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Abstract

Background: Measuring self-care is considered a significant outcome in clinics

and research. Thus, self-care plays a primary role in patients’ daily lifestyle
management and helps to impede the progression of coronary heart disease (CHD).
The Self- Care of Coronary Heart Disease Inventory (SC-CHDI) is a patient reported
outcome measure specifically for patients with CHD. However, no validated Arabic

version of the SC-CHDI is available.

Aim: This study aimed to cross-culturally adapt SC-CHDI into the Arabic language

and to evaluate its reliability and validity among Arabic-speaking patients with CHD.

Method: This study followed Sousa’s guideline on translation. The psychometric

properties were tested among 181 patients with CHD, and a test-retest was carried
out on 61 patients at cardiology clinics from three hospitals in Riyadh, Saudi Arabia.
In the reliability analysis, internal consistency and test-retest reliability were verified.
To determine construct validity the Spearman correlation among the Arabic version
of Self Care of Coronary Heart Disease Inventory (SC-CHDI-Ar), Arabic version of
Cardiac Self Efficacy Questionnaire (CSEQ-A) and Arabic version of Self Efficacy

6 Items Scale (SEM6S-A) were used.

Results: The content validity index of the three subscales were acceptable. The

participants in the current study indicated that SC-CHDI-Ar was clear and

understandable. The internal consistency of SC-CHDI-Ar were ranged from (a =0.70




to 0.95), and the test-retest of the maintenance, management and confidence
subscales were acceptable to good ICC; ;= 0.86 (95%CI; .70-0.91), 0.76 (95%ClI;
0.59-0.85), and 0.76 (95%CI; 0.56- 0.85), respectively. A positive significant
correlation was found among the maintenance subscale of SC-CHDI-Ar, with three
domains and the total score of CSEQ-A were (r = .58; .56; .58; .60; p = .000), while
the management subscale of SC-CHDI-Ar with two domains of CSEQ-A were (r=
.26; .26; p = .000). Additionally, the confidence subscale of SC-CHDI-Ar with one
domine of CSEQ-A and total score were (r = .81; .83; p = .000) and with SEM6S-A

was (r =.75; p =.000).

Conclusion: The Arabic version of the Self-Care of Coronary Heart Disease

Inventory is an understandable, valid, and reliable instrument for determining the

self-care needs of patients with CHD in Saudi Arabia.

Keywords: Coronary heart disease, self-care, instrument, psychometric proprieties.
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CHAPTER 1

INTRODUCTION




Introduction

The incidence of coronary heart disease (CHD) is growing in developing
countries and it is the leading cause of morbidity and mortality (Chen et al., 2021).
The main cause of death worldwide is CHD which considered as the most common
heart disease (Bayrak & Oguz, 2021). In 2017, the World Health Organization
(WHO) placed CHD first among the ten leading causes of deaths worldwide (WHO,
2017). Additionally, the Gulf Council Countries, including Saudi Arabia, have

positioned CHD as a major health concern (Alhabib et al., 2020).

In 2015, 422.7 million people were diagnosed with cardiovascular
diseases (CVD) globally (Turk-Adawi et al., 2019). In addition, approximately one
- third of all deaths worldwide are caused by CVD (Shajrawi et al., 2020). More
people die annually due to CVD than from other diseases. In the Middle East, the
associated risk factors and the prevalence of CHD are progressively increasing
(Shajrawi et al., 2020). The prevalence of coronary artery disease in Saudi Arabia

IS 5.5% (Al-Nozha et al., 2004).

Furthermore, CHD results from atherosclerotic changes in the coronary
artery (Barham et al., 2019). Atherosclerosis is an inflammatory disease of the
arteries associated with lipid and other metabolic alterations and causes CVD. The
pathologic process leading to atherosclerosis is complex. It is commonly associated

with elevated concentrations of low-density lipoprotein cholesterol that affect the
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arterial walls through plaque containing foamy macrophages is present in the inner
layer of the vessel and may lead to plaque fissure or rupture that may lead to a fatal

thrombosis (Barquera et al., 2015).

The major risk factors that can lead to CHD development include
hypertension, diabetes mellitus, obesity, smoking and aggressive response to stress
(Barham et al., 2019). Coronary risk factors are likely to increase unless CHD
occurrence is reduced through the adoption of a healthy lifestyle and self-care

management (Shajrawi et al., 2020).

Self-care is an important component of daily management, prevention, and
reduction of CHD rates, with the need to practice behaviors that maintain stability
(e.g., adherence to medication, dietary, and exercise regimens), and symptom
monitoring and management. However, there is a lack of instruments that can
measure self-care in patients with CHD (Dickson et al., 2017). Self-care knowledge
in patients with chronic diseases can be evaluated by measuring self-efficacy for

self-management (Shajrawi et al., 2020).

Furthermore, self-care is defined as “an individual’s decision -making
process to maintain health through health-promoting behaviours and to manage the
disease” (Ausili et al., 2014). Evidence has showed the positive effect of enhancing
self-care among patients with CVD (Barham et al., 2019; Katch & Mead, 2010),

while the lower level of self-care can worsen the clinical outcomes. The Katch and
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Mead (2010) reported that patients with low levels of self-care do not adhere to the

prescribed medications.

The treatment outcomes of CVD are influenced by the patients’ belief in their
ability to improve their health status through medications adherence and following
a healthy lifestyle. According to the literature, insufficient self-care can hinder
patients’ ability to change their lifestyle despite their physical capability (Barham et
al., 2019; Katch & Mead, 2010). In addition, a previous study investigated the
factors associated with quality of life among patients with CHD, and reported that
lower levels of self-care and poor patient-physician interactions predict lower
health-related quality of life, which can negatively impact clinical outcomes

(Barham et al., 2019).

The self-care of coronary heart disease inventory (SC-CHDI) is an
instrument that measures self-care among patients with CHD. It investigates how
patients maintain and adhere to common healthy behaviors, and recognize and
respond to their symptoms. In addition, self-care includes a confidence scale that
reflects self-efficacy, which can aid in direct individualized counseling (Dickson et

al., 2017).

The original form of this scale is available in English and is valid and
reliable (Dickson et al., 2017; Appendix 1). This scale has been culturally adapted
to many languages such as; Portuguese, Lithuanian, Chinese, Turkish, Russian and

Italian Self-Care of Coronary Heart Disease Inventory | Self Care Measures (self-
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https://self-care-measures.com/available-self-care-measures/self-care-of-coronary-heart-disease-inventory/

care-measures.com); Bayrak & Oguz, 2021; Chen et al.,, 2021; Kabargina &

Lopatin, 2020).

This is the first study to have applied SC-CHDI to meet the needs of
Arabic-speaking patients. Cross-cultural adaptation entails maintaining the content
validity of the instrument at a conceptual level when it is used in other cultures. As
this new culture has dissimilar ways of accomplishing tasks, this makes it somewhat
difficult for the participants to perform the tasks in comparison to participants from

the original culture (Sousa & Rojjanasrirat, 2011).

Healthcare providers and researchers can use the Arabic version of SC-
CHDI to evaluate self-care skills among Arabic-speaking patients, as well as to
apply secondary prevention intervention measures and promote cardiac
rehabilitation programs in Arabic- speaking countries. Therefore, this study aims to
translate and cross culturally adapt the SC-CHDI into Arabic and evaluate the

psychometric properties of the Arabic version of SC-CHDI.

1.1 Objectives of the study

1- To translate and cross-culturally adapt the Self-Care of Coronary Heart Disease

Inventory (SC-CHDI) into the Arabic language.

2- To evaluate the reliability and validity of the Arabic version of the SC-CHDI

(SC-CHDI-Ar) among patients with CHD.
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1.2 Research questions

1- Does the Arabic version of SC-CHDI match with the original English version in

terms of language, component construction and cultural accuracy?

2- Is the Arabic version of the SC-CHDI a valid and reliable self-care measure for

coronary heart disease patients?

1.3 Hypothesis

1- The Arabic version of the SC-CHDI will be matched with the original English

version in terms of language, component construction, and cultural accuracy.

2- The Arabic version of the SC-CHDI would have acceptable for internal

consistency and test-retest reliability.

3- The Arabic version of the SC-CHDI demonstrates evidence of construct validity

as a self-care measure in patients with CHD.

1.4 Significance of the study

Using SC-CHDI as a clinic and research instrument can help recognize how
patients with CHD deal with and respond to their symptoms. This knowledge can
help clinicians and researchers promote the interventions to improve self-care
management skills among patients with CHD in Arabic- speaking countries

(Dickson et al., 2017).
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In addition, SC-CHDI can be used to enhance cardiac rehabilitation
programs, which are considered secondary prevention, by educating the patients
with CHD about how to promote self-care management and assess self-care skills
(Ausili et al., 2014; Shajrawi et al., 2020). This support patients with CHD and their

families and reduces health service utilization (Katch & Mead, 2010).

Self-care plays an important role in clinical outcomes. In addition, it mediates
the positive effect of support on mental health and is directly associated with

positive health outcomes (Eller et al., 2018).

Self-care requires a significant effort by patients, because they spend an
average of 0.01% of their time (i.e., 66 minutes) yearly with healthcare providers.
In addition, the previous studies have encouraged healthcare providers to empower
patients with chronic conditions, such as CHD, to perform self-care, which can
improve patient well-being, decrease morbidity and mortality, and reduce healthcare

costs (Riegel et al., 2017).

Previous studies have highly recommended the implementation of self-care
assessment in clinics to detect the level of self-care skills for guiding a specific
intervention. However, a valid and reliable instrument that can measure self-care
among patients with CHD is lacking, such a tool has only been developed in English.
Therefore, translating this tool into the Arabic language is needed for effective use

by Arabic-speaking populations while maintaining their validity and reliability.
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1.5 Definition of terms

Cardiac Rehabilitation: “as a comprehensive long-term program involving
medical evaluation, prescribed exercise, cardiac risk factor modification, education

and counseling” (Halliday, 2011).

Coronary artery disease: coronary arteries are vessels that supply blood to the
heart, and coronary artery disease (CAD) is caused by the narrowing of the large

blood vessels (Hillegass, 2017).

Coronary Heart Disease: “Coronary Heart Disease (CHD) results from CAD
includes the diagnoses of angina pectoris, myocardial infraction and silent

myocardial ischemia” (Sanchis-Gomar et al., 2016).

Cross cultural adapation: The term “cross-cultural adaptation” encompasses a
process that adresses both language translation and cultural adaptation issues in the

process of preparing a questionnaire for use in another setting (Beaton et al., 2000).

Self-care: “A naturalistic decision making process addressing both the prevention
and management of chronic illness, with core elements of self-care maintenance,
self-care monitoring, and self-care management” (Ausili et al., 2014; Dickson et al.,

2013; Riegel et al., 2017).
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Self-efficacy: “Adapted to self-management, self-efficacy reflects the belief of
patient capability to organize and integrate physical, social and emotional self-care

behaviors to create their own solutions to everyday life problems™ (Ausili et al.,

2014).

