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ACHD-CARE
ABSTRACT

Background and Aim: As a result of significant advances in diagnosis and treatment, approximately
90% of infants born with congenital heart disease (CHD) are now expected to reach adulthood.
However, an increased risk of cardiac sequelae necessitates lifelong cardiac surveillance and can
significantly impact psychosocial development. One-third of North American adults with CHD have
diagnosable mood or anxiety disorders and most do not receive appropriate mental health treatment.
There are currently no published trials investigating psychological interventions for this unique patient
population. It is thus important to establish the feasibility of conducting a psychological intervention
trial in this population. In this methods paper, we describe (1) the development of a group psychosocial
intervention aimed at improving the psychosocial functioning, quality of life, and resilience of adults
with CHD, and (2) the design of a study to determine the feasibility of a future full-scale randomized
controlled trial.

Methods: Based upon quantitative and qualitative (focus group) research, we developed an 8-session
Adult CHD — Coping And REsilience (ACHD-CARE) Program. We subsequently designed a 2-parallel
arm non-blinded pilot randomized trial with a 1:1 individual patient allocation ratio. Inclusion criteria
are documented CHD, age > 18 years, English-language proficiency, no planned surgery, and clinically-
elevated score (i.e., >8) on the Hospital Anxiety and Depression Scale depression (HADS-D) or anxiety
(HADS-A) subscale. Exclusion criteria are current psychotherapy, reported suicidal intent, or significant
cognitive impairment, psychosis, or personality disorder. Patients from a single tertiary centre are
randomized to the ACHD-CARE intervention or Usual Care. The intervention is delivered during 90-
minute sessions held weekly in small groups. Feasibility is assessed in the following five domains: (i)
process (e.g., participant recruitment and retention), (ii) resources, (iii) management, (iv) scientific
outcomes, and (v) acceptability of the intervention.

Results: Our initial experiences indicate that the study design is feasible and acceptable to stakeholders.
We have been able to successfully recruit and retain participants, although travel distance and competing
time demands are barriers for many potential study participants. There have been no insurmountable
challenges in study management. At the conclusion of the study, we will be poised to make one of three
determinations: (1) a full-scale RCT is feasible, (2) a full-scale RCT is feasible with modifications, or (3) a
full-scale RCT is not feasible.

Conclusions: This study underscores the importance of carefully developing and testing the feasibility
of psychosocial interventions in medical populations before moving to full-scale clinical trials.

Feasibility outcomes from this study will guide the future evaluation and provision of psychological
treatment for adults with CHD.

Key words: adult congenital heart disease, anxiety, depression, feasibility, intervention
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ACHD-CARE
INTRODUCTION

Congenital heart disease (CHD) is characterized by structural defects of the heart and/or great vessels,
and is present in almost 1% of infants at birth. The management of CHD often necessitates multiple
surgeries and hospitalizations and typically leads to early mortality in those with defects of moderate or
great complexity.*2 As a result of significant diagnostic and treatment advances in recent decades, the
rate of survival to adulthood is now estimated to be 90%.3 For the first time in history, there are now

more adults living with CHD than children.*

Despite increased survival rates, adults with CHD remain at increased risk of cardiac complications
including arrhythmias, endocarditis, heart failure and premature death; hence, lifelong medical follow-
up is critical.> > ® The experience of living with a chronic illness and undergoing regular cardiac
surveillance and treatment can also significantly impact psychosocial development.”® Specific
challenges include the potential for family overprotection, impaired peer relationships, delayed
progression into independent adulthood, and unique considerations for educational, career, and family
planning.'®*® Our focus group research revealed that both intra- and inter-personal psychosocial
challenges are common within this patient population, yet these are rarely addressed within routine

health care.l’

Indeed, one in three North American adults with CHD have diagnosable mood or anxiety disorders,*3 18
19 a prevalence which is greater than that documented in the general population.?® Unfortunately, most
adults with CHD and comorbid depression or anxiety do not receive appropriate mental health

treatment, 3 1819
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ACHD-CARE
The rationale for a psychosocial intervention

