behavior. Positive
appraisals include a perception that the family member has
contributed to his or her relative’s well-being.'

Studies in schizophrenia have shown that family inter-
ventions are effective in reducing family stress over 2-year
follow-up periods compared to standard care.® Studies
of the effectiveness of interventions designed specifically
for the stress related to caregiving for FEP families are
rare.” A program evaluation conducted by Addington and
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colleagues’ indicated that a specific FEP family program was
acceptable to 80% of families, and that carer psychological
well-being significantly improved over a 3-year follow-up
period. However, the study was limited by the lack of a
comparison group.

Expressed emotion (EE) has been another target of inter-
vention in family research in psychosis. Expressed emotion
is an empirically derived construct that entails 3 subtypes
of communication patterns within families: hostility, emo-
tional overinvolvement, and critical comments.*® Expressed
emotion is well known to be a predictor of relapse in chronic
psychosis,"” although the evidence is less clear-cut in early
psychosis."' ™"

Individual family interventions for high EE in FEP fami-
lies have been based upon the behavioral family therapy
tradition in schizophrenia,''® which has aimed to modify
the communication patterns of high-EE relatives toward the
patient. The typical components of these interventions have
included comprehensive communication skills training and
structured learning in the problem-solving model. In one
of the few empirical studies in FEP, Zhang and colleagues'
compared family-based interventions to standard outpatient
follow-up, showing positive outcomes in relation to admis-
sion rates over an 18-month follow-up period. On the other
hand, Linszen and colleagues'®"” compared their individual-
oriented psychosocial program with the addition of a family
intervention, which did not demonstrate additional benefits
in terms of relapse rates or EE over a 12-month or 5-year
follow-up period. Patients whose families received the fam-
ily intervention, however, spent significantly fewer months
in institutions for psychiatric patients compared with those
who received the comparison treatment.

However, all of the FEP family intervention studies
cited here share limitations associated with their comparison
control interventions, either because they did not include a
control comparison or because the control did not include
all of the core components of more contemporary early psy-
chosis programs, such as specialist FEP case management
or specific psychosocial interventions tailored to specific
phases of the disorder, such as FEP group programs.

The Episode II study”*** was the first trial to evaluate
the effectiveness of adding cognitive-behavioral therapy
(CBT) for relapse prevention to usual treatment provided
in accordance with contemporary guidelines for FEP. The
Episode II Relapse Prevention Therapy (RPT) included both
individual and family CBT components. The decision to
include a family therapy component within a relapse pre-
vention intervention was motivated by the aims of reducing
family stress and, in relevant cases, reducing high EE.>*

This Episode 1II trial provided an opportunity to exam-
ine the outcomes for families who received family CBT
compared to family participants who received treatment as
usual (TAU) within a specialist FEP program—The Early
Psychosis Prevention and Intervention Centre (EPPIC),
Melbourne, Australia, and Barwon Health, Victoria,
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Australia—which provides psychiatric services to a regional
and rural region outside of Melbourne. Furthermore, this
study recruited only patients who had reached remission on
positive symptoms of psychosis, which provided a unique
opportunity to examine the impact of a family intervention
upon family stress related to caregiving while controlling for
the severity of positive psychotic symptoms.

Previously, we have reported” interim findings pertain-
ing to the patient participants in the Episode II study, which
indicated that at 7-month follow-up, RPT was associated
with a significantly lower rate of relapse when compared to
TAU for FEP patients who had reached remission on posi-
tive symptoms. However, we have not previously reported
on the outcomes for family participants.

The aim of this article was to describe the outcomes for
family participants from the Episode II study. Our primary
hypothesis was that family members who received RPT
would have a significantly improved appraisal of stressors
related to caring for their relative at follow-up (7 months, 12
months, 18 months, 24 months, and 30 months) compared
to baseline and compared to family members receiving
TAU. Our secondary hypotheses were that family members
who received RPT would have significantly lower levels of
psychological distress and lower levels of EE at follow-up
over 2.5 years when compared to family members who had
access to TAU alone.