Self-care confidence: It is defined as a person’s perception of or confidence in their
capabilities to perform specific actions for preventing or treating health conditions,

which reflects self-efficacy (Matarese et al., 2018).

Self-care maintenance: “Self-care maintenance refers to behaviors used by

individuals with chronic illness to maintain stability of physical and mental health”

(Dickson et al., 2017).

Self- care management: “Adapted to chronic illnesses, it refers to the process in
which patients take responsibility and decision making for achieving disease
control, health and well-being through a wild range of illness-related activities:
recognizing symptoms, adhering to treatments, managing physical and psychosocial

consequences and lifestyle changes due to their specific condition” (Ausili et al.,

2014).
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CHAPTER 2

LITERATURE REVIEW




LITERATURE REVIEW

The level of self-care management skills in patients is strongly
associated with adhering to a healthy lifestyle for patients with CHD and plays a
role in reducing the risk factor associated with the disease. Implementing self-care
assessment and interventions leads to enhancing and supporting healthy lifestyle
changes in people diagnosed with or at risk of developing CHD (Shajrawi et al.,
2020). This chapter presents an overview of CHD and explains the role of self-
care assessment in CHD control and outcomes measures used in self-care
assessment among patients with CHD. In addition, it describes previous language

translations of SC-CHDI.

2.1 Coronary heart disease (CHD)

Cardiovascular disease (CVD) is a group of diseases that affect both
the heart and blood vessels, including coronary artery disease (CAD), CHD, and
acute coronary syndrome. However, health professionals frequently use the terms
CAD and CHD interchangeably. CAD refers to the pathological process affecting
the coronary arteries as atherosclerosis, while CHD includes the diagnoses of
angina pectoris, myocardial infarction (M), and silent myocardial ischemia.
Thus, CAD is characterized by atherosclerosis in coronary arteries, CHD results

from CAD (Sanchis-Gomar et al., 2016).
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Furthermore, atherosclerosis is an inflammatory disease of the arteries
that is associated with lipid and other metabolic alterations and causes CVD. The
pathological process leading to atherosclerosis is complex. It is commonly
associated with elevated concentrations of low-density lipoprotein cholesterol,
which affect the arterial walls through plaque containing foamy macrophages
(which present in the inner layer of vessels) and can lead to plaque fissure or

rupture leading to a fatal thrombosis (Barquera et al., 2015).

The risk factors can lead to CVD development are classified into modifiable
and non-modifiable risk factors. Modifiable risk factors can be managed or
controlled (such as unhealthy diet, physical inactivity, and use of tobacco and
alcohol). These factors lead to increased blood pressure, and blood glucose, and
blood lipids (Al-Nozha et al., 2004; Alhabib et al., 2020; Hillegass, 2017). All
these factors can be controlled through medical treatment and lifestyle changes

(Bayrak & Oguz, 2021).

Of all deaths occurring among Gulf countries, including Saudi Arabia, 45%
result from CVD (Alhabib et al., 2020), the prevalence of CAD in Saudi Arabia
is 5.5% (Al-Nozha et al., 2004). To reduce the number of cardiac deaths, CHD
management is not limited to medical and surgical treatment. Patients with CHD
are known to be risk of heart failure, unstable angina pectoris, and Ml (Dickson

et al., 2017; Sanchis-Gomar et al., 2016). In addition, medical treatment cannot
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remove the etiology or reverse the underlying pathophysiology of coronary

atherosclerosis (Chen et al., 2021).

In contrast, surgical intervention such as percutaneous coronary intervention,
which provides myocardial perfusion is the most effective treatment method
because it aims to help reduce the instances of hospitalization. Patients who
undergo percutaneous coronary intervention need to be admitted to the hospital
for a few days and still continue to be at risk of restenosis of coronary arteries

after discharge (Bayrak & Oguz, 2021).

The coronary artery bypass graft (CABG) was introduced by René Favaloro
in 1968 as the first technique for myocardial revascularization. Once the patients
undergo this procedure, they require physical recovery to be able to perform daily
activities. Additionally, it is important to adopt a healthy lifestyle. The British
Association of Cardiovascular Prevention and Rehabilitation recommended
cardiac rehabilitation (CR) for post-CABG patients; it is a comprehensive
program that provides the physical, psychological and social elements. CR helps
patients in the short term to enhance their recovery from CABG, and educate them
about healthy routines, and provide them knowledge to manage CHD in the long

term (Mendes, 2016).
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Moreover, CHD is considered an important causes of global morbidity and
mortality (Barham et al., 2019). Additionally, patients with CHD are susceptible
to the development of unstable angina, MI, and heart failure, which can
negatively impact their life (Dickson et al., 2017). Thus, the American Heart
Association recommends the importance of measuring the health-related quality
of life (HRQoL), which is a strong predictor of mortality and hospital

readmissions in patients with CAD (Lee et al., 2018).

Particularly, CHD management must include self-care to control the risk
factors, reduce recurrence, and improve the prognosis and quality of life (Chen et

al., 2021)

2.2. Role of self-care in controlling CHD

By 2030, 84 million individuals are expected to be diagnosed with CVD
(Pesah et al., 2017). In addition, the Global Burden of Disease study estimated
that 29.6% of all deaths worldwide (15616.1 million deaths) in 2010 were caused

by CVD (Nichols et al., 2014).

A key to reduce the mortality and morbidity rates is to control the risk factors
that contribute to CVD (Dickson et al., 2017). According to the literature, CHD
patients who adhere to managing their disease and perform recommended of
behavioral in daily activities, achieve an optimal level of disease management

(Katch & Mead, 2010).
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In addition, the International British and Canadian Associations for
Cardiovascular Prevention and Rehabilitation, the American Association of
Cardiovascular and Pulmonary Rehabilitation, the Australian Cardiovascular
Health and Rehabilitation Association, and the European Association of
Preventive Cardiology, have established guidelines to ensure consistency in
providing CR delivery to achieve the greatest population health benefits (Pesah et

al., 2017).

In particular, CR is an effective secondary prevention strategy for leading
burden of the disease and significant cause of deaths globally. In addition, it is
associated with improving patients’ quality of life, as well as decreasing morbidity

and mortality, and is cost-effective (Pesah et al., 2017).

Implementing self-care skill management in CR has many benefits.
First, it helps patients with CHD to adopt a healthy lifestyle, which can reduce the
risk factors of CHD (Shajrawi et al., 2020). Second, it helps measure patients’
knowledge and to evaluate their skills of self-care management to improve their
HRQoL (Barham et al., 2019; Lau-Walker, 2007). Third, it can facilitate cardiac
rehabilitation programs (Shajrawi et al., 2020), to enhance the patients’ adherence
to exercises and help them maintain their level of physical activity during the CR
program (Lau-Walker 2007). Fourth, it can decrease the burden of CHD in the

health care system (Allam et al., 2019; Shajrawi et al., 2020).




Self- care has several definitions. For example, LeBlanc and Jacelon
(2018) defined it as “a prerequisite ability that is shaped early in life, develops
over time and is highly influenced by cultural factors”. Furthermore, Levin (1983)
defined it as “activities undertaken to promote health, prevent disease, limit
iliness, and restore health” (Ausili et al., 2014; Levin, 1983). Meanwhile, cardiac
self-efficacy is defined as “cardiac-specific measure of a patient’s confidence in
his or her capacity to carry out activities which may be affected by symptoms and

complications of their CVD” (Barham et al., 2019; Katch & Mead, 2010).

The term self-care was implemented in the Medical Subject of the National
Library of Medicine in 1981 and defined as “caring for self when ill or positive
actions and adopting behaviors to prevent illness” (Riegel et al., 2019).
Additionally, self-care is defined as “a naturalistic decision-making process of
maintaining health through health-promoting practices and managing illness”

(Dickson et al., 2017).

Self-care is a primary component of patients’ daily management and
maintenance of chronic conditions at home (Dickson et al., 2017; LeBlanc &
Jacelon, 2018). Subsequently, they need to practice behaviors that maintain
stability (e.g., adherence to medication, dietary, and exercise regimens), symptom
monitoring and management (Dickson et al., 2017). A longitudinal prospective

study measured self-efficacy among patients with CHD, which was recommended
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to continuously monitor patients’ self-care ability to sustain a healthy lifestyle

following a CR program (Lau-Walker, 2007).

Alteration of lifestyle is an important aspect of self-care management of
CHD. In CR, we guide and educate patients with CHD on how to change their
diet, control weight or lose it and quit smoking to lead a healthier lifestyle.
Admittedly, self-care is an important factor in making a change in lifestyle

because it depends on an individual’s daily decisions (Katch& Mead, 2010).

Evidence suggests that the self- care skills assessment for patients with CHD
to should be implemented to determine their knowledge, needs, and barriers
(Katch & Mead, 2010). In addition, health care utilization, such as emergency
visits, hospital admissions, can be reduce by educating and guiding patients to

monitor and manage their cardiac symptoms early (Dickson et al., 2017).

Self-efficacy is a prerequisite for the behavioral performance of self-
care (Ausili et al., 2014; Eller 2018). Self- care relies on patients’ knowledge and
ability to perform the required activities. The required activities are divided into
adhering to basic activities, such as eating low-salt and less fatty food, exercising
daily, attending appointments, taking the prescribed medications, and controlling
weight, as well as managing and aware of symptoms, decision- making, self-
monitoring, administration of medications and complex treatments (LeBlanc &

Jacelon, 2018).
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Self- care is a multilevel influence (individual, community, and system
levels). The concept of self-care comprises three core functions: self- care
maintenance, self- care monitoring and self- care management (Dickson et al.,
2017; LeBlanc & Jacelon, 2018). Measuring self-efficacy is key to enhancing self-
care management practice, and self-care is associated with HRQoL (Allam et al.,

2019; Katch & Mead, 2010; Shajrawi et al., 2020).

The outcomes of CHD treatment can not only be predicted by the
frequency and severity of the disease but also by how the treatment affects the
patient’s wellbeing and quality of life. In particular, quality of life is considered a
predictor of outcomes of CHD treatment. However, there are many factors that
affect the quality of life of patients with CHD, such as gender, social support,
personality, socioeconomic factors, psychological symptoms (e.g., depression and

anxiety), angina, and dyspnea (Barham et al., 2019).

There is study reported that enhancing the level of self-care skills can aid in
accomplishing the treatment goals. Thus, patients with higher levels of self-care
will adhere to diet, exercise, medication, and risk reduction behaviors (e.g.,
smoking cessation), which in turn leads to improved quality of life (Allam et al.,

2020).
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2.3 Outcome measures

Evidence strongly recommends implementing self-care assessment as part
of patient evaluation (Allamet al., 2019; Barham et al., 2019; Dickson et al., 2017;
Katch & Mead, 2010). Self-care management has three components. First, the
patient must manage the medical aspects of their conditions, such as following
prescribed medication and adhering to a special diet. Second, the patient must
adopt a healthy lifestyle to reduce the associated risk factors of CHD. Finally, the
patient must have confidence in the ability to effectively perform all elements of
self-care including maintenance and management (Dickson et al., 2017; Katch &

Mead, 2010).