Psychological interventions have been shown to be effective at lowering distress and improving social
support and quality of life (QOL) in patients with acquired heart disease.?! Emerging evidence also
suggests that interventions can improve resilience,??-?* which has been negatively associated with
symptoms of depression and anxiety in the general population and among patients with heart disease.?>
2T Canadian, American, and European guidelines for the care of adults with CHD also emphasize the
importance of psychological care for this unique subgroup of cardiac patients.?-3 However, despite an
increasing awareness of the psychosocial needs of adults with CHD, there have been no interventions

developed to promote psychosocial functioning for adolescent or adult CHD populations.3!

With the aim of systematically developing and evaluating a psychosocial intervention for adults with
CHD, we turned to the Medical Research Council’s methodological framework for the development of
complex interventions. The Medical Research Council’s phases of evaluation include: (i) development
of the intervention, (ii) feasibility and piloting, (iii) evaluation (effectiveness, change process, cost
effectiveness), and (iv) implementation (dissemination and long term follow-up). In this methods paper,
we describe the first two phases, namely the development of a group psychosocial intervention aimed at
improving the psychosocial functioning, QOL, and resilience of adults with CHD, and the design of a

study to determine the feasibility of a future full-scale randomized controlled trial (RCT).

PHASE ONE: DEVELOPMENT OF THE INTERVENTION

Patient engagement
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The elevated incidence of psychological problems and their gross under-treatment among adults with

CHD clearly point to the need for evidence-based treatment programs to be developed for these patients.
However, we recognized that it was also of critical importance to obtain the patient perspective
regarding their psychological treatment needs to inform intervention development. In our quantitative
study of patient interest in mental health treatment, 51% of patients indicated ‘high’ interest (a score of 8
or higher on a 0 — 10 scale) in at least one area of psychological treatment; patients most commonly
reported high interest in stress management (34%), coping with heart disease (33%), and managing
mood and anxiety (28%).3? Patients were three times more likely to prefer psychotherapy over
pharmacotherapy. This study also revealed the importance of peer interactions, as 35% were interested

in receiving peer support and 48% were interested in providing peer support.

In order to gain a more in-depth understanding of psychological needs and treatment preferences, we
conducted focus group and individual qualitative interviews with adult CHD patients.!” Participants
expressed interest in psychosocial services in three broad areas. First, they wanted opportunities for
counseling, during which they could discuss previous or current challenges associated with living with
CHD. Second, they identified the need to connect with other adults with CHD in order to better
understand and normalize their struggles. Third, they sought psycho-education, in which they would
learn about what emotions are expected across the course of treatment for most adults with CHD.
Themes of coping and resilience were principal in the focus groups, as participants explained that they
were seeking ways to cope and even to ‘surpass challenges’ associated with CHD. We used information

gleaned from these interviews to develop a manualized intervention.

This developmental work indicated that group (rather than individual) therapy was identified as the
preferred approach, as it also provides opportunities for peer interaction. This is consistent with other
research indicating that social support (and exposure to positive role models) can promote resilience in
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adolescents and young adults with CHD.3 They also preferred briefer interventions that would

accommodate the competing time demands faced by this relatively young cardiology cohort. Combined
with study team members’ own clinical experiences working with adults with CHD, this led to the
development of an 8-session 90-minute weekly Adult CHD - Coping And REsilience (ACHD-CARE)
Program. Patients were asked to provide feedback on a preliminary draft of the treatment intervention
and manual through a qualitative study. Overall, they clearly stated their preference for an intervention

with a focus on skills- and strengths-building.