METHOD

Design

The Episode II trial comprised a randomized controlled
effectiveness trial and compared a combined family and
individual CBT for relapse prevention with TAU within
2 specialist FEP services, which included a high-quality
service informed by clinical practice guidelines for early
psychosis. The study included a total of 6 assessment time
points spanning a 2.5-year follow-up period after baseline.

Participants

We have previously described in detail the sample of FEP
patients.”! Patients from EPPIC and from Barwon Health
were recruited between November 2003 and May 2005.
Inclusion criteria were a diagnosis of a first episode of a
Diagnostic and Statistical Manual of Mental Disorders, Fourth
Edition (DSM-IV)* psychotic disorder; less than 6 months
of prior treatment with antipsychotic medications; age 15
to 25 years inclusive; and remission on positive symptoms
of psychosis. Remission was defined as 4 weeks or more of
scores of 3 (mild) or below on the subscale items hallucina-
tions, unusual thought content, conceptual disorganization,
and suspiciousness on the expanded version of the Brief
Psychiatric Rating Scale (BPRS).*>* Exclusion criteria were
ongoing active positive symptoms of psychosis; severe intel-
lectual disability (ie, IQ < 70); inability to converse in or read
English; and participation in previous CBT trials.
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The study was approved by the Northwestern Mental
Health and the Barwon Health Research and Ethics Com-
mittees. Eligible patients were invited to participate by the
project research assistant (RA) as soon as possible after they
reached remission on positive psychotic symptoms. Patients
provided additional optional consent for participation of
their family members. The participant nominated the family
member with whom they had the most frequent contact to
complete all of the family assessments. Family participants
provided verbal consent. All participants could withdraw
consent at any time.

After informed consent was obtained by the RA, baseline
measures were completed with the patient and his or her
family before the patient participant was randomly assigned
to the TAU or RPT group. If the patient was randomly
assigned to TAU, his or her family continued to receive
the usual available services for families with the programs,
which included individual family psychoeducation at both
sites. At EPPIC, group psychoeducation and family peer
support systems were also routinely offered as part of TAU.
If the patient was randomly assigned to RPT, his or her fam-
ily was allocated to the RPT family therapy with a trained
family therapist who was experienced in providing first-
episode family therapy (K.C.).

Random allocation was managed by the study statistician
(S.M.C.) using computer-generated random numbers. The
trial coordinator (D.W.), who was informed of the outcome
of randomization via e-mail and telephone, informed the
treating team and, in relevant cases, the research therapists
of the outcome. The statistician was not involved in any
way with either the assessments or the treatments. The RAs
(B.N., D.S.) were kept blind to treatment allocation via the
following mechanisms: (1) regular and frequent reminders
were sent to all clinical staff regarding the importance of the
blind; (2) the RA reminded participants of the importance
of the blind at the commencement of each research inter-
view; (3) the RA was excluded from all clinical discussions
regarding participants; and (4) the RA was forbidden from
reading participants’ medical records.

Treatments

Patients randomly assigned to TAU continued with
their routine treatment via the EPPIC program or Barwon
Health, which was coordinated via an outpatient case man-
ager and outpatient consultant psychiatrist, with access to
home-based treatment and a range of psychosocial inter-
ventions.”” These interventions included a group program,
family work, accommodation, and vocational services. The
model of case management comprised direct provision of
monitoring and psychosocial treatment by the appointed
case manager, and referral to additional treatment options
when indicated. Case managers were provided with orienta-
tion and training in guidelines for first-episode psychosis,
regular one-to-one supervision from a senior member of
the team, and a range of specialist first-episode resources,
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including psychosocial treatment manuals and audiovisual
materials. Case management was provided for a minimum
period of 18 months or for a longer period for patients
younger than 18 years of age. A case management manual
provided detailed guidelines for TAU.*® Further details of
TAU have been provided previously.”'

Patients randomly assigned to RPT were introduced to
their individual research therapist who additionally adopted
the role of outpatient case manager for the duration of their
treatment at EPPIC. All patients randomly assigned to RPT
continued their follow-up treatment with their outpatient
psychiatrist and had access to home-based treatment and
group interventions as indicated. The research therapists
functioned as fully integrated members of the EPPIC treat-
ment team and as visiting therapists to Barwon Health,
which allowed the effectiveness of RPT to be evaluated
within existing real-world clinical roles. Key differences
between TAU and RPT included the following: (1) the spe-
cific focus within individual and family sessions was based
on a shared understanding of the risk of relapse; (2) the
systematic and phased approach to relapse prevention was
established via a range of cognitive-behavioral interventions;
(3) the parallel individual and family sessions focused upon
relapse prevention; and (4) supervision specifically focused
upon relapse prevention. We have previously described the
manualized individual therapy.”