2.3.1 Arabic version of the Cardiac Self -Efficacy Questionnaire

The Cardiac Self-Efficacy Questionnaire (CSEQ) measures an individual's
belief in their ability to perform a given task and is valid and reliable (Shajrawi et
al., 2020). CSEQ comprises 16 items, which are divided into two sections: control
symptoms (eight items), and maintain function (five items), with an additional
three items related to a healthy lifestyle (obesity, smoking, and dietary habits), in
which patients are asked to rate their confidence level on a five-point Likert scale:
0 = not at all, 1 = somewhat confident, 2 = moderately confident, 3 = very

confident, and 4 = completely confident. A higher score means that the patient
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has a higher level of self-efficacy. The completion of the CSEQ, which is a patient

self-report scale, takes approximately 10 to 15 minutes (Shajrawi et al., 2020).

According to the results of a psychometric property test of the Arabic version
of the CSEQ), face validity reported that the language used, style, and format were
clear. The Content Validity Index (CV1) was 1.0, which showed a very good level
of content validity. The reliability was good to excellent with the value of
Cronbach’ alpha ranging from o = 0.89 to 0.93 for all questionnaire subscales

(Shajrawi et al., 2020).

2.3.2 Arabic version of Self-Efficacy for managing chronic disease 6-

items

The self-efficacy for managing chronic disease 6-items (SEMG6S)
comprises six items, each starting with “How confident are you that you can...?”
The participants rated each item on a 10-point scale: 1 = “not at all confident”, 10
= “totally confident”. The total scores range from 6 to 60, with higher scores
representing higher perceived self-efficacy for managing chronic diseases (Allam

et al., 2019; Barham et al., 2019).

The psychometric properties tested for Arabic version of SEM6S showed
that an acceptable reliability of Cronbach’s alpha was 0.79. Only physical activity

from related factors of self-efficacy was significantly positively correlate with




self-efficacy, while duration of diabetes was significantly negatively correlate

with self-efficacy (Allam et al., 2019).

2.3.3 SC-CHDI

SC-CHDI is divided into three parts: maintenance, management and

confidence subscales.

2.3.3.1 Self- care maintenance

It refers to behaviors adopted by individuals with chronic illness to maintain
the stable of physical and mental health (Dickson et al., 2013). Including the
following recommendations from a healthcare provider, as well as autonomous
health-promoting practices, ten items on the self-care maintenance scale reflect
the ten common behaviors recommended to maintain stability for persons with
CHD: keep medical appointments, take aspirin or other blood thinners, check
blood pressure, exercise, take medications, eat a low-fat diet, use a medication
reminder system, eat fruits and vegetables, avoid cigarettes and smokers, and

control body weight (Dickson et al. 2017).

These items are drawn from the American Heart Association's Life's Simple
Seven and clinical guidelines for CHD. The respondents rate how frequently they

engage in each behavior on an ordinal scale ranging from one (never or rarely) to
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four (always or daily). A four-point scale is used to avoid a neutral answer

(Dickson et al., 2017).

2.3.3.2 Self-care management

The behaviors include evaluating changes in signs and symptoms,
determining if an action is needed, attending to treatment effectiveness, and
evaluating whether that action should be used in the future. The self-care
management scale is completed and scored if symptoms of chest pain, chest
pressure, burning, heaviness, shortness of breath, or fatigue were experienced in

the prior month (Dickson et al., 2017).

Six items on the self-care management scale incorporate the concepts of
monitoring and management, with questions about symptom recognition and
actions in response to symptoms (i.e., slow down, rest, take nitroglycerin if
prescribed, call a provider for guidance, and take aspirin) and evaluation of the

effectiveness of action for future use.

Recognition is rated on an ordinal scale (0 = not recognized to 4 = very quickly
recognized). Management behaviors are rated in terms of how likely the
respondent is to take that action in response to a symptom (1= not likely to 4 =
very likely). Treatment effectiveness is judged with a single item asking surety
regarding the helpfulness of the action, rated on an ordinal scale (0 = I did not try

anything,1not sure to 4 = very sure) (Dickson et al., 2017).
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2.3.3.3 The self-care confidence scale

This scale measures self-care self-efficacy (Barham et al., 2019; Dickson et
al., 2017; Shajrawi et al., 2020) to assess confidence in the ability to effectively
perform all elements of self-care maintenance, monitoring, and management
including the ability to stay free of symptoms, follow treatment advice, recognize
health changes, evaluate the importance of symptoms, do something to relieve
symptoms, and evaluate treatment effectiveness. Six items on the self-care
confidence scale are rated on an ordinal scale ranging from one (not confident) to

four (very confident) (Dickson et al., 2017: Appendix 1).

2.3.3.4 Scoring system

Each scale of the SC-CHDI scoring system is scored separately and
standardized to scores of 0-100. Because SC-CHDI is called an inventory rather
than an index, the scores are not aggregated into a single number as in an index.
The transformation score of each subscale is calculated separately using the
formula (sum the raw, then subtract the lowest possible raw score, then divide it

on a possible raw score range) and then multiplied by 100. The scores of the

maintenance scale (10-items) are calculated using the following formula:—(i:g:;;))

x100. Then, to calculate the management scale of six items with a possible score

(Sum-6)

x100. Next, to calculate the
(24-6)

range of 4-24, the following formula is used:
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self- confidence scale of six items with a possible score range of: 6 — 24, the

(Sum-6)
(24-6)

following formula is used : x100. Higher scores indicate better self-care

(Dickson et al., 2017).

2.3.3.5 Psychometric properties of SC-CHDI (English version)

Factorial validity was tested through content validation, and all three
scales were judged by an expert panel of five cardiovascular nurse clinicians and
scientists who were asked to rate the content relevance of each item. In addition,
convergent validity was tested with the Medical Outcomes Study Specific

Adherence Scale and the Decision-Making Competency Inventory.

In contrast, Cronbach’s alpha and factor determinacy scores (FDS) are
calculated to assess reliability of SC-CHDI. The self-care maintenance (FDS=
.87) items correlation ranges from 0.44 to 0.62. The self-care management
(FDS=.76) item test correlation ranged from .55 to .66. The self-care confidence
(FDS= .84) items correlation range from .61 to.81. All three scales showed
significant associations with both adherence scale and decision-making inventory

scale (Dickson et al., 2017).
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2.3.3.6 Cross-cultural adaption of SC-CHDI into different languages.

SC-CHDI was translated into many languages (Table 1). The Turkish
version of SC-CHDI was performed with 222 patients from three different
hospitals at cardiology clinics. Then, after 15 days the test-retest was reapplied to
50 patients. The internal consistency of the SC-CHDI Turkish version was found
to be within the reliable range, the maintenance subscale was (a = .63); the
management subscale was (o = .76) and the confidence subscale was (o =.95). In
contrast, there was no significant difference between the test—retest reliability
coefficient scores and a positive significant relationship, which was acceptable as

a reliable tool (Bayrak & Oguz, 2021).

In addition, SC-CHDI was translated into Chinese by following Sousa’s
guideline, where 301 patients with CHD were recruited from the inpatient
department. The construct validity showed a significant correlation among the
Chinese version of SC-CHDI, the Perceived Knowledge Scale for Coronary Heart
Disease (PKS-CHD) and Chinese version of the Control Attitudes Scale-Revised
(CAS-R). In addition, the internal consistency for the maintenance, management
and confidence subscales of the Chinese version of SC-CHDI was found to be

acceptable (Chen et al., 2021).

Furthermore, Kabargina and Lopatin (2020) performed the cross cultural

translation of SC-CHDI into Russian. The measured psychometric properties




included constructed validity, which correlate the Russian version of the SC-
CHDI with health-related quality of life (SF-36), levels of anxiety and depression,
type D personality (DS-14 questionnaire), medication adherence (four-item
Morisky-Green Medication Adherence Scale), and Charlson comorbidity index.
The study was conducted on 100 patients with stable CHD who were admitted to

the cardiology department (Kabargina & Lopatin, 2020).

Although self-care related to CHD being highlighted in research and
clinical practice nowadays, the Arabic version of SC-CHDI is not available.
Therefore, a validity and reliability study of SC-CHDI in Saudi Arabia is required
to fill the gap regarding self-care measurement specifically among patients with
CHD. This study aimed to translate and cross-culturally adapt SC-CHDI into
Arabic to obtain an Arabic instrument for measuring self-care in patients with
CHD and evaluating the psychometric properties of the Arabic version of SC-

CHDI.
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Table 1: Cross-cultural adaption of the SC-CHDI into different languages

Author Patients’ Cronbach’s
(Year) Language | No. | conditio Subscales alpha\ ICC21 | SC-CHDI correlation
ns FDS\CR
: _ MOS-SAS (r=.55-.69%)
Adult Maintenance | FDS=.87 | NA DMCI (r=.23-.32%)
(Dickso X:Vﬁ?a Management | FDs=76 | NA | MOS-SAS (=22-21%)
netal, | English |392]; g = DMCI (r=-.02 - .09%)
2017) rom |
Card;f’ 0 NA | MOS-SAS (1=.27%)
dy clinic. Confidence a=.84
DMCI (r=.27%)
CHD Maintenance | a=.63 NA NA
(Bayrak patients
&Oguz, Turkish | 222 | from Management | a=.76 NA NA
2021) cardiolo
gy clinic. Confidence 0=.95 NA NA
CR=.88 NA | PKS-CHD (r=.46%)
treatment CAS-R (r=.32%)
. adherence
Maintenance CR=71
CHD h_ealthy
patients lifestyle
(Chen _ from CR=.69 NA PKS-CHD (r=.40%)
g%znal., Chinese | 301 Inpatient early CAS-R (r=.20%)
departme response.
nt Management CR=71
delayed
response.
. - NA | PKS-CHD (r=.40%)
Confidence a=.80 CAS-R (1=.20%)
CHD Maintenance a=.70 0.81 | SF-36(r=-.21)
(Kabarg patients 5 gng(E:B%)Z )
ina & : from Management | ¢=-63 : r=-22-.
Lopatin Russian | 100 Inpatient J Sf-36 (r=-.30 - .36)
, 2020) departme . =72 0.85 MGMAS (r:.26)
nt Confidence

FDS=factor determinacy scores; ICC=Interclass correlation coefficient; MOS-SAS=medical outcome study
specific Adherence Scale; DMCI= Decision Making Competency Inventory; NA=Not Applicable;
CR=composite reliability; o=Cronbach’s alpha; PKS-CHD=Perceived Knowledge Scale for Coronary
Heart Disease; CAS-R=Control Attitude Scale-Revised; CCI=Charlson’s comorbidity index; SAQ= Seattle
Angina Questionnaire
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CHAPTER 3

MATERIALS AND

METHOD




3. Materials and Methods

3.1 Study design

This measurement validation study adopted a cohort design to assess the

psychometric properties of the Arabic version of SC-CHDI.
3.2 Sample size estimation

The sample size was determined using the subject-to-item ratio, which is
frequently used to estimate a sample size of two to twenty patients per item.
Furthermore, the literature review revealed that approximately 90% of the
validation studies included a sample size greater than or equal to 100 (Anthoine et
al., 2014). To conform to these criteria, the ratio was set as seven patients per item.
Therefore, the required sample size was 154 patients, considering a possible
dropout, and was increased to 181 participants and 61 patients in the test - retest

sample (Mokkink et al., 2010).

