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DEVELOPMENT AND VALIDATION OF APALLIATIVE CARE NEEDS ASSESSMENT
INSTRUMENT-ENGLISH/ARABIC VERSIONS (PCNA-EAV), FOR USE WITH
PATIENTS WITH ADVANCED CANCER

SUSAN E. VOLKER

ADMINISTRATION — HEALTH SERVICES

ABSTRACT

The aim of this study is to develop and translate a psychometrically valid and reliable,
population-based, needs assessment instrument, the PCNA-EAV, to measure the health care
and support care needs of patients with advanced cancer.

The cross-sectional study design combined qualitative and quantitative methods, to
test instrument reliability and validity, and to examine the association between sample
characteristics and health care and support needs. The 116-item, PCNA-EAV, comprised 10
domains of need: physical/functional; social; psychological/emotional; information;
communication; helpful resources; financial; religious/spiritual; priority of need; and
preference for care

The target population was all cancer patients in the department of oncology at King
Abdulaziz Medical City-Riyadh (KAMC-R), Saudi Arabia. The survey was conducted in
three stages: pretest, pilot and retest, using a purposive sampling technique to recruit pretest
and pilot subjects. Retest subjects were all participants in the pilot phase, who consented to be
re-interviewed.

Results for estimates of reliability and validity were mixed. Eight of the 16 PCNA-

EAYV scale and subscale estimates of reliability (Cronbach's alpha) were acceptable to



excellent, ranging from a = 0.70 to o = 0.91. Test-retest reliability showed 11 of the 16 scales
reliable over time (p =>.05), ranging from r(9) =.44, p =.17, to r(9) =.12, p =.72. Face and
content validity were demonstrated, through expert panel review. P-values for the test for
convergent validity are not significant (p.05); however, the trend indicates a positive
association between variables, overall.

This study extends existing work on cross-cultural instrument translation, adaptation,
and validation. Further research is required, using multiple sites, and a larger sample size, to
psychometrically validate the instrument, which has the potential to be a useful measure for

use in Arabic-speaking, Islamic cultures.

Key words: needs assessment, palliative care, instrument, validation, reliability, cancer
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CHAPTER 1
INTRODUCTION

Chapter one of this dissertation provides an introduction to the process of developing
and translating a new and unique instrument to measure the health care and support needs of
adults with advanced cancer. The first section outlines the framework of the study, including a
statement of the problem being examined, the purpose and the significance of the study and
the research questions posed. The second section covers the background of the study,
including a brief overview of the global problem of cancer and the history of palliative care.
In the third section, the topics of cross-cultural research and psychometric validation of new
measures are discussed. The fourth section gives an overview of the Kingdom of Saudi
Arabia, the country where the study was conducted, including its demographics, its health
care system, and widely held health care attitudes and beliefs of the population, to provide the
contextual framework for the study. The final section of the chapter describes the Saudi
Arabian National Guard Health Affairs (SANGHA) and its unique population and health care

system, including the King Abdulaziz Medical City in Riyadh, the setting for the study.

Background
Statement of the Problem
The health care and support needs and preferences of patients with advanced cancer
are, in general, poorly understood from the perspective of service planning. The lack of

understanding of how patients perceive and prioritize their need for care and support has

1



resulted in a collage of experiences; confusion for many, futile therapies for some, and sub-
optimal care over time for the majority of patients with advanced cancer, serving only to
compound the burden of illness. The service provision model for this patient population has
historically been shaped on the whole by the normative needs expressed by medical experts,
rather than those expressed by patients themselves. This study aims to examine needs from
the cancer patients’ perspective.

Within the field of cancer care research, many measures focus on patients’ quality of
life and well-being (Richardson, Wingo, Zack, Zahran, & King, 2008).0ne of the most well-
known to researchers and clinicians is the McGill Quality of Life Questionnaire, developed in
1995, in Toronto, Canada (Cohen, Mount, Strobel, & Bui, 1995). Other measures are
designed as clinical screening tools, rather than population-based measures, to elicit data for
service planning, as shown in Table 1. Access to population-based empirical data, which uses
appropriate methodology and data collection tools, is essential for effective program
development and strategic planning, especially in developing countries.

A review of the literature revealed no culturally sensitive, psychometrically validated
instrument measuring palliative care needs in a Moslem, Arabic-speaking society. A major
reason for this deficit is that, until recently, there were few professionals with the research
interest, expertise and background to initiate research projects in palliative care. The concept
of palliative care is relatively new in the Kingdom of Saudi Arabia and, as yet, is not an
integral component of the Saudi health care system. As a consequence of this deficit, the
efficacy of existing services for those living with cancer in the Kingdom has not, to date, been

systematically addressed through empirical research.



Purpose of the Study

The specific purpose of this study is to psychometrically validate a new and original
instrument, entitled “Palliative Care Needs Assessment — English-Arabic Version (PCNA-
EAV) for use with Patients with Advanced Cancer” to measure the health care and support
needs of adult patients with advanced cancer in an Islamic, Arabic-speaking society. The
instrument will be evaluated for its psychometric validity and reliability and assessed for

cultural equivalence, upon translation from English to Arabic.

Significance of Study

The significance of this study lies in its contextual innovation and originality. No
psychometrically validated instrument has been identified in the literature that incorporates
the cultural and demographic variables necessary for a comprehensive needs assessment of
cancer patients in an Islamic, Arabic-speaking society. This measure will be the first of its
kind to be designed, developed, translated and validated specifically for this purpose.

Complete, accurate, and systematic needs assessment is known to be essential for
planning effective health care and support services in any setting and is at the heart of any
research-based health care service (Doyle, verbal communication, 10 March, 1992;
Richardson, Medina, Brown, & Sitzia, 2007; Robinson & Elkan, 1996). Over recent decades
it has been shown that patients with unmet needs have a decreased quality of life, decreased
satisfaction with care, impose a greater caregiver burden, and show an increased utilization of
resources and services (Mor, Allen, Siegel, & Houts, 1992; Mowen, Licata, & McPhail,1993).
As noted by Swan and Martin (1994), “To develop an effective measure of any construct, the
operational measure should accurately reflect the theoretical construct; it should be consistent,

or congruent, with the theoretical construct it is designed to measure.”
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The psychometrically validated needs assessment instrument produced in this study
will meet the standards recommended by Swan and Martin and contribute significantly
towards informed policy decisions and strategic planning. The ultimate goal is to facilitate
provision of appropriate, culturally acceptable and cost-effective palliative care services,
based on scientific evidence, for those patients with incurable cancer in Saudi Arabia, and to

provide a foundation for future studies.

Research Questions
The research questions for this study are as follows:

RQI: Does the PCNA-EAV demonstrate reliability as an instrument to measure the health
care and support needs of patients with advanced cancer?

RQ2: Does the PCNA-EAV demonstrate validity as an instrument to measure the health care
and support needs of patients with advanced cancer?

RQ.3: What is the association between health care and support needs and patient

characteristics?

Study Limitations
The following are limitations of this study, due to the study design, limited resources
and other factors:
= The PCNA-EAV measure is validated only among adult patients with advanced cancer at
KAMC-Riyadh, and may not be generalizable to cancer patients with similar
characteristics at other health care institutions.
= The results are obtained from a sample of adult oncology patients with advanced disease

and may not be generalizable to all oncology patients.
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= Study participation was voluntary, and data collected may not accurately represent those
who did not participate.

= The sample size for the pilot study is small (N = 50).

Assumptions of Study
The following assumptions were made in this study:

= Interval data are assumed for Likert scale response options for the non-clinical, non-
demographic variables.

= Ordinal categories are assigned to the demographic and clinical predictor variables and do

not distort the underlying metric scaling.