The family intervention, also manualized and provided
by a trained family therapist, was informed by cognitive-
behavioral family therapy for schizophrenia'>'® and family
interventions for FEP.'® The phases of family therapy were
(1) assessment and engagement; (2) assessment of family
communication; (3) burden and coping; (4) psychoeduca-
tion regarding relapse risk; and (5) a review of early warning
signs and documentation of a relapse prevention plan.
Intensive communication skills training and problem solving
were undertaken where indicated. The treatment manual is
available by request. The family therapist attended weekly
group supervision together with the 2 individual therapists
(conducted by clinical supervisors J.G. and D.W.), which
provided an opportunity to coordinate the interventions.

Fidelity to family therapy was managed via (1) a treat-
ment manual that detailed the intervention techniques used
throughout therapy and (2) feedback provided by the clini-
cal supervisor (J.G.) to the research family therapist (K.C.)
in weekly clinical supervision sessions.

Assessment Procedures

The full range of patient baseline and outcome measures
has been outlined elsewhere* —here, we detail the relevant
family participant measures and provide an overview of the
assessment procedures.

Face-to-face interviews were completed with family
participants at 6 time points: baseline (T1) and follow-up
at7(T2),12(T3),18(T4),24 (T5),and 30 (T6) months. The
Experience of Caregiving Inventory (ECI)' was included to
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assess appraisals of stressors related to caregiving. It was
specifically constructed to assess carers’ appraisals of a
broad range of aspects related to caring for a relative with
psychosis, in accordance with the transactional model
of stress. The ECI includes 66 items measuring 8 salient
negative areas of caregiving (difficult behaviors, negative
symptoms, stigma, problems with services, effects on the
family, need to provide back-up, dependency, and loss)
together with 2 areas of positive experiences (positive
personal experiences and positive aspects of the relation-
ship). For example, items related to the negative areas of
caregiving include “I feel unable to leave him home alone”
and “He is unreliable about doing things.” Items related to
the positive aspects of caregiving include “T have contrib-
uted to his well-being” and “T have discovered strengths in
myself” The negative subscales are combined to generate
a total scale.

Additional family measures included a brief self-report
estimate of EE via the Family Questionnaire (FQ), which
has been shown to have adequate concurrent validity in
relation to the Camberwell Family Interview (CFI).*>*
Specifically, the authors of the FQ have reported that
78% of families with a relative with schizophrenia were
categorized correctly in terms of criticism; 71%, in rela-
tion to emotional overinvolvement; and 74%, in relation
to the overall CFI EE classification.”” Carer symptoms
were assessed using the General Health Questionnaire of
28 Ttems (GHQ-28).” This measure comprises 4 subscales
assessing stress, somatic symptoms, depression, and social
functioning. A multinational validation study’ comparing
the GHQ-28 with the diagnosis of current mental health
disorders using standardized diagnostic interviews have
shown that the GHQ is a highly valid screening tool for
the presence of psychiatric symptoms in adults present-
ing in primary care settings, with high validity coefficients
and the area under the curve calculated in the range 0.85
to 0.87.

Statistical Analysis

Data verification was conducted on 22 randomly se-
lected cases from the baseline data, which were re-entered
by a research fellow (M.A.-].). Error rates for each time
point were all below the a priori acceptable rate, which
was set at 0.50%. Data were screened using a number of
techniques, including examination of descriptive statistics,
such as measures of central tendency (mean and median),
skewness, kurtosis, and the Kolmogorov-Smirnov test
for normality of the distribution. Data were transformed
when appropriate using logarithmic transformations (plus
a constant).”