ACHD-CARE intervention

Format and Delivery: The ACHD-CARE Program is provided during eight 90-minute weekly sessions,
held in an education room at the hospital. The intervention is provided in groups of a maximum of 6
patients. All participants in the ACHD-CARE Program receive weekly handouts that comprise a
treatment manual. Each week, participants are assigned one or more homework assignments to
encourage practice and reinforcement of the strategies introduced during the sessions. Attendance and
completion of homework assignments are monitored. A summary of the content of weekly sessions is
provided in Table 1. Groups are co-led by two senior clinical psychology trainees (doctoral clinical
psychology students or a pre-doctoral psychology intern) with prior cognitive-behavioural therapy
(CBT) training which was complemented by training in the ACHD-CARE Program and manual.

Supervision is provided by a registered psychologist.

Education: Adults with CHD often present to health care providers with knowledge and expectations
that are based upon misinformation.” Therefore, participants of the ACHD-CARE program are provided

with updated information regarding the prevalence of CHD as well as what is known about their
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commonly-faced psychosocial dilemmas and challenges. Participants are directed to recommended CHD

websites. The ACHD-CARE Program also provides psycho-education to help participants understand

the mind-body connection as well as the interplay between stress, coping and resilience.

Cognitive-behavioural techniques: CBT is a well-supported approach for targeting the psychological
challenges of cardiac patients; meta-analytic reviews support CBT for mental health®*-*” and medical
populations,®®4% including randomized trials with cardiac patients.**** The ACHD-CARE program
includes CBT techniques to directly address symptoms of depression and anxiety; the majority of
homework assignments reinforce practice of CHD strategies. We draw on traditional cognitive therapy
and mindfulness-based cognitive therapy.*> ¢ Participants are educated regarding the impact of thoughts
(cognitions) on emotions and behaviours and are taught strategies to become aware of automatic modes
of thinking, consider alternate explanations, and become more compassionate with themselves.46-48

Many vignettes in the patient manual have been specifically tailored to living with CHD.

Behavioral techniques include pleasant activity scheduling, activity pacing, strategies for improved
sleep, and physical activity. Behavioural activation (e.g., targeting activity scheduling and avoidance) is
beneficial for both anxiety and depression.*®->! Physical activity should be encouraged among most
adults with CHD so that they may experience both physical and mental health benefits.%> % Despite the
fact that exercise is safe and recommended for most adults with CHD, %> ** many patients avoid certain
physical activities.*> > We encourage medically-approved physical activity primarily as a strategy to
increase psychological well-being, resilience, and confidence. Participants are encouraged to speak with

their cardiac team regarding specific questions (e.g., physical activity limitations).

Relaxation training is an important component of empirically-validated psychological treatments for

anxiety related to medical conditions,*® > including heart disease.*®*° The ACHD-CARE Program
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provides instruction in 4 specific relaxation techniques to appeal to individual preferences for relaxation

methods: (i) diaphragmatic breathing, (ii) progressive muscle relaxation, (iii) autogenic training, and (iv)
guided imagery. Participants are e-mailed relaxation sound files or given a CD (as per patient

preference) to facilitate regular guided practice.

Social interaction and communication skills: The intervention is provided in a group to maximize
social support, foster discussion, and normalize patient concerns. Social support has been demonstrated
to have positive impact on psychological distress and health outcomes®®: 62 and is related to positive
outcomes in cardiac patients.®® Social adjustment is also strongly related to psychological functioning in
adults with CHD?® although deficits in social cognition are common.® We also provide strategies to
enhance assertive communication with other people, including with health professionals. This was
deemed important as our previous research showed that approximately 50% of adults with CHD have

difficulty understanding or explaining symptoms or concerns to their cardiologist.®®

PHASE TWO: FEASIBILITY STUDY PROTOCOL

Complex interventions are marked by interactions among the various components within the
experimental and control conditions, multiple behaviours required of the individuals delivering and
receiving the intervention, multiple outcomes, and the need for flexibility in delivery.%® Feasibility
studies help determine whether an intervention should undergo further definitive testing in a full-scale
randomized controlled trial (RCT).%” Within a feasibility study, it is not sufficient to describe the
outcomes of interest in a full-scale RCT. Rather, piloting this intervention allows for the assessment of
the feasibility and acceptance of the design and procedures (e.g., eligibility, recruitment and retention
rates as well as the willingness of patients to be randomized to a no-treatment control group). It also

allows for the assessment of the acceptability of the intervention and calculation of the standard
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deviation of the outcome measure in order to facilitate future sample size calculations. Feasibility

studies have proven useful when trialing psychosocial interventions in medical settings.®®"*