Overview

The journey taken by those living with advanced cancer is fraught with challenges and
obstacles as they attempt to go about their daily lives. The diagnosis of cancer reveals a
unique, complex Pandora’s box of health care and support needs, some quiet and unobtrusive,
others aggressive and all-demanding, crowding out any sense of well-being or normalcy.
When it comes to service planning to meet the needs of this patient population, one size does
not fit all. Recognition of the cultural, societal and environmental factors influencing
frequency, types and levels of needs reported by patients is paramount to the success and
sustainability of services provided. It is essential to measure needs in the context of these
differences and from the perspective of patients themselves, to reliably assist providers and

policy-makers in their decision-making.



The Global Problem

The care and treatment of terminally ill cancer patients poses a significant global
public health problem (World Health Organization, 1993). Populations are growing older as
health care interventions become increasingly more effective in the management of acute and
chronic diseases. However, with these aging populations the incidence of cancer cases is
increasing, and the number of patients presenting in relatively late-stage disease at the time of
diagnosis is also rising. It is estimated that at least 60% of the 58 million people dying
annually across the world would benefit from some form of palliative care (Stjernsward &
Clark, 2004).

In response to global suffering, various models of palliative care programs have been
established in many culturally diverse countries. Well-planned, evidence-based services,
based on the findings of a needs assessment of the population of interest, have the potential to
make a significant difference in the well-being and quality of life of many thousands of

patients and families.

Historical Overview of Palliative Care

Early models of care

Care of the sick and dying has evolved over the centuries, from the Middle Ages,
when simple shelters were established to help pilgrims and travelers as they journeyed to
religious shrines throughout Europe, to the 21st century, with purpose-built facilities
providing specialist care of the dying.

In the mid-1800s hospices were established by religious orders in Lyon, France, and in
Dublin, Ireland, to care for the dying. The first hospice in England, St Luke’s Hospice, was

opened in London in 1900, followed by St. Joseph’s Hospice in London’s East End,
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established in 1905 by the Irish Sisters of Charity (Hospice Education Institute, 2008).

20th Century Visionaries

One of the first physicians to recognize the value of specialized care for those with
advanced, incurable cancer was Dame Cicely Saunders. Dame Cicely established the now
world-renowned St. Christopher’s Hospice, just south of London, in 1967, laying the
foundation for the present-day hospice and palliative care movements.

In the United States (U.S.) awareness of the suffering that many terminally ill patients
experience was brought to the forefront by Elizabeth Kubler-Ross, a Swiss-born psychiatrist.
Her groundbreaking 1969 book On Death and Dying, in which she proposes there are five
stages of grief, gave momentum to the development of organized end-of-life care in the U.S.
The first hospice established in the U.S., was the Connecticut Hospice, in New Haven,
Connecticut, in 1974. This was followed in 1977, by the founding of the San Diego Hospice,
in San Diego, California. These two hospices became the prototype for the more than 3,000
hospices currently established throughout the nation.

The hospice/palliative care movement also began in Canada in the early 1970s with
the seed sown by Kubler-Ross during a discussion of her book at a church-sponsored seminar
in Montreal. Dr. Balfour Mount, a Canadian urological surgeon, was attending the seminar
after visiting St. Christopher's Hospice in the United Kingdom (U.K.). He was so affected by
the stories of suffering that he was prompted to enlist the help of two medical students at
Montreal’s Royal Victoria Hospital to conduct a survey of terminally ill patients at the
hospital. The findings of this small study revealed that care of dying patients was impersonal,

dehumanized and overly dependent on technology. Mount is quoted as saying “that to die at



the Royal Vic was a catastrophe. And the Royal Vic, | would say, was one of the flagship
academic hospitals in North America.” (Duffy, 2005; Seely & Mount, 1999).

The term “palliative care” was first applied to end-of-life care in 1974 in Canada, in
the French culture of the Province of Quebec, where the word "hospice” implied a place of
last resort for the poor and the derelict. Dr. Mount coined the term "palliative care" (or soins
palliatifs) to be a synonym for "hospice" that would be acceptable to both English-speaking
and French-speaking Canadians. By the 1980s the concept of palliative care was widely
accepted. In 2001 the Secretariat on Palliative and End-of-Life Care was created to develop a
Canadian strategy for terminal care and especially access to appropriate palliative care
services (Health Canada, 2007).

Other leading pioneers in the palliative care movement were Robert Twycross, a co-
founder of Sir Michael Sobell Hospice in Oxford, England, and a pioneer in pain and
symptom management in the international arena, and Derek Doyle, MBE, a co-founder of St.
Columba’s Hospice in Edinburgh. Doyle has greatly contributed to the body of knowledge in
palliative care through publications in peer-reviewed journals and textbooks and is chief
editor of the first major textbook in the field, The Oxford Textbook of Palliative Medicine
(Doyle, Hanks, & MacDonald, 1993). Doyle has also been instrumental in teaching and
mentoring many hundreds of students of palliative care world-wide. In the early 1990s he
visited Saudi Arabia to give guidance and direction to colleagues establishing the first Home
Care/Palliative Care program in the Middle East at King Specialist Hospital and Research
Center (KFSH&RC). The program was made possible by the vision of His Excellency, Dr.
Fahad Al Abdul Jabbar, then CEO of the institution, who recognized the value of providing
such services for KFSH&RC patients in the community, and by Adnan Ezzat, who served as

medical director of the program. These two physicians understood how these service models
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were having a positive impact on the quality of care received by patients with advanced
cancer worldwide.

Palliative care programs can now be found throughout North America, Europe, Africa,
Asia, Australia and other areas of the globe. The southern state of Kerala in India has led the
way in developing countries in palliative care clinical programs and in research and
educational programs. Lead by Suresh Kumar, a dedicated and visionary director, the Institute
of Palliative Medicine in Calicut, is recognized as a center of excellence and is setting high
standards for programs in developing countries (International Association of Hospice and
Palliative Care, 2010).

In the Middle East there has been some progress over the last two decades towards
improving end-of-life care for cancer patients. The concept and value of organized end-of-life
care is relatively new and not well-understood by the majority of physicians and health care
policy-makers in the region; however, the countries of Jordan, Oman, Kuwait, Egypt, the
United Arab Emirates and the Kingdom of Saudi Arabia are implementing programs to ensure

that palliative care services become available to those in need.

The Concepts of Palliative Care and Hospice
Since the early 1960s, there have been great strides in the palliative care movement,
with many dedicated, altruistic individuals devoting their careers to the movement. However,
though both hospice and palliative care are widely practiced, there remains much discussion
regarding the use of the two terms. For the purpose of this study it is of importance to
distinguish between the two concepts. There is currently no national consensus regarding the
definition of palliative care in the U.S. (Center for the Advancement of Palliative Care, 2008).

According to Lynn (2001), the definition of palliative care is “in flux” and requires further
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clarification. There is no definitive boundary between palliative and curative care; in the
opinion of experts they are not mutually exclusive (O’Neill, Marconi, & Surapruik, 2000).
The WHO posits that the term refers to the relief of suffering, at any point along the disease
trajectory, whether physical, psychological or spiritual (WHO, 1993).

According to the Center for the Advancement of Palliative Care (CAPC, 2008),
“Hospice care is an organized program for delivering palliative care”, and the two concepts
need to be differentiated, to be better understood. It has been referred to as the "gold standard"
of palliative care in the US. Hospice programs in the U.S. have focused on caring for the
terminally ill in their own homes; however, a growing number of hospice organizations
provide palliative care services earlier in the course of illness (von Guten, Ferris, Portenoy, &
Glaichen, 2001a).