Baseline demographic characteristics of the families in
RPT and TAU groups were contrasted using the x* statistic
for categorical dependent variables and the independent
samples ¢ test for dependent variables measured on a con-
tinuous scale.
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To determine group differences on the family mea-
sures (FQ, ECI, GHQ-28), a series of mixed-effects model
repeated measures (MMRM) analysis of variance (ANOVA)
models were employed. The within-groups factor was time
(T1 to T6), and group served as the between-subjects fac-
tor. From the model, the main effects for group (Overall,
are the RPT and TAU groups different?) and time (How do
ratings change over time, regardless of group membership?)
can be examined as well as the interaction between these 2
variables. A Toeplitz covariance structure was used to model
the relations between observations on different occasions.
A series of planned comparisons contrasted change from
baseline (T1) to the 4 follow-up time points (T2-T6, or 7
months to 30 months). When the main effect for time was
significant, Bonferroni post hoc comparisons were used to
determine which time points were significantly different.

Given that there were so many time points (T1-T6) across
which group differences were examined in the interaction
(12 estimated cell means), the potential for nonsignificant
interactions was likely, especially given the sample size. The
sensitivity and power of the analysis may be reduced, and
there is increased chance of type II errors.” Although an
interaction F statistic may be nonsignificant, there may still
be instances where true group differences exist across time
points.” Therefore, using the MMRM models, a series of
planned comparisons contrasted change from baseline (T1)
to the 5 follow-up time points (T2-T6, or 7 months to 30
months).

The MMRM differs from traditional repeated measures
models, ANOVA and analysis of covariance, in that all ex-
isting data comprise the model. Further, MMRM does not
require the imputation or substitution of missing data with
estimated or hypothetical values. This approach relies on
data being missing at random, or the pattern of missing
data depends on observed variables.”” Another advantage
of MMRM over traditional repeated measures ANOVA
models is that the dispersion and correlation of data at all
occasions may be unconstrained or, as in the case of the
current study, can be modeled (eg, using Toeplitz covari-
ance). Given the flexibility of MMRM, it can be considered
a preferred method of examining the outcomes of clinical
trials.”*

The main effects (time and group) of the MMRM will
be reported. Also considered will be the interaction effects;
however, more emphasis will be placed on the results from
the planned comparisons.

RESULTS

Patient and Family Attrition

Recruitment to the study occurred at both patient and
family levels (Figure 1), and allocation of families was
dependent upon patient randomization. At baseline, 1 par-
ticipant dropped out after randomization to the TAU group,
and no data were available for this patient (thus, 41 in RPT
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Figure 1. Family Participation Through Various Stages of the Study

| 82 Patients randomly assigned

41 Allocated to relapse prevention intervention

41 Allocated to treatment as usual

Patient
Allocation

41 Eligible families

41 Received allocated intervention and baseline

40 Received allocated intervention and baseline
40 Eligible families

Follow-Up Assessments T1-T6

-l

c s o
> g 9 Families excluded (N = 32) 9 Families excluded (N =31)
g 3 6 Patients refused family involvement ] 5 Patients refused family involvement
w = 3 Families refused involvement 4 Families refused involvement

w

9 Cases lost to follow-up at 7 months (n = 23)

6 Cases lost to follow-up at 7 months (n = 25)

5 Withdrew consent
4 Missed assessments

1 Withdrew consent
5 Missed assessments

14 Cases lost to follow-up at 12 months (n = 18)

12 Cases lost to follow-up at 12 months (n = 19)

9 Withdrew consent (4 new)
5 Missed assessments (4 new, 1 old, 2 recontacted)

2 Withdrew consent (1 new)
10 Missed assessments (6 new, 4 old, 1 recontacted)

18 Cases lost to follow-up at 18 months (n = 14)

16 Cases lost to follow-up at 18 months (n = 15)

11 Withdrew consent (2 new)
7 Missed assessments (4 new, 3 old)

2 Withdrew consent
14 Missed assessments (6 new, 8 old, 2 recontacted)

19 Cases lost to follow-up at 24 months (n = 13)

16 Cases lost to follow-up at 24 months (n = 15)

14 Withdrew consent (3 new)
5 Missed assessments (1 new, 4 old, 2 recontacted)

5 Withdrew consent (3 new)
11 Missed assessments (2 new, 9 old, 2 recontacted)

22 Cases lost to follow-up at 30 months (n = 10)

20 Cases lost to follow-up at 30 months (n=11)

15 Withdrew consent (1 new)
7 Missed assessments (3 old, 4 new, 2 recontacted)

7 Withdrew consent (2 new)
13 Missed assessments (5 old, 8 new, 1 recontacted)

and 40 in TAU). Further details on the patient flow can be
found elsewhere.”