Objectives and Hypotheses

Thabane et al. outlined four areas in which to assess feasibility and these guided our approach: (i)
process, (ii) resources, (iii) management, and (iv) scientific outcomes.”> We also selected a fifth domain,
namely the acceptability of the study design and intervention (see Table 2). With regard to process, we
hypothesized that patients would be interested in the trial and able to complete study procedures.
Consistent with previous studies, we anticipated that over 60% of eligible patients who were approached
and were eligible for participation would consent to take part.”® " We also hypothesized that the study
would be achievable without significant human or data management problems, that the intervention
would be associated with improved psychosocial outcomes, and that the intervention would be accepted

and valued by patients and the health care team.

Study design

We designed a 2-parallel arm non-blinded pilot RCT using individual patient randomization in blocks of
2 to: (1) the ACHD-CARE intervention or (2) Usual Care. The allocation ratio was 1:1, and was
concealed through using an online randomization service (www.randomizer.org). Assessment points are
pre-test, post-test (i.e., corresponding to the end of the 8 week intervention for those in the intervention

group), and three-month follow-up.
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This study was designed in accordance with CONSORT guidelines for randomized trials of

nonpharmacologic treatment.” This study has the approval of the local institutional ethics review board

and is registered at clinicaltrials.gov (NCT01881893). A study schema is presented in Figure 1.

Participants

Power calculations need not be undertaken in feasibility studies; sample size should instead be adequate
to estimate recruitment rates.’”> /% 7" To estimate effect sizes from pilot studies, 15-20 participants per
group is recommended’® and common among feasibility trials of psychosocial interventions.® 70 7881 Tg
account for attrition, we aimed for the upper limit of this range, namely randomization of approximately

40 patients.

The following are study inclusion criteria: (i) documented CHD, as confirmed by echocardiogram,
cardiac catheterization, or previous surgery, (ii) age > 18 years, (iii) English-language proficiency
sufficient to read and complete the consent form and questionnaires and participate in an English-
language group, (iv) no planned surgery during patient’s participation in the study, and (v) clinically-
elevated score (i.e., >8) on the Hospital Anxiety and Depression Scale® depression (HADS-D) or
anxiety (HADS-A) subscale. We restrict participation to patients with elevated symptoms of depression
and/or anxiety because interventions have generally been shown to be most effective for patients with
higher baseline distress.® & The following are study exclusion criteria: (i) current participation in
psychotherapy, (ii) significant cognitive impairment, psychosis, or personality disorder as documented

in their medical chart, and (iii) report of suicidal intent during screening.

Procedure

Setting
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The study is conducted at the Peter Munk Cardiac Centre at the University Health Network, which is an
urban tertiary care hospital located in Toronto, Canada. This hospital is home to the Toronto Congenital
Cardiac Centre for Adults (TCCCA). The TCCCA was the first program established specifically to look after
adult survivors of the pioneering surgery that saved the lives of children with CHD, and it remains the largest

such program in the world. It has over 3,200 unique patient visits/year, with clinics held 5 days/week.

Recruitment

Four recruitment strategies were selected: in-clinic recruitment at our Adult CHD clinic (Toronto,
Canada), study flyers posted throughout the hospital, referrals from clinic physicians and nurses, and a
posting of the study on the website of the national CHD patient organization. With regard to the former,
during routine outpatient cardiology clinic appointments, patients are approached by the study
coordinator using a stepwise approach. First, patients were asked whether they are interested in learning
about a research study with a focus on coping with stress. Assenting patients are then provided a brief
verbal study overview along with a study information handout. For patients who choose to proceed with
the study, written and verbal consent are obtained. Patients are informed that the completion of a
screening survey (which include the HADS) and medical record review are necessary to determine study

eligibility.