Though closely intertwined with palliative care, having a similar philosophies and
core competencies, hospice care focuses on caring for the dying, usually in the last 6 months
of life, whilst palliative care aims to maintain the patient’s ability to go about their daily life
as comfortably and effectively as possible, from the time it is clinically determined that cure
is no longer a realistic option, through death and bereavement. Palliative care may also be
introduced into the patient’s plan of care whilst receiving curative therapy, if determined to be

beneficial to the patient, although this is the exception rather than the rule

Definitions of Palliative Care
Definitions of palliative care range from a single sentence to a comprehensive
definition several paragraphs in length (WHO, 1993; American Board of Hospice and
Palliative Medicine, 2000; National Hospice and Palliative Care Organization, 2000). In the

introduction to the Oxford Textbook of Palliative Medicine, Doyle et al. define palliative care
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as “the study and management of patients with active, progressive, far-advanced disease for
whom the prognosis is limited and the focus of care is on quality of life” (Doyle, et al, 1993).
The World Health organization has a comprehensive definition of palliative care,

addressing the concept from a holistic perspective:

“Palliative care is an approach that improves the quality of life of patients
and their families facing the problem associated with life-threatening
illness, through the prevention and relief of suffering by means of early
identification and impeccable assessment and treatment of pain and other
problems, physical, psychosocial and spiritual. Palliative care: provides
relief from pain and other distressing symptoms; affirms life and regards
dying as a normal process; intends neither to hasten or postpone death;
integrates the psychological and spiritual aspects of patient care; offers a
support system to help patients live as actively as possible until death;
offers a support system to help the family cope during the patients illness
and in their own bereavement; uses a team approach to address the needs of
patients and their families, including bereavement counseling, if indicated;
will enhance quality of life, and may also positively influence the course of
illness; is applicable early in the course of illness, in conjunction with other
therapies that are intended to prolong life, such as chemotherapy or
radiation therapy, and includes those investigations needed to better
understand and manage distressing clinical complications.” (WHO, 2010).

The Kansas Life Project (2007), identifies at least 15 definitions currently in use;
however, common threads can be found running through these various definitions, including
the relief of suffering; enhanced quality of life for patients and family members; decreased
burden of care; multidisciplinary care; dignity and respect for the individual; and compassion.
Notably, only two definitions specifically address the importance of research in palliative
care. In the definition by Doyle et al., the phrase “the study of patients” is included. In the

WHO definition, the need for research is addressed by stating that investigations are needed to
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better understand and manage distressing clinical complications.

Palliative Care Research

Recognition of the field of palliative care as a medical specialty, coupled with the
trend towards evidence-based medicine (EBM) and increased funding for palliative care
research in the past decade, has spurred additional interest. However, certain barriers exist
that prevent the forward momentum of research in this field. Primary barriers are the reticence
on the part of some researchers to conduct studies involving potentially frail or vulnerable
subjects and the lack of experienced researchers in end-of-life care (Thomas & Wilson, 2005).

Studies of terminally ill cancer patients are essential if informed policy decisions are
to be made. The foundation for policy-making and service planning begins with needs
assessment (Doyle, 2006). This research proposes that measuring the perceived care and
support needs of patients with advanced cancer is an appropriate metric to determine the
efficacy of existing cancer care services. Examining patients' perceived needs will enable
oncologists, palliative care practitioners and others to more readily identify gaps in service
provision.

Many validated instruments frequently used in end-of-life care do not include the
culturally specific demographic items or domains necessary to reflect cultural norms, or do
not translate adequately to demonstrate cultural equivalence (Bowling, 1998; Aday &
Cornelius, 2006). It is expected that socio-cultural, religious, and health care service-related
differences influence the perceived needs of terminally ill cancer. It is therefore necessary to
develop, translate and validate an original instrument to estimate the needs of the target

population of cancer patients within specific cultures.
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Cross-Cultural Research

In an age of growing international interest in health services research, the necessity of
having culturally appropriate measurement tools on hand is becoming more pressing. When
undertaking basic survey research across cultures, determining how different populations
define health, health care and health care needs is of central interest. It is imperative to
identify cultural differences and cultural equivalencies when undergoing the process of
translating existing or developing new instruments for use across cultures. This study
describes the development, translation and psychometric properties of a measure of attitudes,
beliefs and self-reported behaviors related to the identification and prioritization of health care
and supportive care needs of terminally ill cancer patients. This project was initiated in
response to an identified gap in the body of knowledge in this field in this specific culture.

Over the last several decades, English-speaking societies have become more culturally
diverse as migration across international borders has increased. As populations become more
multi-cultural, it has become necessary to conduct health research within non-English-
speaking populations residing in English-speaking cultures. This trend has extended to non-
English-speaking countries, presenting many challenges when adaptating and translating
existing instruments from the source language to the target language (Bullinger, Anderson,
Cella, & Aaronson, 1993; Herdman, Fox-Rushby, & Badia, 1998; Skevington, 2002).

There has been a plethora of cross-cultural generic and disease-specific quality of life
studies (Diehr, Laffery, Patrick, Downey, & Standish, 2007; Herdman, Fox-Rushby, & Badia,
1997; Richardson, et al., 2008). A number of these studies used existing instruments
translated from a source language, usually English. Two of the most frequently translated
instruments are the Hospital Anxiety and Depression Scale (HADS) (Zigmond & Snaith,

1983), and the SF-36 screening tool (Ware & Sherbourne, 1992). These have been adapted
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for use in different cultures and have been translated into several languages, including
Chinese, Turkish, Iranian, and Spanish (Al Awadhi, et al., 2002; Guzelant, et al., 2004; Li,
Wang, & Shen, 2008; Montazeri, Goshtasebi, Vahdaninia, & Gandek, 2005; Montazeri,
Vahdaninia, Ebrahimi, & Jarvandi, 2003). In contrast, however, there have been few
population-based studies identified which examine patient needs (Rainbird, Perkins, &
Sanson-Fisher, 2005; Sanson-Fisher, et al., 2000), and none have been translated into other
languages.

The setting for this study is a country in which Arabic is the mother tongue, and which
has many unique qualities directly impacting the study design. The following pages provide a
snapshot of the Kingdom of Saudi Arabia and its culture, to give deeper understanding of the

uniqueness and complexities faced in this specific research project.

The Kingdom of Saudi Arabia

The Kingdom of Saudi Arabia, located in the Middle East, on the Arabian peninsula,
is a rapidly evolving nation-state, transitioning from its early Bedouin roots to a thriving,
modern society. This transition has occurred essentially over the last six decades, with the
discovery of oil within its borders. Prior to this, the economy was based mainly on trading, its
small towns serving as trading crossroads for caravan routes traveling between East Asia and
the Mediterranean.

Saudi Arabia, comprising 14 administrative regions (see Figure 1), is bordered by the
Red Sea to the west, the Arabian Gulf to the northeast; Jordan, Iraq and Kuwait to the north
and Oman and Yemen to the east and south. Its borders are closed to the majority of non-
Moslems, unless they have business interests in the Kingdom, or are expatriates with

contractual employment. However, many millions of visitors of the Islamic faith enter the

14



country each year from all over the world, fulfilling their obligatory pilgrimage to visit the
holy cities of Mecca and Medina, the birthplace of the Prophet Mohammed in 635 A.D. Over

the centuries, many of these pilgrims have settled

{
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Figure 1. Administrative regions of Saudi Arabia (NCR, 2004).

in the Kingdom as traders, merchants and entrepreneurs, giving rise to a diverse, multi-ethnic
Islamic society. In the first decade of this century, the population has grown significantly and
is now is estimated at 17 million Saudi citizens with a 1:1 ratio of males to females. 95% of
its citizens are under 65 years of age. There are also an additional 6.1 million expatriates

living and working in the Kingdom (National Cancer Registry, 2004).

The Saudi Health Care System
Many strides have been taken to modernize the Saudi health care system since the
early 1950s, when the Saudi Ministry of Health (MOH) successfully collaborated with the
World Health Organization (WHO) and Saudi Aramco, a leading oil company, to eradicate
malaria in the Kingdom. Since that time the health care system has evolved into an integrated,
three-tier system of primary, secondary and tertiary care facilities throughout the country (Al
Yousef, Akerele, & Al Mazrou, 2002).

There are 19 health regions in the Kingdom, each with a number of sections and each
15



having at least one general hospital and several health centers and primary health care clinics
(PHCs). According to Al Yousef et al., (2002) there were 1,756 health centers in the Kingdom
in the year 2000, complying with Ministry of Health directives.

