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ABSTRACT

Patients with brain stroke often face a combination of post-stroke impairments that
can limit activity and participation. Various treatment approaches are used in brain stroke rehabilitation
by occupational therapists. Still, these approaches have poor evidence for improving generalization and
transfer of occupational skills and maintaining the improvement achieved in the long term. Therefore, in
recent years, using the cognitive orientation to daily occupational performance (CO-OP) approach in the
rehabilitation of people with stroke has received attention. In previous studies, caregiver participation,
one of the key features of the CO-OP approach, has received less attention. Therefore, the present study
aimed to investigate the effectiveness of the CO-OP approach based on caregiver training on occupa-
tional performance (generalization and transfer) and self-efficacy in people with chronic brain stroke.
[VETTLE This double-blind clinical trial will include 20 participants with chronic brain stroke. In this study,
the effect of CO-OP based on caregiver training on occupational performance and self-efficacy of chronic
stroke survivors will be compared with CO-OP implemented directly by an occupational therapist. A
CO-OP-trained occupational therapist will provide the CO-OP intervention in both groups in 10 to 12
sessions twice weekly. In the experimental group, caregivers will be required to attend all sessions. The
assessments will be conducted by an assessor unaware of the group allocation before the intervention,
immediately after the intervention, and one month after the intervention. Patients will also be unaware
of the grouping. Primary outcomes will be the Canadian occupational performance measure (COPM),
performance quality rating scale (PQRS), and general self-efficacy scale (GSE-10) tests, and secondary
outcomes will be assessed by assessing the quality of life of participating caregivers through the World
Health Organization Quality of Life test.

It is expected that the results of this study provide useful information about the effect of ap-
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Introduction

troke, as defined by the World Health Or-

ganization (WHO), is a clinical syndrome

characterized by rapidly developing focal

or global brain dysfunction lasting more
than 24 hours or resulting in death. In Iran, the age-spe-
cific stroke mortality rate has decreased significantly,
resulting in a growing number of survivors living with
long-term impairments. Many survivors experience sub-
stantial functional limitations. Moreover, even survivors
with partial independence often struggle with complex
activities like employment and social participation be-
cause of persistent cognitive deficits. Traditional reha-
bilitation employs two main categories: approaches that
enhance functional skills using constraint-induced move-
ment therapy, mental practice, and virtual reality and ap-
proaches that reduce impairments through techniques like
functional electrical stimulation.

Although these approaches are often combined, overall
outcomes regarding skill generalization, long-term main-
tenance, and client satisfaction remain limited. Recent
evidence suggests that incorporating metacognitive ele-
ments via cognitive strategy training may improve the
transfer of learned skills to everyday life. One such meth-
od is the cognitive orientation to daily occupational per-
formance (CO-OP) approach. This client-centered, per-
formance-based problem-solving strategy uses cognitive
techniques and guided discovery to foster skill acquisi-
tion. Research indicates that CO-OP improves functional
performance in stroke patients. For example, McEwen et
al. [18] found that CO-OP had a more significant impact
on self-selected activities than conventional therapy in
acute stroke patients. With the rising need for unpaid care-
giving, caregivers have become vital in supporting stroke
survivors. Clinical guidelines now emphasize that care-
givers and family members should actively participate
in goal-setting and decision-making to enhance recovery
and reintegration. Their involvement is key to the CO-
OP approach and may promote better skill transfer and
self-efficacy. Henshaw et al. [22] recommended further
investigation into the impact of caregiver involvement on
long-term skill generalization.

This study aims to evaluate the effect of a caregiver-
mediated CO-OP intervention on the occupational perfor-
mance and self-efficacy of chronic stroke survivors (with
a stroke history of 6 months to 5 years) and to assess the
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quality of life of their caregivers. The hypothesis is that
caregiver-based CO-OP training will yield more signifi-
cant improvements in function, self-efficacy, and skill
transfer than conventional CO-OP training while enhanc-
ing caregiver quality of life.

Methods

This double-blind, randomized clinical trial will in-
clude adult stroke patients with a post-stroke history of
6 months to 5 years. After providing informed consent,
eligible participants will be recruited from Shahid Be-
heshti University of Medical Sciences, Tehran University
of Medical Sciences, and the Red Crescent Comprehen-
sive Rehabilitation Center in Tehran City, Iran. The study
will be conducted in the occupational therapy and physio-
therapy clinics at Shahid Beheshti University of Medical
Sciences and the Red Crescent Comprehensive Rehabili-
tation Center over approximately 12 months (May 2025
to May 2025).