With regard to other recruitment strategies, study information flyers (with pull-tab phone numbers) are
posted at strategic locations in the hospital. At the initiation of the national patient organization, the
Canadian Congenital Heart Alliance (www.cchaforlife), a description of the study has been posted on
their website. When interested individuals telephone, the study coordinator confirms the presence of

CHD. Interested patients who are contacted by telephone are requested to provide their mailing address
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and the study coordinator mails two copies of the consent form along with the screening survey and a

stamped self-addressed return envelope.

Screening

Consenting patients complete a screening survey that includes the HADS as well as three additional
questions pertaining to eligibility criteria: planned heart surgery, current psychotherapy, and suicidal
ideation. Only patients with an elevated HADS subscale and who answered negatively to other three
items are eligible for randomization. All participants who complete the screening survey are provided
with a handout outlining various options to seek mental health services should they wish to do so

independently from the study.

Randomization

Eligible participants complete a full battery of baseline surveys prior to randomization (described in
detail below). Eligible participants are then randomly assigned to one of the two conditions. Post-
randomization, the participants in the treatment arm are contacted and informed of their group allocation
and their availability to attend sessions is determined. ACHD-CARE groups are not initiated until a

minimum of 4 patients confirm their availability to attend.

Usual Care condition

Usual Care was chosen as the comparison group in this study. Within trials of psychosocial interventions
with cardiac patients, there are examples in which interventions were not superior to Usual Care, and

some non-specific interventions have even been associated with adverse effects.” 8 & There are
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moderating effects (e.g., baseline distress, sex, treatment acceptance) that impact the efficacy of

psychosocial interventions.8® 8487 Moreover, there are no existing psychosocial interventions established
as beneficial for this population to serve as a comparison. Therefore, rather than instituting a comparison
condition where patients undergo time-comparable visits with a health provider which may be harmful,
we contended that a Usual Care comparison was the most ethical approach. It has also been argued that
results of a study that establish a superior intervention among 2 interventions cannot be extrapolated to
establish that the superior intervention is better than Usual Care.® These factors formed the basis for

selection of a Usual Care comparison.

Measures

Primary and secondary intervention outcome measures

All participants complete three sets of online surveys, beginning with the baseline surveys, which are
completed prior to randomization. Survey links are e-mailed to participants. To ensure privacy,
participants are provided with a unigue username and password combination; no personal health

information is required for survey completion. Up to two email reminders are sent as needed.

The primary outcomes are symptoms of anxiety and depression as assessed with the HADS.8 This 14-
item measure of mood and anxiety has 7 items focused on each domain; scale scores > 8 indicate
elevated symptoms. The HADS was developed and psychometrically validated for use with individuals

with medical conditions.®° It has proven to be responsive to interventions with cardiac populations.® %

Secondary measures in four domains were chosen to determine their suitability for potential inclusion in

a future full-scale RCT. First, two psychometrically-validated measures of social functioning are
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included: the Social Functioning subscale of the Short-Form Health Status Survey (SF-12v2)% and the

second is the ENRICHD Social Support Inventory (ESSI).*! % ESSI scores have been shown to be
sensitive to change in a psychosocial intervention in cardiac patients.** Second, we assess resilience
using the Resilience Scale (RS) which has strong psychometric properties and has been shown to
improve following intervention. * *° 22 Third we evaluate QOL in accordance with published
guidelines.®® We administer the Satisfaction with Life Scale (SWLS), which is a 5-item measure with
proven reliability and validity.®” % Unlike health-dependent QOL measures, the SWLS allows
respondents to weight domains on an individual basis and has been used with adults with CHD.%%-10% We
also administer a QOL linear analogue scale (LAS), which has been recommended as an assessment of
global QOL in clinical research.1%*-19 Fourth, health status is assessed with the SF-12v2.%2 The SF-12 is
an efficient and reliable 12-item alternative to the Short Form-36, which is considered the most
appropriate generic instrument to assess health-related QOL among cardiac patient populations.%4 1% |t
produces 2 component summaries: physical component summary (PCS) and mental component
summary (MCS). Higher PCS and MCS scores reflect fewer limitations and better health-related QOL.
Test-retest reliability and internal consistency have been demonstrated.®? 1% We also include the EQ-5D,
which is a measure of generic health status that can be used for clinical and (possible future) economic