The MOH policies are implemented throughout the Kingdom on a regional basis and
according to the number and type of government organizations located in each region. In
addition to health facilities operated by the MOH, the Saudi Arabian National Guard Health
Affairs (SANGHA) and other branches of the military and security forces have their own
independently run health care systems, funded by the Ministry of Finance. There are also
numerous private hospitals, clinics, and pharmacies nationwide, although currently there are
no government-funded community nursing programs in the Kingdom for follow-up care of

those with chronic health care problems, including cancer.

Cancer and Cancer Care

The Kingdom has established cancer centers in three major cities, Riyadh, Jeddah and
Dhahran. There are also a number of smaller government and non-government hospitals
providing chemotherapy and surgical interventions for treatment of cancer patients. Current
service provision is insufficient to provide the comprehensive quality care required to meet
the needs of all patients with cancer in the Kingdom.

The total number of reported adult cancer cases in Saudi Arabia for 2004 was 9,381
(NCR, 2004). Of the total number of cases, 4,778 (50.9%) were males and 4,603 (49.1%)
were females, giving a ratio of 104:100. The majority of cases reported in 2004 had invasive
disease, 9,189, versus 191 with in-situ disease. The most common cancer cases in Saudi
Arabia are colorectal cancer for males and breast cancer for females (NCR, 2004).

According to Gray et al. (Gray, Ezzat, & Volker, 1995), an estimated 70% of cancer
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patients kingdom-wide, present with incurable disease at the time of diagnosis. This is in
marked contrast to U.S. figures. On examination of the U.S. National Cancer Database 1998-
2004 patient characteristics by site, it was found that, of 12 diagnoses reviewed, the
percentage of patients with advanced, stage IV disease at time of diagnosis ranged from 4.2%
for female breast cancer to 62.8% for cancer of the pancreas, with an average for all 12
diagnoses of 19.8% (Halpern, et al., 2008). No recent data are available for the current
percentage of patients with advanced disease at time of diagnosis in Saudi Arabia, but
anecdotal information from oncology and palliative care colleagues and personal observation

indicate that figures have not changed significantly from the estimated 70% in the mid-1990s.

Palliative Care

As noted earlier in this chapter, the concept and practice of palliative care was
introduced into the Kingdom at King Faisal Specialist Hospital and Research Center
(KFS&RC), in the early 1990s, under the direction of H.E. Dr. Fahad Al Abdul Jabbar, Chief
Executive Officer, KFS&RC (Gray, yet al., 1995). The program was initiated in response to
the suffering and desperation of many patients with advanced cancer seen in the hospital’s
emergency department and who were being sent home, with no community follow-up or
support.

Subsequent home care and palliative care programs were established at King Khalid
National Guard Hospital in Jeddah and the King Abdulaziz SANGHA hospital in Riyadh. The
acceptance and success of the home care/palliative care programs has demonstrated that the
principles of palliative care are accepted in Islamic society. Published research on attitudes
towards hospice in Saudi Arabia (Al Muzaini, Salek, Nicholls, & Al Omar, 1998) also

indicates that the concept of formal end-of-life care is acceptable in the Kingdom. In their
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multi-site study of 170 adult cancer patients and 161 caregivers and professional providers,
the Muzaini et al. found that 381 (96%) of professionals surveyed, believed that terminally ill
cancer patients would benefit from formal palliative care services, both in hospitals and in the
community. 92% of patients reported they would be content to spend their final days in a
special facility, if it was staffed by experienced, specialist personnel. This is in sharp contrast
to views expressed in Riyadh in the early 1990s, when it was considered to be neglectful of
ones’ Islamic duty to place ones’ parents or relative in any type of non-hospital facility in the
last days of life.

Although individual health care organizations in Saudi Arabia have established
palliative care services for terminally ill patients in their care (Gray, Ezzat, & Volker, 1995),
specialist palliative care services thus far are limited to major oncology centers in urban areas.
The majority of patients with advanced cancer do not have easy access to appropriate and
timely follow-up care, especially those living in rural or desert areas whose only access to
health care may be a local primary health care (PHC) clinic (Al Shehri, Brown, Ezzat, &
Khatib, 2004). PHC clinics are staffed mainly by physicians who are either non-Saudi, non-
Arabic speaking, who have no postgraduate qualifications, or who have been trained in

medical specialties other than palliative care. (Mahfouz, et al., 2007).

Palliative Care Education

Saudi Arabia has much work to do to achieve the levels of palliative care services
extant in the U.S. and elsewhere. The first American Hospice and Palliative Medicine
Certification examinations, developed and administered by the American Board of Internal
Medicine (ABIM), and recognized by nine other American Boards, was administered in the

US the fall of 2008 (ABIM, 2008). Recognition of the specialty in Saudi Arabia is an even
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more recent. Following the U.S. lead a number of Saudi physicians at KAMC-R developed an
oncology and palliative care curriculum which is now implemented in the NGHA’s own
university, the King Saud University for Health Sciences in Riyadh. Similar plans are being
made for palliative care to be part of the curriculum in schools of nursing, with a number of
senior nurses at KAMC-R mentoring Saudi nurses who have an active interest in the field of

palliative care nursing.

Availability of Essential Medications

The major tertiary care hospitals in the Kingdom, especially those providing
comprehensice cancer care services, include most of the essential palliative care medications
in their formularies. These medications include various forms of opioids, from immediate
release morphine elixir to slow-release tablets and injectable morphine. The same provision
does not apply to the majority of smaller community hospitals, either in major metropolitan
areas or in rural or desert communities. This lack of availability of analgesics for the control
of severe cancer-associated pain was a major complaint voiced by patients, caregivers and
providers (Al Muzaini et al., 1998).

Although supplies of oral and/or injectable morphine and other opioids and essential
drugs are available in their formularies, many do not have the medical or pharmacy trained
staff to prescribe and dispense these medications safely and effectively (Andejani & Volker,

2002).

Public Understanding of Cancer
An early study of Muslim Arab parents’ perception of and attitude towards cancer,

Bahakim (1987), found that, despite the fact that 87% of parents of children with malignant
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disease were illiterate or did not attend secondary school, 67% gave a reasonable description
of cancer (the definition of “reasonable” was not given) and the majority (60%) considered it
important to know about the symptoms accompanying the disease. Findings also indicated
that the majority believed the child’s prognosis lay in the hands of Allah and was beyond the
control of the treating physician.

Findings by Ibrahim and colleagues (Ibrahim, Al-Muhanna, Saied, Al Jishi, et al.,
1991) indicated that, although for Saudis over the age of thirty, age did increase adult
awareness and understanding about cancer and its treatment, the overall knowledge about the
subject among adults was disappointingly poor. It is not known if these findings can be

generalized to the National Guard population, as this is a unique sub-group of Saudi society.

Beliefs and Attitudes towards Cancer

Historically many physicians have been reluctant to work in palliative care, as it was
considered a somewhat unscientific branch of medicine. Training in the specialty was seen by
most as "lacking in credibility." When a patient’s illness is expected to end in early death,
ideally the goals of health care should shift from prolonging life (curative care), through the
use of aggressive and expensive therapies, towards supportive care and relief of suffering
(palliative care) (Garber, MaCurdy, & McLellan, 1998). However, many physicians continue
to prescribe aggressive therapies, either due to their own beliefs and value systems, or at the
request of patients and/or family members, even when cure is no longer possible.

Over the last 30 years, an increasing number of Western, or Western-trained,
physicians have adopted the practice of informing their terminally ill patients about their
prognoses and allow them to make their own decisions about treatment options (Novack,

Plumer, & Smith, 1979). They are also offering palliative interventions and support services
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earlier in the disease trajectory, either by consulting with other disciplines,( e.g., social
services and dieticians), or by referring patients to palliative care services for management of
treatment side effects or problems associated with advancing disease.