The study will involve 20 patients with chronic stroke
aged 24 to 64 years, with mild to moderate disability
(Brunnstrom stage 3 or above) and good cognitive func-
tion (Montreal cognitive assessment score above 21).
Additionally, patients must score below 11 on both the
depression and anxiety subscales of the hospital anxiety
and depression scale. Patients with additional neurologi-
cal, orthopedic, or psychiatric conditions, a history of sub-
stance abuse within six months, or speech impairments
will be excluded. Importantly, each patient must have a
caregiver—whether a family member, friend, or paid
aide—who meets the minimum criteria for education,
cognitive ability (MOCA above 21), physical health, and
willingness to participate in the CO-OP program.

Sample size calculation, based on an effect size of 1.56,
80% power, and a 5% significance level, indicates that
16 patients (8 per group) are needed. However, up to 10
patients per group will be enrolled to account for poten-
tial dropouts. Participants will be stratified into two age
groups (2444 and 45-64 years) and then randomly as-
signed to either the experimental or control group by
computer-generated random numbers.

Barzegari B, et al. Caregiver-Mediated CO-OP on Occupational Performance and Self-efficacy in Patients With Chronic Stroke Sci J Rehab Med. 2025; 14(3):404-417.


http://medrehab.sbmu.ac.ir/issue_1066_1067.html
https://www.who.int/
https://www.who.int/

Scientific Journal of

At the onset, each patient, with the assistance of a blind-
ed evaluator, will select three occupational performance
goals using the Canadian occupational performance mea-
sure (COPM) interview. In both groups, these goals will
be determined collaboratively by the patient and therapist
(with caregiver support as needed). In addition, partici-
pants’ perspectives on the intervention will be asked at the
end of the study to tune future interventions.

In the control group, the standard CO-OP protocol will
be applied for two selected goals using a “goal-plan-do-
check” strategy. First, the assessor will conduct a COPM
interview to identify and prioritize goals. Two of the spec-
ified goals will be addressed during therapist-led sessions,
while the third will be pursued independently to assess
skill generalization and transfer. Then, the patient and
therapist collaboratively develop a plan to achieve these
goals, do the plan, and subsequently review the outcomes.
If a goal is not achieved, the patient is guided to analyze
performance breakdowns and modify the strategy. Home-
work assignments also will reinforce the use of cognitive
strategies. The third goal, which will not be addressed
during guided sessions, measures skill generalization and
transfer. In the experimental group, caregivers receive
three in-person training sessions on the CO-OP approach
before patient sessions begin. The first session introduces
basic concepts; the second covers behavioral and cogni-
tive techniques, including dynamic performance analysis;
and the third focuses on the overall goal-plan-do-check
strategy with detailed sub-strategies and guided discov-
ery techniques. Caregivers receive an educational manual
outlining these methods. After training, caregivers partici-
pate in all therapy sessions. Initially, the therapist leads the
sessions, but caregivers gradually assume a more active
role, eventually guiding the sessions under supervision.
Both groups receive 10 to 12 sessions, each lasting 45
minutes, conducted twice weekly.

Neither participants nor evaluators will know the alloca-
tion to each group.

At each assessment session, all information concerning
data collection will be registered in the ‘assessment log
sheet.” Data will be collected and created sequentially at
each assessment time. Participants will be assessed im-

mediately before and after intervention and at one-month
follow-up. Participants will be evaluated regarding occu-
pational performance and self-efficacy at each time point.

Outcome measures include the COPM, the perfor-
mance quality rating scale (PQRS), and the general self-
efficacy scale (GSE-10). Caregiver quality of life will be
measured using the World Health Organization Quality
of Life (WHOQOL-BREF) test. Patient outcomes will
be measured using several tools. The COPM is a semi-
structured interview that identifies and prioritizes daily
activity goals, with performance and satisfaction rated on
a 10-point scale. The PQRS provides an objective rating
of task performance on a 10-point scale [20]. The GSE-10
is a 10-item questionnaire assessing overall self-efficacy.
For caregivers, the WHOQOL-BREF will determine the
quality of life across physical, psychological, social, and
environmental domains using 24 questions. Demographic
and clinical data will also be recorded, including age, co-
morbidities, stroke onset, Brunnstrom stage, and assis-
tive device usage. Data analysis will be performed using
SPSS software, version 23.

Descriptive statistics (Mean+tSD) will be calculated,
and the normal distribution of data will be assessed us-
ing skewness, kurtosis, and the Shapiro-Wilk test. Analy-
sis of covariance (ANCOVA) will be used to control for
confounding variables such as age and evaluate changes
across three assessment points: Pre-intervention, imme-
diately after post-intervention, and one-month post-inter-
vention.

Findings will be published in peer-reviewed journals
and conference presentations.

Ethical Considerations
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2. Montreal Cognitive Assessment(MOCA)
3. Hospital Anxiety and Depression Scale (HADS)
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7. General Self-Efficacy (GSE)
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6. Performance Quality Rating Scale (PQRS)
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