Family member attrition and participation through the
Episode II study is depicted in Figure 1. Forty-one families
in the RPT group and 40 in the TAU group were eligible
for recruitment into the study. Data were not available for
9 families in the RPT group due to patients refusing to
consent to their family being involved (n=6) or families
not consenting (n=3). Similarly, data were not available
for 9 families from the TAU group (patients refused family
involvement, n=5; families refused involvement, n=4).

In Figure 1, lost to follow-up was defined in terms of cases
that formally withdrew consent or cases that missed assess-
ment time points. Missed assessments could be sporadic
(occurred at 1 assessment time point) or of a monotone pat-
tern (data missed at 1 time point and the remainder of time
points). There were some instances in which participants
missed 1 assessment time point but were recontacted at the
proceeding time point. These cases are also highlighted in
Figure 1. There were no significant differences in the rates
of those lost to follow-up between the 2 groups at the 5
follow-up time points.

Participants who were and were not lost to follow-up at
T6 (30 months) were compared on a range of demographic
variables. There were no significant differences between

JClin Psychiatry 71:4, April 2010

completers and those lost to follow-up at T6 with respect
to caregivers’ age or any of the baseline family measures.

Demographic and Baseline Group Comparisons

Relatives of patients in the RPT group were significantly
more likely to be employed in part-time and casual employ-
ment than families in the TAU group (x*, =4.24, P=.039
[Table 1]). The reverse was noted for the “other” employ-
ment status category, with families in the TAU group more
likely to fall into this category (x* =8.95, P=.003). The
“other” category included home duties, studying, unem-
ployment benefits, and volunteer work.

Relatives of patients in the RPT group were significantly
more likely to be residing with the patient at the time of the
study (x*, =5.38, P=.020). Relatives in the 2 groups did not
differ on any of the baseline ECI total or subscale scores,
the GHQ-28 total or subscale scores, or the FQ (see Tables
1 and 2). They also did not differ significantly in terms of
levels of distress as measured by a cut-off value =5 on the
GHQ-28 (RPT=38.7%, n=12; TAU=41.9%, n=13).

Family work was available to all families. The Mann-
Whitney U test was used to determine differences between
the two groups with respect to use of family therapy. There
were no significant differences between RPT and TAU in
terms of contacts with family therapy across the treatment
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Table 1. Baseline Demographic Characteristics of Families in
the Relapse Prevention and Treatment as Usual Groups®

Total Relapse Treatment
Sample Prevention  as Usual
Characteristic (N=63) (n=32) (n=31)
Caregiver’s age, mean (SD), y 45.5 (9.5) 44.2 (10.4) 46.8 (8.4)
Country of birth, Australia 57.1(36) 50.0 (16) 64.5 (20)
English speaking 95.2 (60) 96.9 (31) 93.5 (29)
Marital status, married 47.6 (30) 43.8 (14) 51.6 (16)
Employment status®
Unemployed 24.2 (15) 19.4 (6) 29.0 (9)
Full-time paid work 27.4(17) 25.8 (8) 29.0 (9)
Part-time or casual 41.9 (26) 54.8 (17) 29.0 (9)
paid work
Other 17.5 (11) 3.2(1) 32.3 (10)
Relationship to patient
Parent 87.3(55)  84.4(27) 90.3 (28)
Spouse 7.9 (5) 12.5 (4) 3.2(1)
Sibling 32(2) 3.1(1) 3.2(1)
Grandparent 1.6 (1) 0.0 (0) 3.2(1)
Living with client, yes 87.3 (55) 96.9 (31) 77.4 (24)
*Characteristics are measured as % (n) unless otherwise noted.
"Multiple response categories.

phase (ie, T1-T2, z=-0.80, P=.424) or throughout the
study period (z=-0.76, P=.45).