This change in practice is based, in part, on American and other Western cultural
beliefs about the importance of autonomy, on the work of Elizabeth Kubler-Ross (1969) on
death and dying, and on the tenets of the first hospices. This paradigm shift from cure to
comfort care is challenging to many physicians, whose education and training has emphasized
cure and therefore may be reluctant to discontinue “curative” therapy, and who may be
reluctant to be the deliverer of “bad news” and therefore the principles of the specialty are not
always translated into practice.

As part of a coordinated effort to improve understanding and practice of palliative
care, a workshop entitled Education in Palliative and End-of-Life Care (EPEC), was held at
King Abdulaziz Medical City (KAMC) in Riyadh, in 2008. The workshop was lead by Dr.
Frank Ferris, a world renowned, palliative care educator and clinician, with assistance from
colleagues from San Diego Hospice and Capital Hospice in Washington D.C. In this
workshop a leading and respected member of the NGHA, Dr. Abdullah Al Shimemri, Dean of
Academic Affairs and Postgraduate Training at NGHA, discussed in his presentation the
lengths to which some practitioners may go, in an attempt to achieve a cure. During the post-
presentation discussion, many Saudi physician participants agreed it was extremely difficult
for them to cease curative interventions, even knowing they were futile. It was acknowledged
that faith in Allah kept hope alive, and they believed they must continue with aggressive
therapies.

A significant barrier to effective pain management in Saudi Arabia, are the beliefs and

attitudes of some political, professional and religious communities concerning the use of
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opioids. Restricitve government regulations proscribe the types and quanitities of opioid
medications which may be held in hospital and community pharmacies (Al Muzaini, et.al.,
1998). This study of health professionals’ attitudes towards hospice care in Saudi Arabia by
Al Muzaini and colleagues, is singular in examining end-of-life care in the Kingdom. Al-
Shahri and colleagues (Al Shahri, Brown, & Bruera, 2004) suggest that seeking support from
religious scholars would help to break down these barriers. National education programs for
policy-makers and professionals involved in cancer care may also be beneficial in this

society.

Information Disclosure

In a comparative study of information disclosure and decision making in the Middle
East versus the Far East and the West (Mobeireek, Al Kassimi, Al Zahrani, Al Shimemeri, et
al., 2008), the authors found that the majority of doctors (67%) in the Saudi arm of the study
and 51% of patients thought that patients with cancer had the right to be informed of their
diagnosis, as opposed to only the family being informed. An estimated 50% of both doctors
and patients thought that it was inapproriate for the family to deny patients full disclosure.

Mobeireek, et al. (2008), suggest their findings indicate that, even in traditionalist
countries like Saudi Arabia, many physicians and patients are advocating the Western model
of disclosure and patient autonomy. How this conclusion translates into actual practice is less
clear. Current experience at KAMC does not fully support these findings. Discussions with
oncology and nursing staff indicate that a significant number of patients are not fully
informed of their diagnosis or prognosis by their attending physician and that it is considered

sufficient to inform family members only.
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The Saudi Arabian National Guard

The Saudi Arabian National Guard (SANG) security force was established early last
century to protect the people of this vulnerable desert Kingdom from both internal and
external threats. The “Guard” is approximately 75,000 strong, headed by HRH. King
Abdullah bin Abdulaziz Al Saud, and comprises personnel drawn from tribes loyal to the king
and royal family. These soldiers guard the King and all members of the royal family and their
residences. They also guard all SANG and NGHA facilities and are posted around the
perimeter of the KAMC-Riyadh hospital complex to protect all who visit the facility, as well

as its Saudi and expatriate employees.

The Saudi Arabian National Guard Health Affairs

The Saudi Arabian National Guard Health Affairs (SANGHA) hospitals and primary
health care (PHC) clinics provide free health care throughout the Kingdom for all SANG
soldiers, dependents and company employees, a total of 970,210 individuals in 2006, 95% of
whom are under the age of 65 years. The average life expectancy at birth for individuals in the
National Guard community is 73.1 years (SANGHA, 2008). SANGHA facilities also provide
care to non-eligible patients by exception, with approval from the Executive Medical Director
of the regional facility. A government mandate decrees that patients may receive free health
care at a facility of their choosing if they have one of the following diseases: cancer; diabetes;
cardio-vascular disease; end-stage renal and liver disease; congenital malformation; and
metabolic/endocrine disorders. In recent years the NGHA has also established a business
center, which enables fee-for-service access to specialist care for patients with specific
conditions, if accepted by a consultant physician.

Riyadh, the capital of Saudi Arabia, is home to the SANGHA administration for all
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regions and is also the largest of the four SANGHA medical cities, King Abdulaziz Medical
City, Riyadh (KAMC-R). The Guard had a total of 1,949 licensed hospital beds in 2006,
approximately 2.5% of the total beds in the Kingdom (SANGHA, 2008). The KAMC-R
hospital, a 600-bed tertiary care facility, treats patients from across the Kingdom. It is a
modern facility with state-of-the-art technology and staffed by qualified personnel from

around the globe.

KAMC- Riyadh Department of Oncology

The Department of Oncology is headed by its chairman, Dr. Abdulrahman Jazieh, a
leading oncologist trained in the US. The Department is organized into six sections: adult
medical oncology; adult hematology; gynecology oncology; radiation oncology; pediatric
hematology oncology; and palliative care services. Each section is headed by a Saudi
consultant.

The department currently has limited resources, having only two inpatient wards, one
for adult and one for pediatric patients, giving a total of 30 beds. Within the next two years,
however, a new cancer center is scheduled to be commissioned, as part of a larger expansion
plan, including a university campus. The center will have an estimated 200 inpatient beds,
outpatient facilities, pediatric and adult stem cell transplant units, surgical suites and a
radiation therapy unit. In addition a new palliative care center is also planned, the first of its

kind in the Middle East.

Incidence of Cancer Cases at KAMC-R
Exact statistics of all cancer cases seen at KAMC-R are not currently available. One

reason for this is that patients with a diagnosis of hepatocellular cancer (an estimated 300
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cases per year) and a small number of those requiring surgical interventions are admitted to
departments other than oncology. Overall, an average of 58 patients aged 18 years and older
was seen each month in the oncology inpatient and outpatient settings, over the past 34
months. The average age was 57 years, with a male to female ratio of 1:1 (KAMC-R Cancer
Registry, 2008).

There is an active National Cancer Registry (NCR), based in King Faisal Specialist
Hospital and Research Center (KFSH&RC) in Riyadh. This registry collects, analyzes and
publishes cancer statistics from all facilities providing cancer care in the Saudi health care
system (NCR, 2004). Cancer data have been collected at KAMC-Riyadh through the Tumor
Board Registry since 1994.These data sets are incomplete, however, due to unreliable
documentation in the patients’ medical records, fragmented data abstraction processes, and
lack of trained, certified registrars at NGHA facilities.

Reliable data for oncology inpatient deaths is available, however. It is reported by the
KAMC-R cancer registry that in the 6 months from December 1, 2008 through May, 2009,
there were 60 oncology inpatient deaths, with 60 palliative care team consultations, for expert
management of oncology inpatients. Thirty of the patients who died, were in the care of the
palliative team at time of death; however, the majority of patients are not usually referred to

the team, until the patient is in the last days of life.

Summary
The SANGHA organization, based primarily on Western models of health service
provision, is gradually evolving from service-based, to needs-based programs, with a
subsequent paradigm shift in strategic planning. With this change comes the need for the

NGHA policy-makers to have evidence-based data on hand, to guide and support their
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decisions. These data can only be made available, by conducting well-designed studies which
measure and reflect real-world issues, and real world needs experienced by those living with
cancer.

This study will contribute to the body of knowledge across several disciplines. It will
add to the literature in palliative care research, particularly in cross-cultural studies. It will
also extend the literature addressing the process of instrument translation and in the
development and psychometric validation of original translated instruments. The study will be
ultimately useful to health care practitioners and policy makers in the Kingdom of Saudi
Arabia, enabling informed decisions to be made when planning new or expanded services for

patients with advanced cancer.
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CHAPTER 2
LITERATURE REVIEW
Introduction

The focus of this chapter is a review of the literature pertaining to human needs. It also
examines the literature for psychometric processes used in developing and translating an
instrument to measure these needs, specifically an instrument to measure the self-reported
health care and support needs of patients with advanced cancer.