3.3 Participants

A convenience sampling method was used to recruit the participants from the
outpatient cardiology clinic at King Fahad Medical City (KFMC), the Sultan City
Medical Center and AL Habib Hospital in Riyadh. Participants of both genders and
who were could read and write Arabic were eligible to participate in this study if
they met the following eligibility criteria: age 35 — 75 years old (Shajrawi et al.,
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2020) and had undergone a confirmed diagnosis at least 12 months prior to the
study of CHD based on a positive electrocardiograph or angiographic evidence of
disease (including angina, M, history of stent placement, or coronary artery bypass
graft surgery) (Barham et al., 2019).

The participants were excluded if they had a cognitive impairment, or
had severe comorbidities such as a stroke, heart failure, psychological disorders,
amputated limbs, were receiving chemotherapy (Barham et al., 2019); or were

pregnant (Ashrafi & Curtis, 2017).

3.4 Procedure

This study was conducted in two phases. The first phase entailed the
translation and cross-cultural adaptation of SC-CHDI into the Arabic language. The
second phase involved the psychometric property measurement of the Arabic

version of the SC-CHDI (SC-CHDI-Ar).

3.4.1 Phase 1: Steps of Translation and Cross-Cultural Adaptation

The first phase included the processes of translation and cross-cultural adaptation

based on the guidelines suggested by Sousa and Rojjanasrirat (2011) (Figure 1).




« Forward translation step:

This step involved two bilingual native Arabic speakers who had the
Arabic as their mother language. The first translator had a medical background and
was knowledgeable about health care terminology and the content area of the
instrument’s construct. The second translator had no knowledge of the contents and
terminology of the tool but was familiar with collogquial and commonly used
sentences in the Arabic language. They translated the English SC-CHDI into
Arabic language independently and produced two forms of forward translation:

FT1and FT2.

« Svynthesis | step:

These two versions were then synthesized by a third independent
translator, who was bilingual, and a principal researcher through a committee
approach, which compared FT1 and FT2 and these versions with the original
version of the instrument. Then, the preliminarily translated Arabic version of SC-

CHDI-Ar (PI -TL) was generated.

« Backward translation step:

PI-TL was back-translated into English by two independent translators.
The translators were completely blind to the original version of SC-CHDI and
worked independently. The first translator was familiar with medical terminology,

while the second translator was familiar with both colloquial English and Arabic.
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This resulted in two back-translated versions of the instrument, which were labeled

B-T1 and B-T2.

e Synthesis Il step:

Following the completion of the forward and backward translations, a
multidisciplinary committee that included all five translators who participated in
the forward and backward steps and synthesis I, the principal researcher and a
cardiologist consultant produced the pre-final version of SC-CHDI-Ar (P-FTL).
The committee evaluated each item in terms of semantic equivalence, idiomatic
equivalence, experiential equivalence, and conceptual equivalence between
forward translation form, backward translation form and compared these versions

with the original version of SC-CHDI to produce P-FTL.

« Content validity:

P-FTL was evaluated by an expert panel to examine content validity and
calculate the content validity index (CVI) of the SC-CHDI-Ar in terms of
instructions, response format, and items. Nine experts were asked to evaluate each
item in the instrument with regard to content-related validity using the following
scale: 1 = not relevant, 2 = unable to assess relevance, 3 = relevant but needs minor

alterations, and 4 = highly relevant and succinct.
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Experts who selected 1 or 2 for any of the items were asked to provide suggestions
concerning how to rewrite the statements and make the language clearer (Yusoff,
2019). To calculate the CVI, which has two forms: the item — level content validity
index (I-CVI) and the scale-level content validity index (S-CVI). I-CVI was
calculated based on the sum of experts in agreement who score 3 or 4, which was
divided by the number of experts. The second form, S-CVI, was calculated based
on the average method (S-CVI/Ave) and sum of I-CVI scores divided by the
number of items. In addition, S-CVI/Ave (based on the sum of proportion relevance
rating /number of experts) was measured. The acceptable CVI value was a

minimum of 0.78 with at least nine experts (Yusoff, 2019).

« Pilot test step:

In addition, P-FTL was pilot tested using 30 patients with CHD. After
answering the questionnaire, each participant was asked to rate the instructions,
response format and items in the scale for clarity using a dichotomous scale (clear
or unclear). The items that were found to be unclear by at least 20% of the patients
had to revised and re-evaluated (Yusoff, 2019). The final SC-CHDI-Ar after this

step was sent to the original SC-CHDI developer.
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Step 1:
Forward translation

The SL of the instrument was
translated into the TL by two

FT1

independent translators
to produce FT1 and FT2.

Step 2:
Synthesis |

A third independent translator
compared the FT1 and FT2 to the

FT 2

original version of the instrument via
a committee approach. Produce P1-
TL.

Step 3:

Blind Back-
Translation

Two independent translators back-
translated the translations into the SL

to produce two back-translated
versions (B-T1 and B-T2).

Step 4:
Synthesis |1

A multidisciplinary committee
compared the FT1, FT2, PI-TL, B-T1,
B-T2 forms with the original SC-
CHDI.

Produce the P-FTL of the SC-CHDI-
A,

P-FTL

Step 5:
Pilot testing

1- Nine experts were asked to
evaluate each item in the instrument
with regard to content-related

validity.
2- Pilot test of the P-FTL among 30

CHD patiensts.

Figurel: Cross-Cultural adaptation guideline.

Abbreviations: FT1, FT2: forward translations forms, PI-TI: preliminary translated of

the SC-CHDI-Ar B-T1, B-T2: Backward translations forms P-FTL.: pre-final SC-CHDI

A; CHD: coronary heart disease.
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3.4.2 Phase 2: Psychometric property measurement

The second phase involved testing the measurement properties as defined by
the Consensus-based Standards for the Selection of Health Measurement
Instruments (COSMIN) (Mokkink et al., 2010). The psychometric properties
included test-retest reliability, measurement error, internal consistency, floor and
ceiling effects, and the construct validity of SC-CHDI-Ar. A patient with CHD was
recruited for this validation study based on the eligibility criteria described
previously.

The primary researcher collected data from three hospitals. The participants
were interviewed in the waiting area, the purpose of the study was explained, and
the patients were reassured about the privacy and confidentiality of the collected
information. If a participant agreed to participate, they were asked to sign an
electronic consent form prior to completing the questionnaire. Demographic
information about the patient, such as age, gender, education level, occupational
status, smoking status, height and weight, and CHD duration was collected first
(Appendix 3).

The participants were then asked to answer the three Arabic-language
questionnaires, SC-CHDI-Ar, CSEQ, and SEMG6S in a self-reporting manner. The
primary researcher answered the participants’ questions if they asked any and used
an electronic survey to ensure that the patients answered all the questions. The

investigator administered a retest of SC-CHDI-Ar from one to two weeks (Polit,
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2015). During the second test, the participants were asked to complete the SC-CHDI-

Ar and the global rating of change scale.

3.50utcome measures
3.5.1 Arabic version of Self-Care of Coronary Heart Disease

Inventory (SC-CHDI-Ar)

The patients were asked to rate themselves using a four-point scale that
included three subscales. The first part was maintenance subscale, which included
ten items that rated the adherence to the treatment regime and a healthy lifestyle.
The second part was the management subscale, which included six items to
determine whether the patient had experienced symptoms in the past month and to
assess early and delayed responses. The third part was the confidence subscale,
which measured the patients’ self-efficacy levels.

The scoring system for each subscale was scored separately and standardized
to scores of 0 —100, because SC-CHDI is an inventory rather than an index; the
scores were not aggregated into a single number as in an index. The scores of the
maintenance subscale were calculated using the following formula: (Sum - 10) / (40
- 10) x100. Then, the management subscale depended on the patient status if there
were symptoms in the last month = ((Sum - 4) / (24 - 4) x100) or if there were no
symptoms during the last month = ((Sum - 4) / (20 - 4) x 100). Next, the confidence
subscale was calculated as (Sum - 6) / (24 - 6) x100. Higher scores indicate better

self-care (Dickson et al., 2017).
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3.5.2 Arabic version of the Cardiac Self Efficacy Questionnaire

The Arabic version of CSEQ (CSEQ-A) measures an individual's belief in
their ability to perform a given task. The patients were asked to use a five-point
Likert scale to rate how confident they felt about the 16 items, which were divided
into three sections: the first section included eight questions (1 - 8) related to
controlling their symptoms, the second section included five questions (9 - 13)
related to maintaining their function, and the third section included three questions
(14 - 16) related to healthy lifestyle behavioral. The final score was obtained by
summing the three subscales separately and then summing all items ranging from 0
to 64. A higher score indicated a higher level of cardiac self-efficacy. CSEQ-A,
which was used in this current study, was found to be valid and reliable, the value
of Cronbach’s alpha were .89; .92; .93 for the three sections respectively (Shajrawi

et al., 2020; Appendix 4).

3.5.3 Arabic version of the Self- Efficacy Management 6 Items Scale

The patients were asked to use a 10-point Likert scale to select a number
representing their level of self-efficacy for the six items pertaining to the
management of chronic diseases. The overall score was the sum of all items, and the
total scores range from 6 to 60, with higher scores representing higher perceived
self-efficacy for managing chronic diseases. The Arabic version of the SEMG6S

(SEMG6S-A), which was used in this study, was found to be valid and reliable, the
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Cronbach’s alpha had a value of 0.79 and the item-total correlations ranged from

0.61 to 0.71 which indicates good reliability (Allam et al., 2019; Appendix 5).
3.5.4 Global rating of change

The global rating of change (GROC) is a simple instrument that measures the
extent to which a patient perceives improvement or deterioration over time (Rating
& Scales, 2009). In the current study, we used a seven-point GROC scale ranging
from -7 = extreme deterioration to 7 = extreme improvement. The participants who
scored -3 to 3 were considered unchanged (Appendix 6).

3.6 Ethical considerations

Approval for this study was obtained from the Institutional Review Board of
the College of Medicine at King Saud University (No. E-20-4872; Appendix 7), the
Institutional Review Board at KFMC (No: 20-291E; Appendix 8), the Institutional
Review Board at Habib Medical Group (HMG) (No. RC.20.07.05; Appendix 9), and
the Institutional Review Board at Sultan Bin Abdulaziz Humanitarian City (No.:24-

2020-IRB; Appendix 10).

3.7 Statistical analyses

All analyses were conducted using the Statistical Package of Social
Science (SPSS) version 22.0. The level of significance was set at p < 0.05.

Descriptive analyses were performed to describe the participants’ characteristics.
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3.7.1 Internal consistency

Internal consistency in each SC-CHDI-Ar subscale was determined using
Cronbach’s alpha. A Cronbach’s alpha value ranging from .5 to .6 was considered
poor, the ranging from .6 to .7 was considered questionable, that ranging from .7 to
.8 was considered acceptable, that ranging from .8 to .9 was considered good, and.9

and above was considered excellent (Gliem et al., 2003).