evaluation.107-108

Feasibility measures

Feasibility is assessed in five domains (Table 2). First, with regard to process, the rates of recruitment
(by recruitment method) and eligibility are recorded. We also document acceptance of randomization
and participant retention at both follow-up assessment points. Finally, data regarding patients’ decisions
not to participate in the study (if willing) are also recorded. Second, with regard to resources, we
calculate the timeline of each patient’s participation throughout the course of the study in addition to the
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time required for study procedures. All study-related expenses are reported to allow for calculating the

total budget (personnel and materials) for a future full-scale RCT. Additionally we calculate the total
cost (personnel and materials) of providing the intervention which allows for calculating the budget for
knowledge translation/ potential clinical implementation. Third, with regard to management, challenges
experienced while conducting the trial are systematically recorded, as are suggestions to facilitate the

conduct of a full-scale RCT

We are considering scientific outcomes in four areas: safety, treatment fidelity, means and standard
deviations, and effect size. We monitor any adverse psychological reactions experienced by participants.
We also evaluate treatment fidelity (adherence to ACHD-CARE manual/program) using both indirect
and direct methods.!%® As an indirect approach, the counselor completes checklists of session
procedures. As a direct approach, all sessions are audiotaped and an external auditor (not one of the
counselors) listens to a random sampling of group sessions (25% in total; 2 from each treatment group)
and completes a similar checklist. As per CONSORT guidelines,” as a quality control procedure, the
counselor records notes following each session, with a particular focus on documenting how the
intervention was both standardized and varied from the manual. With regard to pilot testing of the
intervention, the means and standard deviations for outcome measures at each time-point (baseline, post-
test, 3 months post-test) by experimental condition will be reported. The proportion, by condition, of
patients who moved from above the HADS-A or HADS-D cut-off (>8) to below the cut-off score will
also reported. For an estimate of the intervention effect, a repeated measures analysis of variance
(ANOVA) will be computed on the primary outcome measures (HADS-A and HADS-D). An intent-to-
treat analysis including all randomized participants will be used. Generalized eta squared will be

computed to estimate the effect sizes for both HADS outcomes. !0 111
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The final area is acceptability of the intervention. Engagement with the ACHD-CARE Program is

assessed using two techniques utilized in a previous trial of a psychological intervention for cardiac
patients.'*2 We calculate the ratio of sessions attended to sessions scheduled, as well as the ratio of
homework assignments completed to the total number of homework assignments. To determine the
acceptability of the intervention, ACHD-CARE participants complete an additional feedback survey at
the end of the group sessions. Patient acceptance regarding the specific intervention components,
usefulness of specific coping strategies, content and presentation of educational materials, and the
overall group experience is assessed using open- and closed-ended questions and rating scales adapted
from Irvine et al.!*® Finally, once study results are available, we will invite all participants (those
randomly assigned to the ACHD-CARE intervention as well as Usual Care) to participate in an
additional telephone feedback session. During this session, we will provide a summary of the study
findings and invite participant feedback on the study processes (e.g., recruitment, randomization) and

results (i.e., any changes in HADS scores).

Analyses

Descriptive analyses are the focus of feasibility studies.!** Both numerical feasibility outcomes (e.g.,

rates of recruitment and retention, financial costs) as well as those outcomes more appropriately

provided as verbatim data text (e.g., challenges associated with study implementation) will be reported.