The review addresses a range of topics, including the theoretical foundation of human
need, factors influencing human need and health care and support needs, and a critical review
of existing study design, methodology, and findings. Also included in the chapter is a review
of the theoretical background and methodology used in cross-cultural instrument translation
and validation techniques, some of which have been applied and extended in the development
of this new needs assessment instrument. The final issues addressed in this chapter comprise a
brief overview of the evolution of palliative care research and a review of psychometrically
validated instruments related to palliative care.

The theoretical framework for this research has been developed to provide a structural
foundation for the study design and methodology. The framework also serves to explain the
choice of variables and expected relationships between variables in the target population

being assessed for their health care and support needs.
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Human Need

Human need is a universal, complex, multi-layered construct, which has many facets,
and is influenced by multiple internal and external factors, (Maslow, 1970a; Greer, Mor,
Morris, & Sherwood, et al., 1986). Need is thought to be similar, or comparative across
geographic locations for people with similar socio-demographic characteristics (Bradshaw,
1972). It is an innate physical and psychological phenomenon directly related to a sense of
well-being, satisfaction, and attainment of goals (Deci and Ryan, 2000; Maslow, 1970a;
Bradshaw, 1972). McKelvie proposes that needs are “The natural desires for the things that
every human requires for the pursuit of happiness” and that people usually know needs when
they see them, or when they are deprived of them (McKelvie, 2010).

The experience of human need is universal, and has been modeled by many theorists
(see Table 1), from Avristotle and the pursuit of happiness, to Burton and social conflict
resolution (1990). In the 4th century BC, Aristotle theorized that four conditions were
necessary for true happiness: moral virtues related to social relations; the intellectual-spiritual
virtue of contemplation; sufficient wealth that permitted need satisfaction related to food,
clothing and housing; and good fortune to minimize the potential for debilitating disease
(Reeve, 1995). In the 20th century, Burton examined need from a social conflict perspective
and proposed that the needs most related to an understanding of social conflict were those of

identity, recognition, security and personal development.
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Table 1

Human Need and Related Theories

Date Theorist/Author Theory Needs Categories

4" Century BC  Arristotle Pursuit of Happiness Moral virtues
Contemplation
Sufficient wealth

Good fortune

1990 Burton Social Conflict Resolution Identity
Recognition
Security
Personal development

1970 Maslow, A. Motivational Theory Physiological
Safety and Security
Love and Belonging
Esteem
Self-Actualization

1972 Bradshaw, J. Theory of Social Need Normative
Felt
Expressed
Comparative

1998 Glasser, W. Choice Theory Survival
Love-belonging
Power
Freedom
Fun

2000 Deci, E. L., and Self-Determination Theory Competence

Ryan, R.M. Relatedness

Autonomy

Maslow’s Classification of Needs
For many decades, much of psychology, sociology and behavioral research addressed the
concept of human needs using the classic hierarchical model, based on the motivational
theory proposed by behaviorist Abraham Maslow, one of the foremost psychologists of the
20th century (1970a). Maslow proposes that motives, or needs, do not appear randomly, but
follow an ordered succession, depending upon their biological urgency. A point is made by

Richard Lowry, Professor of Psychology Emeritus at VVassar College, Poughkeepsie, New
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York, in the editor’s introduction to the third edition of Maslow’s Toward a Psychology of

Being (1999):
“...motivating factors, such as the need for food, are clearly
primary, basic, built-in to the biological core of the species; while
others, such as the desire to collect stamps or butterflies or violins,
are clearly not built-in to the biological core of the species”.
Lowery proceeds to note that “The orthodox doctrine also held that
a motive could be regarded as basic to the species only if it
manifested itself universally throughout the species. Thus food-
hunger is basic, because it appears in everyone, whereas the motive
to collect stamps or violins cannot be seen as basic, because it
appears in only a few. Personally, | would walk barefoot over hot
coals to collect a fine violin, but find the prospect of collecting

stamps about as appealing as watching cars rust in the parking lot.”
(Maslow, 1999).

Thus Lowry expresses how needs vary between individuals and differ in the level of
importance or priority assigned to certain higher, i.e. non-basic, needs. The priority assigned
to needs, specifically in relation to illness and the need for health care and support, may differ
significantly across cultures, depending on external influences, such as social and religious
factors and cultural values. However, the basic model proposed by Maslow provides a
framework upon which to explore the perceived needs of patients in this study.

Maslow’s original hierarchy of needs comprises five levels, providing a framework for
behavioral motivation, commonly diagrammed in pyramid form, as seen in Figure 2.
According to Maslow, each lower level must be satisfied before moving to the next higher
level. He believed that the four lower levels in his hierarchy were similar to instincts and
motivated certain behaviors. He labeled them “deficiency” needs (D-needs) arising out of
deprivation and suggested they must be satisfied in order to avoid unpleasant and anxiety-

provoking feelings.
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Once the basic biological and physiological needs have been satisfied (Level 1), they are
no longer a motivator, and the individual moves up to the next level. The need for safety,
security and protection from danger is not limited to tangible, physical threats, however. It
also includes intangibles, such as loss of control over health care decisions or loss of status
within the family unit. The third level is that of social need; the need to be accepted, to
belong, and to be loved. Social needs recognize that most people need to function as a part of
a group, whether it is a family unit or social or work-related group, and need to feel a sense of
belonging. This is of particular relevance when conducting studies in cultures that place

emphasis on collectivistic rather than individualistic values.

morality,
creativity,
spontaneity,
problem solving,
lack of prejudice,
/ acceptance of facts

Being >

Opportunities for innovation and creativity,
learning at a high level.

Self-actualization Important projects, recognition from

others, prestige and status.

self-esteem,
confidence, achievement,
respect of others, respect by others Acceptance, be part of a group,

Deficit T identification with a successful team.
friendship, family, sexual intimacy ) ) )
Physical safety, economic security,

security of body, of employment, of resources, \ freedom from threats.
J Safety of morality, of the family, of health, of property

Physical survival needs: water,
food,

Figure 2. Adaptation of Maslow’s Hierarchy of Needs (Wikepedia, 2010).

The fourth level, the penultimate level in Maslow’s five-tier hierarchy, is the need for self-

esteem — to feel good about oneself and ones’ life accomplishments, and to be recognized for
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“a job well done.” Maslow proposed that all humans need to feel valued and respected and to
experience a sense of achievement.

The ultimate level in the five-tier hierarchy is that of self-actualization. According to
Maslow this includes realizing personal potential, self-fulfililment, problem-solving,
acceptance of factual reality and seeking personal growth, and classified as “being” needs (B-
needs). He theorized that if at some future time a deficiency is felt at any level, the individual
will act to remove the deficiency. His basic premise is that, as individuals achieve self-
actualization, they will attain more wisdom and intuitively know how to respond in any
particular life situation. The weakness seen in this argument is that a potentially life-
threatening situation can drastically alter one’s ability to cope and make decisions, which is of
paramount importance to many individuals with terminal illness. Levels of the hierarchy are
not mutually exclusive; one can be in physical pain, whilst at the same time have a need to be
valued by one’s family. It is not necessary for the individual to descend the hierarchy to focus
on satisfying physical and safety needs before seeking to experience love and belonging. For
example, patients suffering from acute vomiting or a foul-smelling wound, which occur
indiscriminately in certain types of advanced cancer, do not necessarily relinquish the need to
be loved; in fact it may result in just the opposite effect — a strong need to be loved in spite of
the symptoms. It is suggested, however, that patients with advanced, life-threatening illness
rarely achieve the level of self-actualization due to the inability to achieve satisfaction of
lower level needs (Zalensky and Raspa, 2006).