Burden of Care and Carer Symptoms

The descriptive statistics for the ECI subscales and total
scores are depicted in Table 2. Overall, regardless of time,
the RPT group had significantly higher mean scores on
the positive personal experiences subscale (F,,,,=4.19,
P=.045) and total positive score (F, ¢, s5=4.39, P=.040) as
compared to the TAU group (viz, group main effect).

Significant main effects for time were noted for need to
back up (F; ;545 =3.80, P=.004), dependency (F; ;4 =6.62,
P<.001), and loss (Fsge59=3.19, P=.011) subscales. For
need to back up, the mean score at T6 was significantly
lower than for baseline (P=.006) and T2 (P=.035). For de-
pendency, the mean score at baseline was significantly lower
than at all other time points (P values range from <.001 to
.028). Finally, for loss, there was a significant reduction for
the entire sample in scores from baseline to T5 (P=.003).

Although there were no significant interactions for all
ECI components, planned comparisons indicated that the
RPT group demonstrated significantly greater reductions
in negative symptoms than the TAU group from T1-T4
(P=.012) and T1-T5 (P=.040).

There were no significant group or time differences
found on the GHQ-28 total score (see Table 2) or for any of
its subscales (results for subscales are not reported). Planned
comparisons also supported nonsignificant findings.

Expressed Emotion

No significant group differences (viz, main effect for
group) were found on the critical comments or emotional
overinvolvement subscales of the FQ (see Table 2). How-
ever, there was a significant difference over time (viz, main

Table 2. Mean (SE) Scores for Expressed Emotion, Carer Burden, and Carer Symptoms in the Relapse Prevention and Treatment as Usual Groups®

Time 4 (18 mo) Time 5 (24 mo) Time 6 (30 mo)

Time 3 (12 mo)

Time 2 (7 mo)

Time 1 (Baseline)
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TAU RP TAU RP TAU RP TAU RP TAU RP TAU

RP

Variable
ECI

9.4 (2.1)

9.0 (2.0)
8.8 (1.7)
2.8 (1.1)
52 (1.7)
8.1(1.3)
7.2 (1.1)

8.8 (1.7)
8.8 (1.5)
4.7 (1.0)
8.7 (1.4)
9.4(1.2)
7.8 (1.0)

10.3 (1.8)

7.6 (1.7)

(1.8)
6.7 (1.5)

9.3

10.7 (1.6)
10.0 (1.4)

104 (1.4) 109 (1.5) 10.3 (1.5) 12.6 (1.6)
115 (1.3) 10.6 (1.3) 111 (1.4)

11.6 (1.4)
112 (1.2)

Difficult behaviors

7.5 (1.8)
4.7 (1.1)

6.9 (1.5)

9.2 (1.4)
5.0 (0.9)
9.2 (1.4)
8.2(1.2)

8.9 (1.2)
4.7 (0.8)

Negative symptoms

Stigma

3.2(1.0)
5.9 (1.5)

2(1.0)

7.0 (1.5)
10.1 (1.3)

5.3(0.9)

7.8 (1.3)
9.5(1.1)

4.1(0.9)
8.2(1.3)
9.5(1.1)
8.9 (0.9)

5.6 (0.8)
9.1(1.2)
9.7 (1.0)
8.7 (0.9)

5.0 (0.8)
6.9 (1.2)
104 (1.1)

5.3(0.7)
6.5 (1.1)
10.9 (1.0)
11.0 (0.8)

7.8 (1.7)

4(L.1)

9.9 (1.0)
9.7 (0.8)

Problems with services
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effect for time) for the emotional overinvolvement subscale,
F; 1046="7.80, P<.001. The mean for emotional overinvolve-
ment at baseline was significantly higher than the means
obtained for all other time points (P values ranging from
<.001 to .022). There were no significant interactions for
time by group on any of the family outcome measures.
Planned comparisons were also not significant.