RESULTS

Preliminary feasibility outcomes
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Our initial experiences offer no indication that a full-scale RCT would not be feasible. We have been

able to successfully recruit and retain patients, and in-clinic recruitment appears to be the most
successful strategy. The primary reasons for patient disinterest in study participation are travel distance
and competing time demands. We are able to conduct the study within the allotted budget and there have
been no insurmountable management challenges. Minor challenges coordinating schedules of
participants randomized into the ACHD-CARE intervention; evening groups appear to be most

convenient. We have had no indications that the intervention is unacceptable to patients or providers.

Global determination of study feasibility

At the conclusion of the study, we will be poised to make one of three determinations: (1) a full-scale RCT is
feasible, (2) a full-scale RCT is feasible with modifications, or (3) a full-scale RCT is not feasible. Pending
positive feasibility and acceptability outcomes, we could consider proceeding with a multi-site RCT

including other centres managing the care of adults with CHD.

DISCUSSION

Significant improvements in diagnosis and surgical and medical treatment have contributed to a growing
cohort of adults with CHD. Though one-third of North American adults with CHD have diagnosable
mood or anxiety disorders, most do not receive appropriate mental health treatment. Our own
quantitative and qualitative research suggests that as a group, patients themselves recognize the

importance of addressing their psychosocial needs in addition to their medical needs.

The ACHD-CARE program is the first intervention designed to target psychosocial outcomes for adult

CHD populations. We are unaware of any other study targeting the psychosocial needs of pediatric or
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adult CHD populations and we were unable to locate any similar studies registered at clinicaltrials.gov.

It would, however, be premature to being with a full-scale RCT. Instead, we

implemented the Medical Research Council’s methodological four-phase framework for the
development of complex interventions. In this manuscript, we presented the first two phases. First, we
reviewed the development of a group psychosocial intervention aimed at improving the psychosocial
functioning, QOL, and resilience of adults with CHD. The development included quantitative and
qualitative inquiry in to the perspectives of adults with CHD regarding their own mental health care
needs. Second, we outlined out methodology necessary to undertake feasibility and pilot-testing of the

intervention.

Within this feasibility study, scientific outcomes (regarding the impact of the intervention on
psychosocial measures) are not the primary focus. Rather, this study underscores the importance of
carefully developing and testing the methodology of evaluating psychosocial interventions in medical
populations before moving to full-scale clinical trials. Although initial results appear promising, the
ultimate goal of this study is to determine the feasibility of a future full-scale randomized controlled trial
(RCT). As such, feasibility outcomes from this study will guide the future evaluation and provision of

psychological treatment for adults with CHD.
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Table 1. ACHD-CARE Program Session Overview

Session Title Content

Program goals/overview

CHD general education
Challenges, coping, and resilience
Mind-body connection
Introduction to relaxation training

1 The Mind-Body Connection

e Sources and symptoms of stress
2 Stress and Coping e Managing stress, mood & anxiety
e Continuation of relaxation training

e Discussion of common emotions

e Introduction to A-B-C’s of Thinking
e Awareness of One’s Thinking

e Continuation of relaxation training

3 Awareness of your Thoughts

e Review of A-B-C’s
4 Shifting Your Thoughts e Introduction to cognitive restructuring
e Continuation of relaxation training

e Continuation of cognitive restructuring

5 Shifting Your Thoughts and Behaviours i
¢ Planning pleasant events

e Physical activity
6 Doing Things Differently e Activity pacing
e Strategies to improve sleep

e Talking with new people
7 Focus on Communication e Communication skills
e Assertion

¢ Talking with your doctor

8 Embracing the Future .
e Program review
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Table 2. Feasibility Measures

ACHD-CARE

Focus

Method of Assessment

Process

Method of recruitment
Participation rate

Retention rate

Reason for declined participation
Eligibility

Resources

Time
Budget

Management

Human management
Data Management
Other implementation challenges

Scientific Outcomes

Safety

Treatment Fidelity

Means and standard deviations
Effect Size

Acceptability of Intervention

Adherence

Acceptability by patients
Acceptability by counselor
Acceptability by health care team
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Figure 1. Study Schema
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