A further criticism of Maslow’s hierarchy has been that there is little empirical
evidence to support his theory (Kiel, 1999). His model of human need, although innovative
for its time, was not all inclusive; it did not address in depth how different cultural, social and

religious values influenced the perception of need or their place in the hierarchy. For example,
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the attainment of self-actualization, praiseworthy in some individualistic societies, such as the
U.S., or Japan, may not be viewed as a condition to aspire to in collectivistic societies,
especially among older adults. In certain societies spiritual needs permeate all levels and
categories of need. In searching for a system of human values, Maslow strongly advised
against relying on "tradition, on consensus, on cultural habit, and unanimity of belief"
(1970b). He posited that "we need a validated, usable system of human values, values we can
believe in and devote ourselves to because they are true rather than because we are exhorted
to ‘believe and have faith’" (1970b). This theoretical basis for assessing human need does not,
however, fit the contextual values and attitudes of societies which function within the bounds
of a totalitarian and unquestioning single religion.

In contrast to Maslow, Bradshaw (1972) approached human needs from a sociological
perspective. He viewed needs from a stakeholder perspective, from providers to consumers,
and judged that needs assessed by professionals (normative needs) would be much different
from those of consumers of services (felt and expressed needs). He also considered that needs
arising from consumers in one location may be similar to the needs of consumers with similar
socio-demographics in another location (comparative need). Asadi-Lari and colleagues
(Asadi-Lari, Packham, & Gray, 2003) consider Bradshaw’s taxonomy of need provides a
practical framework to health services research. The taxonomy makes an important and
necessary contribution to the extension of Maslow’s work towards the theoretical foundation
for this study.

Other theories of need were reviewed for this study. An extension of Maslow’s hierarchy
of needs and motivation theory is the work of William Glasser and his Choice Theory (1998).
Glasser, a psychiatrist specializing in the US, proposes that human behavior is based on five

innate categories of need: survival, love-belonging, power, freedom, and fun. Survival equates
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to the first two levels of Maslow’s hierarchy: physical needs and safety and security, and love
and belonging to the third level. Glasser’s freedom category equates with Maslow’s safety
and security, but also to self-actualization, which encompasses spontaneity and creativity. The
fun category may be viewed as a component of love and belonging and/or of self-
actualization. Glasser’s Choice Theory presents an alternate perspective on human need, as it
relates to behavior and motivation, with a strong focus on relationships in management.
Maslow’s hierarchy of need gives a more structured theoretical framework for conducting this
health care needs assessment. The model postulated by Maslow encompasses not only the
need for relief of physical distress, but also enables assessment of psychological, social and
spiritual needs and the need for self-efficacy and self-determination.

A definition of need currently used in the National Health Service (NHS) in the U.K.
is “the capacity to benefit from health care,” in terms of extending life or restoring normal
function (Robinson & Elkan, 1996). The definition was clarified and extended by Andrew
Stevens, professor of public health at the University of Birmingham, England, and Stephen
Gillam, of the King’s Fund, London (1998), in the third of their six articles on needs
published in the British Medical Journal. They concurred that the definition was a significant
advance in health care research in general, and needs assessment specifically; however, they
posited that, “The purpose of needs assessment in health care is to gather the information
required to bring about change beneficial to the health of the population.” The authors argue
that, whilst every outcome may not be beneficial, the presence of need implies the potential to
benefit, which, on average, is effective. Two additional points are made in the article, which

are most applicable to palliative care:
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« The benefit is not just a change in clinical status, but can include reassurance,
supportive care, and the relief of caregivers. The list of beneficiaries of care can extend
beyond the patient to families and caregivers.

« Health care includes not just treatment but also prevention, diagnosis, continuing care,

rehabilitation, and palliative care.

However, the precise definition of “capacity,” “benefit,” and “health care,” remains unclear in
this context, and the phrase “capacity to benefit from health care” is open to subjective
interpretation.

Upon reviewing these models and definitions of need, the theoretical framework for
this study will be based on Maslow’s hierarchy of need, as viewed from the patient’s
perspective; i.e., the felt needs of Bradshaw’s taxonomy. The model is extended to
incorporate religious and spiritual needs and their influence on the domains of need identified
for the study population in relation to the five levels of the hierarchy. As proposed by
Zalensky and Raspa (2006), Maslow’s theory of need is appropriate as a framework for
assessing the needs of cancer patients. Robert Zalensky, director of the palliative care unit at
Sinai-Grace Hospital and professor of emergency medicine at Wayne State University,
Detroit, Michigan, and his colleague Richard Raspa, professor and graduate chair of
interdisciplinary studies, also at Wayne State University, describe how Maslow’s hierarchy
provides a comprehensive approach to needs assessment and addresses the spectrum of issues

encountered at each level of the hierarchy.

35



Physical Needs
Physical Symptoms

Physical comfort is a first-order need in Maslow’s hierarchy (Maslow, 1970zg;
Zalensky & Raspa, 2006). The basic physical needs of oxygen, water, food, sleep,
homeostasis, excretion and sex are seen by Maslow as fundamental necessities to life and
well-being, although one could argue that it is possible to exist and function quite
satisfactorily for long periods of time without having sexual needs satisfied. The degree of
need experienced and the priority in which needs are ordered influence progression to the next
level.

The prospect of achieving satisfaction at the second level is remote if physical needs
necessary for survival are not met. The ability to focus on self-actualization is essentially non-
existent, or at least severely compromised if one is acutely short of breath or in unrelenting
pain. Extreme debilitating physical symptoms are all-consuming, to the exclusion of self-
esteem or self-efficacy; however, unsatisfied needs at a lower level do not necessarily exclude
all needs at a higher level; the need for love and belonging is likely to remain, even in the face
of unbearable physical distress.

Unmet needs at lower levels, for example, prolonged distressing physical symptoms,
may pose a threat to higher order needs for safety and security or to belonging and affection,
or to self-esteem. Inability to access analgesics potent enough to control severe cancer pain
may lead to a perceived threat to safety and security or fear of a terrible death. Lack of
appropriate anti-emetic medications with subsequent, unrelenting vomiting may compromise

self-esteem and result in low self-esteem, guilt, depression and social isolation.

36



Activities of Daily Living / Instrumental Activities of Daily Living

Activities of daily living (ADL) are categorized within the physical domain of the
majority of measures, together with Instrumental Activities of Daily living (IADL). Whereas
ADLs are concerned with mobility, and physical ability to perform self-care, such as personal
hygiene, dressing, getting out of bed, IADLSs are concerned with the ability to perform usual
activities, such as cooking, cleaning, traveling within one’s community, managing money,
taking medications, using the telephone and shopping, without requiring assistance from
others (U.S. Census Bureau, 2010; National Cancer Institute, 2010)

One of the earliest studies related to the assessment of patient functional needs is that
by Fortinsky and colleagues in the Department of Medicine at Brown University (Fortinsky,
Granger, & Seltzer, 1981). In this study, the authors examined the efficacy of three different
instruments to measure the needs of disabled and chronically ill patients living at home. It was
posited that personal care needs of patients living at home are not defined through clinical
diagnosis, but rather in functional terms, and that the emphasis of care should be on achieving
maximum function for as long as possible, that ““ the ability or inability to maintain
independent living is the principal determinant of need.”

The three different measures used in Fortinsky’s study were the Bartel Index for
functional assessment; the ESCROW measure to determine socio-economic need; and items
from the Brief Psychiatric Rating scale to determine psychiatric needs. The ESCROW tool
measures Environment, Social support, Cluster of family members, Resources, Outlook, and
Work or school status. Although the aim of this early study was not to assess the needs of
individual patients, but to determine the efficacy of the instruments, this study highlights the
importance of addressing care and support needs from a holistic perspective.