3.7.2 Test-retest reliability

The test-retest reliability of SC-CHDI-Ar version was determined by using the
intraclass correlation coefficient (ICC ,1). An ICC with a value of less than 0.5 was
considered poor, values ranging from 0.5 to 0.75 were considered moderate, and
those ranging from 0.75 to 0.9 were considered good. Values above 0.90 were

regarded as excellent (Koo & Li, 2016).

3.7.3 Measurement of error

The standard error of measurement (SEM) checks for the measurement error in

relation to the repeated measurements utilizing (de Vet et al., 2011). SEM was

computed as SEM=SD x v1 — ICC, where SD was the pooled standard deviation

(SDZ + SD%)
2

to calculate the following \/ (Burnett et al., 2007; de Vet et al.,

2011). The minimal detectable change (MDCgs) was calculated as MDCgs = SEM x

1.96 x /2 (Nair et al., 2012).
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3.7.4 Floor and ceiling effects

Floor and ceiling effects were considered to exist if more than 15% of the
participants reported minimum or maximum possible scores for SC-CHDI-Ar
(Terwee et al., 2007). SC-CHDI-Ar had limited content validity if the floor and

ceiling effects were presented and exceeded 15%.
3.7.5 Construct validity

The construct validity of SC-CHDI-Ar was examined using hypothesis testing
(Terwee et al., 2007). The following pre-defined hypotheses were examined as part

of the convergent validation:

|
1

The maintenance subscale of SC-CHDI-Ar will show positive correlation with the

symptoms control domain of CSEQ-A.

2-  The maintenance subscale of SC-CHDI-Ar will show positive correlation with the
functional maintenance domain of CSEQ-A.

3- The maintenance subscale of SC-CHDI-Ar will show positive correlation with the
modification risk factors domain of CSEQ-A.

4-  The maintenance subscale of SC-CHDI-Ar will show positive correlation with
CSEQ-A.

5-  The management subscale of SC-CHDI-Ar will show positive correlation with

the symptoms control domain of CSEQ-A.




6- The management subscale of SC-CHDI-Ar will show positive correlation with
CSEQ-A.

7-  The confidence subscale of SC-CHDI-Ar will show positive correlation with the
symptoms control domain of CSEQ-A.

8- The confidence subscale of SC-CHDI-Ar will show positive correlation with
CSEQ-A.

9- The confidence subscale of SC-CHDI-Ar will show positive correlation with

SEMGS-A.

All pre-defined hypothesis were assessed using the correlation between the SC-
CHDI-Ar scores and the validated Arabic versions of CSEQ and SEM6S. Based on

the normality test, we will used Pearson correlation (r) if the data were normally

distributed or Spearman correlation (rs) if the data were not normally distributed.

The strength of association of the absolute value of r was based on the following
guidelines: values < 0.3 = weak association; 0.3 — 0.7 = moderate association; and
> (0.7 = strong association (Ratner, 2009). SC-CHDI-Ar can be considered to have
high construct validity if up to 75% of the prior hypotheses are met (Terwee et al.,

2007).
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CHAPTER 4

RESULT




This chapter presents the main results of the study, which comprise two main
phases: (1) the process of translation and cross-cultural adaptation of SC-CHDI into

the Arabic language, and (2) the measurement property testing of SC-CHDI-Ar.

4.1 Phase 1: Translation and cross-cultural adaptation

The forward translation step was conducted by two bilingual translators,
worked independently produced FT1 and FT2, they did not face problems during
translation. Then, a third independent translator, with principal researcher worked
together as a committee to synthesize both FT1 and FT2 to produce PI-TL without
any difficulty. Subsequently, backward translation was accomplished by another two
translators were blinded from the original English version of SC-CHDI and produced
two English version B-T1 and B-T2 without any difficulty. The next step was review
through an expert committee which made a minor change of a few words of the items
while keeping the meaning intact. Then, P-FTL was sent to the developer who

approved it.

Content validity

An expert panel member comprising nine experts including three
cardiologists, five of cardiac rehabilitation physiotherapists and a nurse. 1-CVI had
the value of one for all questions except 15, 17 and 22, which had the values of 0.9.
While, S-CVI was calculated using the average method (S-CVI/Ave). The S-

CVI/Ave based on I-CVI for the maintenance part was 1, the management part was
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0.98 and the confidence part was 0.97. In contrast, the value of S-CVI/Ave based on
the proportion relevance across the nine experts was 0.98 (Table 2). The CVI values
were acceptable and satisfactory based on all three measures.

After receiving expert opinions, some minor changes were made to the

scale; thereafter, the pilot study was conducted.

Pilot study

Thirty patients with CHD completed the pre-final version, and asked to rate
the clarity of the items. All respondents reported that all items including

instructions and rating scale were clear (100%).

There was a minor change in question 14 the phrase “or going to the
hospital” was added beside calling the doctor and the term “nurse” was deleted,
because the patients consulted the doctor only because this system which followed
in the clinical practice according to the Ministry of Health in Saudi Arabia. This

was the final SC-CHDI-Ar (Appendix 2).

The sample of 30 participants, diagnosed with CHD included 57% male. The
mean age of the patients was 61.87 £ 8.87 years, 90% of the sample was married,
and 87% were unemployed. The patients spent 10.47 £ 2.75 minutes to completing
the SC-CHDI -Ar scale. The demographic, and clinical characteristics of the pilot
sample, and the mean and standard deviation (SD) of the SC-CHDI-Ar subscales

are shown in (Table 3
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Table 2: Expertise rating (n=9) for content relevance.

EXPEMS | st | gua | gu | gn | gn [gn |70 | gn |gn I-CVI
Items
Q1 1 1 1 1 1 1 1 1 1 1
Q2 1 1 1 1 1 1 1 1 1 1
Q3 1 1 1 1 1 1 1 1 1 1
Q4 1 1 1 1 1 1 1 1 1 1
Q5 1 1 1 1 1 1 1 1 1 1
Q6 1 1 1 1 1 1 1 1 1 1
Q7 1 1 1 1 1 1 1 1 1 1
Q8 1 1 1 1 1 1 1 1 1 1
Q9 1 1 1 1 1 1 1 1 1 1
Q10 1 1 1 1 1 1 1 1 1 1
S-CVI/Ave (The enance subscale) = 1
Q11 1 1 1 1 1 1 1 1 1 1
Q12 1 1 1 1 1 1 1 1 1 1
Q13 1 1 1 1 1 1 1 1 1 1
Q14 1 1 1 1 1 1 1 1 1 1
Q15 1 1 1 1 1 1 1 1 0 0.9
Ql6 1 1 1 1 1 1 1 1 1 1
CVI/Ave (The management subscale) = 0.98
Q17 1 1 1 1 1 1 1 0 0.9
Q18 1 1 1 1 1 1 1 1 1
Q19 1 1 1 1 1 1 1 1 1
Q20 1 1 1 1 1 1 1 1 1
Q21 1 1 1 1 1 1 1 1 1
Q22 1 1 1 1 1 1 1 0 0.9
CVI/Ave (The confidence subscale) =
Proportion
relevance ' ' ' ' '

across the nine experts) = 0.98

S-CVI/Ave (Average proportion of items judged as relevance

[~X]




Table 3: Demographic and clinical characteristics of the participants in the pilot study

of the SC-CHDI-Ar (n=30).

Variables Mean SD
Age (Years) 61.87 8.87
BMI (kg/cm) 28.59 4.13
CHD duration (Years) 7 7
Gender: n %
Male 17 57
Female 13 43
Educational level:

Elementary school 17 57
Secondary school 3 10
High school 7 23
Bachelor degree and above 3 10
Marital status:

Married 27 90
Single 3 10
Working status:

Employment 4 13
Unemployment 26 87
Smoking status:

No 25 83
Yes 5 17
History of smoking: Median IRQ
Smoking period (Year) 40 25
Number of cigarettes\ day 18 8
Subscales (SC-CHDI-Ar) Mean SD
Maintenance subscale 63.89 15.95
Management subscale 31.62 16.87
Confidence subscale 78.33 19.21
Time spending to complete questionnaire (Minutes) 10.47 2.75

SD = Standard deviation, BMI = Body Mass Index, IRQ = interquartile Range.
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4.1 Phase 2: Measurement properties of SC-CHDI-Ar

A total of 183 subjects with CHD agreed to participate in the study.
However, two participants were excluded due to missing data. The data from the
remaining 181 participants were used for the analysis.

The majority of participants were male (57%), and the mean and SD of their age
was 59 = 11 years. The means of the maintenance, management and confidence
subscales of SC-CHDI-Ar were 64.68 + 24.10; 43.32 +26.24; 58.13 + 27.64,
respectively. The mean of body mass index (BMI) was 28.4 (kg/m?) + 5.2. Most
participants were married (84%) and non-smokers (89%). Approximately 82% of the
sample was unemployed. Most of the participants had an elementary school degree
(59%). The average duration of CHD among the participants in the sample was six

years (Table 4).
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Table 4. Demographic characteristics of the participants in the measurement

properties testing of the SC-CHDI-Ar version (n= 181 patients).

Variables Mean SD

Age (Year) 59 11
BMI (kg/cm) 28.4 5.2
CHD duration (Year) 6.2 5.1
Gender n %

Male 103 56.9

Female 78 43.1
Educational level:

Elementary school 107 59

Secondary school 21 12

High school 35 19

Bachelor degree and above 18 10
Marital status:

Married 152 84

Single 29 16
Working status:

Employment 33 18

Unemployment 148 82
Exposure to external Smoke:

Yes 11 6

No 170 94
Smoking status:

No 161 89

Yes 20 11

Median IRQ
Smoking period (Year) 22 24
20 13

Number of cigarettes\ day

SD = Standard deviation, BMI = Body Mass Index, IRQ = interquartile Range.
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4.2.1 Internal consistency

The results showed acceptable to excellent internal consistency: the

Cronbach’s alpha for maintenance, management and confidence subscales of SC-

CHDI-Ar were a=.85, .70, and .95, respectively (Table 5).

Table 5: Internal consistency and floor and ceiling effect of the SC-CHDI-Ar

version (n = 181)

SC-CHDI subscales
_ % Floor | % Ceiling | Cronbach’s
(Number of items; lowest | Mean | SD effect effect alpha ()
score; heights score)
Maintenance subscale 64.68 | 24.10 2.8 1.1 .85
(10; 10; 40)

Management subscale 43.32 | 26.24 8.8 2.2 .70
(6; 4; 24)

Confidence subscale 58.13 | 27.64 4.4 9.9 .95
(6; 6; 24)

SD: Standard deviation; a: Cronbach’s Alpha.