DISCUSSION

These results provide partial support for our hypoth-
esis that family members with relatives with FEP who had
reached remission on positive symptoms would gain sig-
nificant and sustained benefit in terms of appraisals related
to caregiving if their relative was randomly assigned to a
specific relapse prevention intervention that combined both
individual and family RPT compared with TAU within a
specialist FEP program. This is the first randomized con-
trolled study to demonstrate this benefit for family members
caring for a relative with FEP. Results in randomized trials
designed to evaluate the effectiveness of family-based psy-
choeducation interventions in relation to caregiver burden
in family members with a relative with chronic psychosis
have been mixed.’*”

Our results show a specific advantage in caregiver
appraisals in relation to negative symptoms and greater
positive personal experiences of caring and greater overall
positive scores, which additionally includes good aspects of
the relationship. There were no significant group effects for
other subscales of the experience of caregiving. Addington
and colleagues’ did not previously find significant changes
in their family members in the positive aspects of caregiv-
ing. Our pattern of findings in relation to the experience
of caregiving may be a result of an increased preparedness
among the families for intervening early to prevent possible
relapses. This early intervention may have increased the
families’ recognition of their potential to contribute to the
care and well-being of their relative, thereby increasing their
appraisals of the positive aspects of caregiving. This finding
could also be interpreted with reference to the paradigm
of positive psychology—enhanced recognition of personal
strengths related to caregiving may have mediated changes
in appraisals.”®

In relation to our secondary hypotheses, there was no
significant group effect for any of the EE scales, and there
were no significant effects for psychological distress as
measured by the GHQ-28. The EE result was perhaps not
surprising given that communications skills training was
only employed in select cases throughout RPT to avoid
the known potential for paradoxical effects in low EE FEP
families."® This finding highlights that reducing EE is not a
necessary condition in FEP in order to prevent relapse and
that selectively focusing on EE is feasible and safe. Notwith-
standing our present finding, we believe that caution in the
selective targeting of EE in FEP remains the most prudent

JClin Psychiatry 71:4, April 2010
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course of action until there is further understanding of its
role in FEP.

The nonsignificant GHQ-28 results suggest that either
a longer course of family intervention may be warranted
for family members experiencing symptoms indicative of
mood or anxiety disorders or more interventions specifi-
cally targeted at those symptoms may be required. We note,
for example, that Addington and colleagues,’ who reported
a significant improvement in family well-being over a 3-year
follow-up period, reported that the number of family ses-
sions ranged from 2-21. It is also possible that the baseline
level of distress may have been lower in the current sample,
making it more difficult to detect change over time.

In addition to the benefits of RPT for specific aspects
of caregiver stress, the main effects over time for loss,
dependency, need for back-up, and emotional overinvolve-
ment indicate that family stress and family communication
styles should not be considered to be static in first-episode
families. This result is consistent with previous findings
regarding the course of EE'""*** and with previous findings
from a specialist FEP program, which reported significant
improvements in the levels of negative aspects of the burden
of caregiving in FEP families (not restricted to relatives of
patients who had reached remission) over the first 3 years
after the commencement of treatment.” One advantage of
our study is that we have controlled for the potential con-
founding effect of the severity of baseline positive psychotic
symptoms in the patient participants.

It is possible that families are continually reappraising
and shifting their attributions of the changes in their rela-
tives’ recovery and adjusting their perception of their role
accordingly.”’ The changes on the ECI and FQ scales over
time indicated that, as a group, families were developing or
regaining hope for their relative and reducing the intensity
of their caregiving role in line with perceived improvements
in their relative. These changes in the experience of care-
giving and emotional overinvolvement may also reflect the
time course for families in integrating new understandings
about psychosis as their relative moves through remission
into fuller recovery (or relapse).

In light of these results, once remission is achieved on
positive symptoms of psychosis after FEP, consideration
should be given to offering the patient and his or her family
a specific relapse prevention intervention in order to reduce
the risk of relapse and in order to improve the family’s expe-
rience of caregiving. The main effects for time indicate that
FEP services should monitor initial changes over time in EE
in response to psychoeducation and supportive interven-
tions in high-EE families, as opposed to streaming families
during the initial stages of treatment into interventions that
specifically target high emotional overinvolvement.

The strengths of our study included (1) the innovative
focus upon a specific subgroup of FEP patients and their
families; (2) the successful integration of a family inter-
vention together with an individual intervention; (3) the
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