4.2.2 Test-retest reliability

Seventy participants completed the test-retest, with an average period of 10.03

days between the first and second tests. Of them, 61 participants reported that their

health condition had not changed based on the GROC scale. While, nine participants

were excluded from the second test, eight participants reported improvement and

one reported deterioration based on the GROC scale. Data collection was conducted

from October 2020 to June 2021.
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The intraclass correlation coefficient (ICC, 1) of agreement between the test and

retest scores of the SC-CHDI-Ar subscales showed good reliability of the

maintenance subscale; the remaining two subscales were acceptable. The ICC;;

values for the maintenance, management and confidence subscales were ICC;1=

0.86 (95%CI; 0.70-0.91); 0.76 (95%Cl; 0.59-0.85); and 0.76 (95%CI; 0.56- 0.85),

respectively (Table 6).

Table 6: The Test — Retest reliability and standard error of measurement of the

Arabic version of the SC-CHDI- Ar (n=61).

Test Retest ICC 21
Subscale SEM MCD g5
Mean £ SD Mean £ SD (95% ClI)
) .86
Maintenance | 72.90 + 15.73 | 77.54 + 14.03 5.58 15.47
(.70 t0 .91)
.76
Management | 43.60 £ 19.93 | 41.10 + 24.22 10.87 30.12
(.59 to .85)
_ .76
Confidence |67.94 +23.1 |75.14+23.47 11.40 31.60
(.56 to .85)

SD: Standard Deviation; ICC: Interclass Correlation Coefficient;
SEM: Standard Error of Measurement; MCD: Minimal Detectable Change.




4.2.3 Measurement error and minimal detectable change of SC-CHDI-

Ar

The SEM values for the maintenance, management and confidence subscales
of the SC-CHDI-Ar were 5.58, 10.87, and 11.40, respectively, and MDCgys values

of the SC-CHDI-Ar scores were 15.47, 30.12, and 31.60 (Table 6).

4.2.4 Floor and ceiling effects

According to the data in the current study, SC-CHDI-Ar did not have any floor
or ceiling effects. The ceiling effect of the maintenance, management, and
confidence subscales of SC-CHDI-Ar were 1.1%, 2.2%, and 9.9% respectively,

while the floor effects were 2.8%, 8.8% and 4.4% (Table 5).

4.2.5 Construct validity

The scores of the participants’ self-reported questionnaires were not normally
distributed. The Spearman correlation showed a moderate positive significant
correlation between the maintenance subscales of SC-CHDI-Ar and the symptoms
control domains of CSEQ-A; (r =.58; p = .000), functioning maintenance domains
(r = .56; p = .000), and modification risk factors domains (r = .58; p = .000) and

with the total score of the CSEQ-A (r = .60; p = .000).

There were weak correlations between the management subscale of SC-CHDI-

Ar and the symptoms control domain of the CSEQ-A (r = .26; p = .000) and with
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the total score of the CSEQ-A (r = .26; p =.001). However, strong correlation was

found between the confidence subscale of the SC-CHDI-Ar and the symptoms

control domain of CESQ-A and the total score of CSEQ-A (r = .81; 83; p = .000)

respectively. In addition, a strong positive correlation was found between the

confidence subscale of SC-CHDI-Ar and SEM6S-A (r = .75; p = .000) (Table 7).

Thus, all the hypotheses posed in the research question, all of them were

supported by the results, providing evidence to support the construct validity of SC-

CHDI-Ar.

Table 7: Spearman’s correlation between SC-CHDI -Ar, CSEQ-A and SEM6S-

A (n=181)

Outcome measurement

Correlation with SC-CHDI-Ar

Maintenance Management Confidence
subscale subscale Subscale
Symptom rs= .58 rs=.26" rs=.81"
control
< Fu_nctlonal rs= .56 rs=.19™ rs= .77
3 maintenance
m - g -
8] Modification 5= 58 5= 5% rs= 80"
risk factors
Total score rs= .60 rs=.26" rs=.83"
SEMGS - A rs=.56" rs=.21" rs=.75"

0.05 level.

SC-CHDI -Ar= Arabic version of the Self-Care of Coronary Heart Disease, CSEQ-
A = Cardiac Self-Efficacy Questionnaire, SEM6S-A= Arabic version of Self -
Efficacy Managing Chronic Disease 6 — item scale, rs= Spearman’s correlation,
** = Correlation is significant at the 0.01 level, * = Correlation is significant at the
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CHAPTER 5

DISCUSSION




The purposes of this study to translate and cross-culturally adapted the English
version of SC-CHDI into Arabic. Additionally, the reliability and validity SC-CHDI.
A were evaluated. To be used in a different culture, a scale needs to have the same
psychometric properties as the original form. Thus, the psychometric properties of
SC-CHDI-Ar were tested in terms of internal consistency, test-retest reliability,
measurement error, floor and ceiling effects and construct validity. In line with our
hypotheses, the results of this study provided evidence that SC-CHDI-Ar is valid

and reliable among patients with CHD.

5.1 Translation and cross-cultural adaptation

The processes in this phase followed Sousa’s guideline (2011), which
comprises five steps: starting with forward translation by two bilingual translators,
who translated the English version of SC-CHDI from into Arabic. Used standard
Arabic language, thus produced this scale to be used in any Arabic speaking country.
In the second step, a third translator and a principal researcher are integrated the two

forward versions to synthesize SC-CHDI-Arr.

Third, back translation was performed by another two other bilingual
translators, who translated the Arabic version of the SC-CHDI into English. The
fourth step, performed by a committee, included all five translators who participated
in the previous steps, a health care professional and research methodologists. They

compared all versions from both forward and backward translation with the original
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version of the SC-CHDI and to formulated the pre-final version of the Arabic version
of the SC-CHDI. Minor change of few words which suggested during the committee
without change in the meaning. Finally, P-FTL was sent to the developer, who

approved it.

The fifth step determined the conceptual and content equivalence of the items
of the pre-final SC-CHDI-Ar through an expert panel and the pilot tested among 30
participants. The content validity measured by the panel committee included nine
experts who reviewed the P-FTL. The CVI was measured and the value of I-CVI
was (1) for most items except 15, 17 and 22 were (.90). In addition, the values of S-
CVI were (1) for the maintenance subscale, (.98) for the management subscale and

(.97) for the confidence subscale.

The results indicate that the value of content validity is acceptable and the
instrument is valid. This result is similar to that obtained for CVI measured for the
English version by five cardiovascular nurses the resulted showed (1) for all three
subscales (Dickson et al., 2017) and in the Turkish version, reported by eight experts,

both I-CVI and S-CVI values were (.99) (Bayrak & Oguz, 2021).

In addition, a pilot test was conducted to measure the conceptual, experiential,
idiomatic and semantic equivalence of the pre-final of SC-CHDI-Ar among 30
patients with CHD. We recruited 17 males and 13 females who met the inclusion
criteria of the current study. The participants reported that the instructions and items

were clear and understandable.
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Furthermore, pilot-testing of P-FTL added more clarification to question 14,
which could not be explored in the previous stages. Most of the patients mentioned
that they go to the hospital instead of calling the doctor. According to the Ministry
of Health in Saudi Arabia, a calling system has not yet been activated and the
consultation take place with the doctor only not through the nurse. Thus, in question

14 “or going to the hospital for consultation” was added and “nurse” was removed.

The end result was a high-quality translation both linguistically and
semantically. The final version of SC-CHDI-Ar was achieved and approved by the

developer and submitted to the main developer website.

5.2 Psychometric properties of the SC-CHDI-Ar

According to the literature, self-care level is predictable and influences the
management of chronic disease (Allam et al., 2019). Thus, to implement a tool to
assess self-care among patients with CHD, a valid and reliable instrument is
required. The validity and reliability of SC-CHDI-Ar was measured, and the results

showed that it can be used in clinics and research.

In this study, the final version of SC-CHDI-Ar was tested among Arabic
speaking population on a sample of 181 patients with CHD. Most participants were
male, with a mean age 59 years and an average disease duration of 6 years. The

patients spent approximately 8 to 13 minutes completing the SC-CHDI-Ar.
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The internal consistency analysis should be undertaken when assessing the
reliability of adopting measures (Terwee et al., 2007). The present study showed that
SC-CHDI-Ar has acceptable to excellent internal consistency and good test-retest
reliability. Cronbach's analysis is the most widely used approach for determining the
reliability of Likert-type scales. Cronbach’s alpha provides information regarding to
the scale items consistency with each other (deVet et al., 2011). As the total score
cannot be obtained from SC-CHDI, in the current study, Cronbach's alpha

coefficients were separately calculated for the three subscales of SC-CHDI.

The maintenance subscale was good (o = .85), the management subscale was
acceptable (o = .70), and the confidence subscale was excellent (a = .95). these
results agreed with those obtained for the original version of SC-CHDI, where the
Cronbach’s alpha values were (o= .87; .76; .84), respectively (Dickson et al., 2017).
This result indicates that most items in the subscales are closely interrelated and are

homogeneous and not redundant (Terwee et al., 2007).

In addition, the Cronbach’s alpha values of the three subscales of the SC-
CHDI Turkish version were similar to the result of the current study, except for the
maintenance subscale, which had a value of (a = .63). The management subscale
and confidence subscale had values of (o =.76; .95), respectively (Bayrak & Oguz,

2021).
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The internal consistency of the Chinese version of SC-CHDI was good (o =.80)
for the confidence subscale (Chen et al., 2021). The Cronbach’s alpha values of the
Russian version of the SC-CHDI were (o =.69; .64; .71) for the maintenance,

management and confidence subscales respectively (Kabargina and Lopatin 2020).

A tool’s reliability is defined as its ability to produce constant results across
different occasions (Polit, 2014). This study examined the test-retest reliability for
SC-CHDI-Ar by using ICC, 1 model Two-way random with absolute agreement, the

acceptable values of the ICC is 0.7.

ICC is the most suitable method to examine test—retest reliability has compared
to other types of correlations coefficients, such as Pearson’s correlation. This is

because it considers the measurement error (de Vet et al., 2006).

In this study, the average interval between the test and retest was ten days, which
was determined based on the following evidence: the interval between the test and
retest should be decided to be within 2 to 14 days because if it is shorter, it might
cause recall of the items, and if it is longer, it might be permit cause clinical change

(Marx et al., 2003; Park et al., 2018; Terwee et al., 2007).

The participant enrolled in examining the test-retest reliability scored
themselves from -3 to +3 the GROC scale, they were stable or had no change in their
health condition during the period between the test and retest. The GROC scale is

an accurate method for assessing health condition changes over time (Rating &
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Scales, 2009). Sixty-one participants completed the retest of SC-CHDI-Ar, which

la an adequate number for examining the reliability (Mokkink, 2018).

SC-CHDI-Ar achieved acceptable to good test-retest reliability, and the ICC
21 values were for the maintenance, management and confidence subscales of the
SC-CHDI-Ar were = 0.86; 0.76 and 0.76 respectively which supported the study

hypotheses.

Furthermore, the Turkish version of SC-CHDI did not have any significant
difference in the mean scores between the test-retest, and the interval between the
test and retest was 15 days (Bayrak & Oguz, 2021). Kabargina and Lopatin (2020)
reported that the patients performed the retest four days after the first test, and the
ICC, 1 values for the maintenance, management and confidence subscales calculated

as = .81, .79 and ,85, respectively.

In addition to the reliability, this study calculated SEM, which is a measure of
how far apart are the outcomes of the repeated measurement (de Vet et al., 2011).
The results were 5. 58 points for the maintenance subscale, 10.87 points for the
management subscale and 11.40 points for the confidence subscale. The values of
MDCgs, which refers to the minimal value indicating a real change in a single subject
(95%CI) of the three subscales of SC-CHDI-Ar, were (15.47; 30.12; 31.60 points),
respectively. Both SEM and MDCgys exhibited clinical importance in evaluating the
real effects of interventions and change over time. These values seem acceptable, as

there was no SEM and MDCgs reported for the original version of SC-CHDI, as well
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as for the Turkish, Chinese and Russian versions (Bayrak & Oguz, 2021; Chen et

al., 2021; Dickson et al., 2017; Kabargina & Lopatin, 2020).

SC-CHDI-Ar had no floor or ceiling effects, which confirmed the content
validity. In addition, SC-CHDI-Ar dose not having a total score because it is an
inventory has calculated each subscale separately. Therefore, the celling effects for
the three subscales of maintenance, management and confidence were: 1.1%; 2.2%
and 9.9%, respectively. The floor effects were 2.8%; 8.8% and 4.4% for the three
subscales respectively. The original version of the SC-CHDI and previous studies
did not measure floor and ceiling effects (Bayrak & Oguz, 2021; Chen et al., 2021,

Dickson et al., 2017; Kabargina & Lopatin, 2020).

Construct validity was determined by examining the pre-defined hypotheses.
The result of this study provides strong evidence to support the construct and

discriminant validity of SC-CHDI-Ar by supporting all nine pre-defined hypotheses.

The results showed a moderate positive significant correlation between the
maintenance subscale of SC-CHDI-Ar within the three domains and the total score
of CSEQ-A (r = .56, .60). The correlation was weak positive significant between the
management subscale of SC-CHDI-Ar within the symptoms control domains and

the total score of CSEQ-A (r = .26, .26) respectively.

In addition, the correlations among the confidence subscale of SC-CHDI-Arr,

the symptoms control domain, and the total scores of CSEQ-A and SEM6S-A were




strong positive significant (r = .81; .83; .75) respectively. These results support all

nine hypotheses.

In contrast, Dickson et al. (2017) found a significant correlation between the
maintenance and confidence subscales of the SC-CHDI English version, MOS-SAS
and DMCI. While, management subscale significantly associated with MOS-SAS
only. However, in the Chinese version of SC-CHDI, PKS-CHD, CAS-R, and the
three subscales of SC-CHDI were found to be significantly correlated (Chen et al.,

2021).

Additionally, in the Russian version, the criterion-related validity revealed
correlation among the maintenance, management, and confidence subscales with the
SF-36 physical functioning scale (r=-0,212, p<0,05), Charlson comorbidity index
(r=0,282, p<0,01), physical activity restriction (r=-0,218, p<0,05) and the frequency
of angina episodes (r=-0,340, p<0,05) of the SAQ questionnaire, duration of CCS
(r=0,354, p<0,01) and Morisky-Green scale value (r=0,25, p<0,05) (Kabargina &

Lopatin, 2020).

In this study, we used CSEQ-A as a self-reported outcome measure for
evaluating the self-efficacy of patients with CHD and has been widely use (Shajrawi
et al.,, 2020). Meanwhile, SEM6S-A is a validated Arabic questionnaire that
measures a person’s confidence in their ability to manage fatigue, discomfort, pain,
emotional distress, or any other symptoms associated with managing a chronic

condition (Allam et al., 2019).
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5.3 Strength of the study

This study followed a commonly used guideline during each step of translation
and cross- cultural adaptation (Sousa & Rojjanasrirat, 2011) to ensure quality and
equivalence with the original version of SC-CHDI. Moreover, we used a published
recommendation to measure psychometric proprieties (Polit, 2015) of SC-CHDI-Ar

with a sufficient sample size.

5.4 Limitation

Applying the inventory with a larger sample can provide stronger evidence.

Finally, we did not perform exploratory and confirmatory factor analyses.

5.5 Recommendation and future research

Future studies should to be conducted to address the limitations of the current
study. Additionally, they should examine the psychometric properties of the SC-
CHDI-Ar among different Arabic speaking countries to generalize the outcome
measurements of SC-CHDI-Ar. Furthermore, they can consider an exploratory and

a confirmatory factor analysis to confirm the factorial structure of SC-CHDI-Ar.

5.6 Clinical implications

SC-CHDI-Ar is a specific outcome measure that is applicable patients with

CHD, which can measure maintenance, management and confidence in self-care. It
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is a valid and reliable scale that can be used by researchers. Additionally, in clinical

practice, cloud uses this instrument during patient assessment.

5.7 Conclusion

The Arabic version of the SC-CHDI proved to be an understandable and a
reliable and valid tool to assess self-care among patients with CHD. The CVI of SC-
CHD-Ar was good and acceptable. In addition, the reliability of SC-CHDI-Ar was
good to excellent in terms of internal consistency and acceptable to good in the teat
retest. A positive significant correlation was found among the three subscales of SC-
CHDI-Ar, the three domains of CSEQ-A and SEM6S-A. Therefore, SC-CHDI-Ar is

a useful tool that can be used in clinical settings and research.
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SUMMARY, RECOMMENDATIONS, AND CONCLUSION

6.1 Summary

Background: CHD is a chronic disease and considered as the leading of deaths
worldwide. Patients with CHD are at high risk of developing MI or angina or heart
failure. Thus, self-care should be implemented among these patients to control the
symptoms and reduce the burden of CHD. The Self-Care of Coronary Heart Disease
Inventory (SC-CHDI) is a recently developed instrument. It is a patient reported
outcome measure specifically designed for patients with CHD. It measures the
patient's adherence to medications and help them in maintaining a healthy lifestyle,

recognizing and responding to their symptoms and self-confidence level.
However, no validated Arabic version of the SC-CHDI is available.

Objective: This study aimed to cross culturally adapted SC-CHDI into the Arabic
language and to measure the psychometric properties of SC-CHDI-Ar among

patients with CHD.

Subjective and method: A cross sectional study was conducted in Riyadh on 181
patients with CHD (>35 years old) of both genders. This study included the samples

from three hospitals, KFMC, HMG, and SBAHC, from cardiology outpatient clinics.

This study followed Sousa’s guideline on translation. In the reliability analysis,

internal consistency and test-retest reliability were verified. To determine the
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construct validity the Spearman correlation among SC-CHDI-Ar, CSEQ-A and

SEMG6S-A was used.
Findings: The following results were obtained:

- CVI: I-CVI was 1 for all questions except questions 15, 17 and 22, which had the
value of 0.9. In addition, the S-CVI, calculate (S-CVI/Ave) use this method (sum
of I-CVI scores divided by the number of items).

- The maintenance part was 1.
- The management part was 0.98.

- The confidence part was 0.96.

- The times required for completing SC-CHDI-Ar was approximately 11 minutes.

- Internal consistency was good to excellent: the value of Cronbach’s alpha for
maintenance, management and confidence subscales of SC-CHDI-Ar were 0=.85,
.70, and .95, respectively.

- The test and retest scores of the SC-CHDI-Ar subscales showed good reliability of
the maintenance subscale; the remaining two subscales were acceptable. The
ICC,, of the three subscales had values of 0.86 (95%CI; 0.70-0.91); 0.76 (95%Cl,
0.59-0.85); and 0.76 (95%Cl; 0.56- 0.85), respectively.

- The SEM values were 5.58 points for the maintenance subscale, 10.87 points for
the management subscale and 11.40 points for the confidence subscale.

- The MDCgys of the three subscales of SC-CHDI-Ar were (15.47; 30.12; 31.60

points), respectively.
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- Both SEM and MDCgs were acceptable, as there were no reported values for the
original version of SC-CHDI, Turkish version, Chinese version and Russian
version.

- In all three subscales, less than 15% of the participants reported minimum or
maximum possible scores of SC-CHDI-Ar for the floor and ceiling.

- Spearman correlation showed a moderate positive significant correlation among
the maintenance subscales of the SC-CHDI-Ar and the symptoms control domains
of CSEQ-A; (r = .58; p = .000), functioning maintenance domains (r = .56; p =
.000), and modification risk factors domains (r = .58; p = .000) and with the total
score of CSEQ-A (r =.60; p =.000).

- Weak correlations were found between the management subscale of SC-CHDI-Ar
and the symptoms control domain of CSEQ-A (r =.26; p = .000) and with the total
score of the CSEQ-A (r =.26; p =.001).

- A strong correlation was found between the confidence subscale of SC-CHDI-Ar
and the symptoms control domain of CESQ-A and the total CSEQ-A score (r =
.81; 83; p = .000) respectively. In addition, strong positive correlation was
observed between the confidence subscale of SC-CHDI-Ar and SEM6S-A (r =.75;

p = 000).
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6.2 Recommendation

Future studies should evaluate the psychometric properties of SC-CHDI-Ar
among different Arabic speaking countries to generalize the outcome measurements
of SC-CHDI-Ar. Additionally, an exploratory analysis and a confirmatory factor
analysis can be conducted in the future study to confirm the factorial structure of SC-

CHDI-Ar.

6.3 Conclusion

The Arabic version of the SC-CHDI proved to have a good CVI, acceptable
reliability, and significant correlation in constructed validity. A positive significant
correlation was found among the three subscales of SC-CHDI-Ar, and among the
three domains of CSEQ-A and SEM6S-A. Thus, this study showed that SC-CHDI-

Ar can be used in clinical settings and research.
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Appendices

Appendix 1: English version of the SC-CHDI Questionnaire (Original)

SELF-CARE OF CORONARY HEART DISEASE INVENTORY
(SC-CHDI V2.1)
All answers are confidential,
Think about how vou have been feeling in the last month or since we last spoke as
vou complete these 1items.
SECTION A:
Listed below are common mstructions given to persons with heart disease. How
routinely do yvou do the following?
Never Sometimes Frequently Always
or or daily
rarely
1. Keep doctor or nurse 1 2 3 4
appointments?
2. Take aspirin or other blood 1 2 3 4
thinner?
3. Check your blood pressure? 1 2
4. Exercise for 30 minutes? 1
5. Take vour medicines as 1 2 3 4
prescribed?
6. Ask for low fat items when 1 2 3 4
eating out or visiting others?
7. Use a system to help you 1 2 3 4
remember your medicines? For
example, use a pill box or
reminders.
8. Eat fruats and vegetables? 1
9. Avoid cigarettes and/or 1
smokers?
10. Try to lose weight or control 1 2 3 B!
vour body weight?
SC-CADIV2I March 15, 2016
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SECTION B:

Heart disease may appear as chest pain, chest pressure, burning, heaviness,
shortness of breath, or fatigue.

In the past month, have you had any of these symptoms? Circle one.
0) No
1) Yes

11.1f you had any of these symptoms of heart disease in the past month__.
(circle one number)

Havenot | Ididnot Not  Somewhat Quickly Very
had these | recognizeit| Quickly Quickly Quickly

How quickly did you
recognize it as a symptom of N/A 0 1
heart disease?

(3]
s
-

Listed below are actions that people with heart disease use. If you have symptoms,
how likely are you to try one of these actions?

(circle one number for each remedy)

NotLikely  Somewhat  Likely  Very Likely
Likely

12. Change your activity level (slow 1 2 3 4
down, rest)

13. Take nitroglycerin (If you do not 1 - 3 -
have nitroglycerin prescribed,
skip this item)

14. Call your doctor or nurse for 1 2 3 4
guidance

15.Take an aspirin 1 2 3 4

16. Think of an action you tried the last time you had symptoms of heart disease,
(circle one number)

Ididnottry | Not Sure Somewhat Sare Very Sure
anything Sure
How sure were you that the 0 1 N 3 4
SC-CADIV2.1 March 15, 2016
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action helped or did not

help?
SECTION C:
In general, how confident are you that you can:
Not Somewhat Very Extremely
Confident  Confident Confident Confident
17.Keep yourself free of 1 5 3 A
svmptoms?
18 Follow the treatment advice you 1 5 3 A
have been given?
19 Recognize changes in your 1 2 3 1
health?
20.Evaluate the importance of your 1 s 3 :
symptoms? -
21. Do something that will relieve 1 s 3 :
your symptoms? -
22 Evaluate how well a remedy 1 3 3 M

works?

SC-CADIV2]

March 15, 2016




Appendix 2: Final Arabic version of the SC-CHDI
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Appendix 3: Demographic data sheet
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Appendix 4: CSEQ-A Questionnaire

Final Arabic Version of Cardiac Self-Efficacy Questionnaire (CSEQ)
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Appendix 5: SEM6S-A Questionnaire
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Appendix 6:

The Arabic version of the Global rating of change (GROC)
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Appendix 7: Institutional Review Board of collage medicine at King Saud

University
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King Saud University

SATHHEWI[AN usle
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Institutional Review Board

25.10.2020 (08.03.1442)
Ref. No. 20/0757/IRB

To: Mr. Ahad Mohammed Aljaber
Master Student in Physical Therapy
Department of Rehabilitation Sciences
King Saud University College of Applied Medical Sciences
Email: ahad. 352@botmail.com,
Physiotherapist in Rehabilitation Department
Sultan Bin Abdelaziz Humanitarian City - Sultan City Medical Center
Principal Investigator

Ca Rehab Farrag Gwada - rgwada@ksu.edu.sa
Co-investigator
Subject: IRE Approval of Research Project No. E-20-4873
Study Tide: “Cross-cultural Adaptation and Validation of the Arabic Version of Self-Care of

Coronary Heart Disease Inventory”™
Type of Review: Expedite
Date of Approvak 20 October 2020
Date of Expiry: 20 October 2021

Dear Mr. Ahad Mohammed Aljaber,

| am pleased to inform you that your above-mentioned research project submitted to the IRB was reviewed
and approved on 20 October 2020 (03 Rabid 1442). You are now granted permission to conduct this study
given that your study does not disclose participant’s identity and poses no risk to the patients.

As principal investigator, you are required to abide by the rules and regulations of the Kingdom of Saudi
Arabia and the research policies and procedures of the KSU IRB. If you make any changes to the protocol
during the period of this approval, you must submit a revised protocol for IRB approval prior to
implementing the changes. This approval shall remain valid until the expiry date noted above assuming
timely and acceptable responses from the IRB’s periodic requests for survelllance and monitoring
information. If you wish to have your protocol approved for continuation, please submit a completed
request for reapproval of an approved protocol form (KSU-IRB 017E) at least 30 days before the expiry date.
Failure to receive approval for continuation before the expiration date will result in automatic suspension of
the approval of this protocol on the expiration date. Information collected following suspension is
unapproved research and can pever be reported or published as research data. Please quote the project
number shown above in any future cormmespondence or follow-ups related to this study.

We wish you success In your research and request you to keep the IRB informed about the progress of the
study on a regular basis by submitting a Study Progress Report every 6 months and a Final Report when the
study has been completed.

Thank you!

Sincerely yours,

St

Prof. ulrahman AlSultan

Chairman of IRB

Health Sciences Colleges Research on Human Subjects
King Saud University College of Medicine

P.O. B ox 7805 Riyadh 11472 KS.A

Email: aalsultani@ksu.edusa
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Appendix 8: Institutional Review Board of collage medicine at King Fahad

Medical City

Kingdom of Saudi Arabia & T Ay gadd) Ay al) ASladl) |
Ministry of Health ":.o;;p_ daall 53
King Fahad Medical City b5 dgdal) agd Jla)) Al
(162) - oot (1Y)
IR8 Registration Number with KACST, KSA: H-01-R-012
IRB Registration Number with OHRP/NIH, USA: IRBO0010471

Approval Number Federal Wide Assurance NIH, USA: FWAOOO18774

May 10, 2020

IRB Log Number: 20-291E

Department: External - King Saud University
Category of Approval: EXEMPT

Dear Ahad Aljaber,

| am pleased to inform you that your submission dated May 10, 2020 for the study titled 'Cross-
Cultural Adaptation and Validation of the Arabic Version of Self-Care of Coronary Heart Disease
Inventory' was reviewed and was approved according to Good Clinical Practice guidelines. Please
note that this approval is from the research ethics perspective only. You will still need to get
permission from the head of department or unit in KFMC or an external institution to commence
data collection,

We wish you well as you proceed with the study and request you to keep the IRB informed of the
progress on a regular basis, using the IRB log number shown above.

Please be advised that regulations require that you submit a progress report on your research every
6 months. You are also required to submit any manuscript resulting from this research for approval
by IRB before submission to journals for publication.

As a researcher you are required to have current and valid certification on protection human
research subjects that can be obtained by taking a short online course at the US NIH site or the Saudi
NCBE site followed by a multiple choice test. Please submit your current and valid certificate for our
records. Failure to submit this certificate shall a reason for suspension of your research project.

If you have any further questions feel free to contact me.

Sincerely yours,

ﬂm Wk nsututional Review Board
Approved _

Prof. Omar H. Kasule 2 1.0 8aY 2020

Chairman, Institutional Review Board (IRB)
King Fahad Medical City, Riyadh, KSA

Tel: + 966 1 288 9999 Ext. 26913

E-mail: okasule @kfmc,med.sa




Appendix 9: Institutional Review Board of collage medicine at HMG
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DR SULAIMAN AL HASIB

HAP-01-R-082 WD S Al Habib Research Center
Study Number RC200703 |
Study Title Cross-cultural Adaptation and Validation of the Arabic Viersion of Seif- |

- Care of Coronary Heart Disease Inventory

_IRB Approval Date  17/07/20
_IRB Review Type | o Exempe Review o Expedited Review oFull-Board
Type of the Study ‘0 Retrospective  mProspective  oObservational oCase Study

Consent Form ®  Require & Do Not Require
Interventions g Yes » No
Dear Mrs. Ahad Aljaber,

This is to clarify that IRB committee has reviewed and APPROVYED the study titled above.
The approval of the rescarch study is valid for one year from the above approval dute.

On behalf of the committee, best of luck as you move forward with vour research,

Terms of approval:

e  Approval is only valid while you hold a position at HMG.

*  Nochanges may be made in the procedures noe any study materials until such modifications
have been submitted to the [RB for review and have been given approval.

* The principal investigator is responsible for the storage and retention of ariginal data relating
10 & project for a period of theee years,

e After completion of the study, a final report must be send 10 the IRB.

® Anyamendments to the approved proetocol or any element of the submitied documents should
NOT be undertaken without prior re-submission o, and approval of the IRB for priar
spproval

* The Pl and Investigators are expected to submit a final report at the end of the study

e The Pl and Investigators must provide to IRB a conclusion abstract and the manuscript befoee

publication.
iy
'l
ey (= A
Dr. Abbas-Al Mutair e A Dr. Awad Al Omari

Head of the IRB /’ "~ Askociate VP - Academic Affairs




Appendix 10: Institutional Review Board of collage medicine at Sultan Bin

Abdulaziz Humanitarian City
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Swiram Ban ARDuLAZIZ HUMANITARIAR CITY

Date: 05/07/2020
IRB No.: 24-2020-IRB

To: Ms. Ahad Al Jaber
PL: “Cross-cultural Adaptation and Validation of the Arabic Version of Self-Care of Coronary
Heart Discase Inventory™
King Saud University
E-mail: saljaber@shahe.org.sa / Ahad.357@hotmail.com

Subject: Approval for Research No. 20/SBAHC/MSc/2020

Study Title: “Cross-cultural Adaptation and Validation of the Arabic Version of Self-Care
of Coronary Heart Discase Inventory™

Study Code: 20/SBAHC/MSc/2020

Date of Approval: 02/07/2020

Date of Expiry: 02/052021

Board approval: All members except the absentee Ph. Manar Sweiss.

Dear Ms. Al Jaber,

Your Project has been approved and you have the permission to conduct this study following your
submitted documents as follow:
1. Curriculum Vitae for the P1 researcher
Letter from researcher’s affiliating Organization/'College
Letter from the researcher requesting SBAHC participation in the clinical study
Letter from the researcher’s supervisor requesting supervision in the clinical study
Research proposal according to SBAHC IRB Guidelines
SBAHC Informed Consent Template
Research Obligatory Agreement, Available upon the completion of the other requirements

NomawLp

You are required to obey by the rules and regulations of the Government of Saudi Arabia, the SBAHC
IRB Policies and procedures and the ICH-GCP guidelines. You have to note that this approval mandate
responding to IRB’s periodic request and surveillance result. Drawing your attention to the following:

* Amendment of the project with the required modification 1o providing Periodical report for this
project specially when study extension is required or expiry before study completion

*  All unforeseen events that might affect continued ethical accepeability of the project should be

reported 1o the IRB as soon as possible

Any serious unexpected adverse events should be reported within 48 hours (2 days)

Personal identifying data should only be collected when necessary for research,

Secondary disclosure of personal identifiable data is not allowed.

Monitoring: projects may be subject to an audit by the IRB at any time.

Pegelor2




® The Pl is responsible for the storage and retention of original data pertaining to the project for
a mindmum period of five (5) vears,

* Data should be stored securely so that a few authorized users are permitted access o the
database,

The IRB registered with the IRB KACST Registration No. H-01-R-090. It is authorized to conduct the
ethical review of clinic studles and operates In accordance with ICH-GCP Guidelines and all applicable
nutienal/Jocal and institutional regulations and guidelines which govern Good Clinical Practices,

For Future Correspondence, please quote the projest number and project title above and you are
requested to keep IRB informed abowt vour study progress and submil project progress report every six
() mamths. A final report should be provided upan completion of the study.

Wish vou a success in your research priject,

Yours sincerely,

Frof. Khalid Al-Rubeaan
Chairman-1RB
Sultan Bin Abdulaziz Humanitarian City

Pags 3ol 2
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