A seminal study of patient needs, where all participants had a diagnosis of cancer, was
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conducted by Vincent Mor, Director of the Center of Gerontology and Health Services
Research at Brown University (Mor, Allen, Siegel, & Houts, 1992), a decade after the study
by Fortinsky et al. (1981) at the same institution. This study examines the constructs of
functional ADL and IADL of adult cancer patients residing at home in three states:
Pennsylvania, Rhode Island, and New York. The three areas of need examined were personal
care, instrumental tasks, e.g. housework, shopping, cooking, and transportation. The study
subjects had advanced disease, and all were receiving either palliative chemotherapy and/or
radiation therapy on an outpatient basis. Proxy respondents were utilized in 92 (14.6%) of the
interviews. In this study, the impact of physiological and social factors on the patient’s need
for assistance was investigated and whether those needs were being met. Results
demonstrated the association between level of physical need, i.e., ADLs and IADLs, and
individual well-being. Approximately 50% of those participating reported a need for
assistance with instrumental tasks and transportation and 14% for help with personal care.
This positive association highlights the multi-factorial influences on patient well-being, and
the importance of assessing the need for informal care, as well as assessing symptoms and

functional impairment.

Physical/Psychological Needs
Maslow’s concepts of safety and security assume many guises, and may be classified
under both physical needs and psychological needs. From Maslow’s perspective, they were
examined from both a personal and a social perspective (Zalensky & Raspa, 2006). Humans
need to exist in a safe, stable environment, with a sense of order and harmony and protected
from harm. If one’s environment becomes disrupted, whether through external forces or

internal imbalances such as illness, the focus of daily life may be fear and anxiety about the
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future. Safety and security, first- and second-order needs, may mean a home to live in; a safe
neighborhood; having a loving and supportive family; a dependable income; or being in good
health, so that you don’t have to rely on the good will or compassion of others to provide the
care you need.

The need for safety and security experienced by patients with advanced cancer are
very real, compounded by the uncertainty of progressive illness and fear of the future. One
major concern of patients is the degree of willingness of family caregivers to provide a safe
environment, when patients are no longer able to provide self-care (Sharpe, Butow, Smith,
McConnell, & Clarke, 2005). Patients need to feel assured that there is a place where they will
feel safe and secure and that their preferences for setting of care are considered. Another
perceived threat to safety and security is fear of severe unrelieved pain or other distressing
symptoms, a first-order need, resulting from the disease process or treatment interventions
(Zalensky & Raspa, 2006). Financial security is a major concern for some patients — will they
be able to pay their bills, or will they be a financial burden on their family? It is therefore
essential to assess the safety and security needs of patients with advanced cancer from
multiple perspectives, including support systems, physical environment, financial status, and
psychological stressors.

Psychological adjustment to life’s stressors is particularly challenging, especially
when those challenges revolve around life or death situations. For those diagnosed with
advanced cancer, the challenges to their emotional and psychological equilibrium can be
profound and include a range of feelings, such as denial, anger, bargaining, depression, and
acceptance, as described by Kubler-Ross in her seminal text On Death and Dying (1969).
Other emotions frequently experienced by patients with advanced disease include uncertainty,

vulnerability, hopelessness, isolation, fear, and the search for meaning and hope (Moadel,
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Morgan, Fatone, Grennan, et al, 1999; McLain, Rosenfeld, & Breitbart, 2003). Fear of death,
disability, and dependency may lead to anxiety and depression in patients with advanced
cancer. The incidence of self-reported psychological needs was reported to be as high as 62%

in a study of unmet needs in cancer patients (Piggott, Pollard, Thomson, & Aranda, 2007).

Anxiety/Depression

An individual’s emotional health can be severely challenged when given a diagnosis
of cancer, especially when the cancer is advanced. Anxiety and depression are a normal grief
reaction with such a life-changing event. However, over time, the normal emotions of fear,
and anticipation of what the future may hold, may transform into clinically significant
depression and anxiety, In Tehran, Iran, a study of patients with gastrointestinal cancer using
the Hospital Anxiety and Depression Scale (HADS), found that patients who knew their
diagnosis demonstrated higher levels of psychological distress than those who did not know
their diagnosis (Azadeh, Mohagheghi, Montazeri, Roshan, et al, 2007).The authors suggested
this outcome was possibly related to cultural issues and the way in which information was
communicated to patients. In a similar study of cancer patients in Turkey, it was also found
that, psychiatric morbidity was found to be significantly higher (P=0.03) in the group who
knew their diagnosis, 53 (45.3%), than those who did not know (Aresci, Baltalarli,
Oguzhanoglu, Karadag, Ozdel, et al., 2004). It was not stated, however, how the patients

learned of their diagnosis or if any of the respondents had received counseling.

Self-Efficacy
The Theory of Self-Efficacy (TSE) refers to “an individual’s belief in their capacity to

behave in ways which will lead to achievement of their performance goals” (Bandura, 1977).
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It is a process which requires adaptation and learning new behaviors and skills to cope with
changing life events and stressors. If a person has a high level of confidence in his or her own
abilities, he or she can achieve certain context-specific outcomes.

According to Bandura, “Self-efficacy is the belief in one’s capabilities to organize and
execute the courses of action required to manage prospective situations” (1977). In other
words, how confident is an individual in their ability to do what they want, when they want, in
the way they want? Self-efficacy influences the choices we make, how we feel, the effort we
expend, and how long we persist in pursuing our goals, in the face of these challenges.
Bandura posits that self-efficacy involves three important components:

A person’s estimate of his/her own level of capability to achieve certain goals in a particular
environment; being confident in accomplishing specific tasks; and believing that they have
control over their thought, feelings and actions.

The third of the three components of self-efficacy should be critically reviewed when
assessing need in the context of a structured, strongly paternalistic society where, in some
instances, the belief system discourages independent thoughts, feelings, or actions. For some,
overriding cultural and religious expectations influence daily life and capacity to respond to
disease-associated stressors. Examples of this are female patients who have never made major
life-decisions for themselves — they assign, or are forced to assign, proxy control to others
(Bandura, 1997) (p. 17 ). Societal expectations traditionally decree it is the male head of
family (or his designee) who makes these decisions on behalf of the female. Another example,
not exclusive to Saudi society, though more pronounced because of family dynamics, is the
influence of male family members on physician communication concerning a patient's right to

know — informed consent is fluid and very loosely interpreted on occasion.
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There also may be a generational differences, with regards to decision-making.
Younger, more educated women may actively participate in their health care decisions, whilst
for older females the decision for care is still largely dominated by male family members.
Until recently, male family members signed informed consent forms for their female relatives,
often without the full knowledge of the patient. This practice has since been revised to allow
female patients aged 18 years and older to sign their own consent forms.

For patients facing the challenges and uncertainties of terminal illness, their
confidence in their abilities may diminish over time, leaving the patient with feelings of
helplessness and despair, which in turn moderates the ability to cope with the burden of
disease. When addressing the overall needs of terminally ill cancer patients, it is important to
measure the construct of self-efficacy. Terminal illness is known to change an individual’s
self-perception, values and beliefs, and their ability to cope with life stresses, both physical
and psychological, as the disease progresses. In her work on promoting self-efficacy of family
caregivers, Teno (2002) describes how feeling alone, exhausted, and uncertain about the

future can evolve into a sense of abandonment, and inadequacy, frustration and guilt.

Self-Determination

The concept of self-determination is another major contributor to an individual’s
ability to cope with stressors associated with illness. In their Self-Determination Theory
(SDT), Deci and Ryan (2000) view human need as “innate psychological nutriments that are
essential for ongoing psychological growth, integrity, and well-being.” The authors posit that
these three nutriments: competence; autonomy; and relatedness, must be satisfied for an
individual to function at optimal level. When applied to Maslow’s hierarchy, the concept of

relatedness, the “sense of belonging,” readily fits in the third level of the hierarchy, and that of
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autonomy into the fifth level.

Within SDT, feelings or perceptions of competence, with respect to an activity, are
considered essential to the achievement of personal goals; a high perception of competence
facilitates goal attainment, and provides the individual with a sense of need satisfaction. In the
context of terminal illness, and the stressors associated with living with a life-threatening
disease, perceived competence, autonomy, and relatedness play an important role in the
patient’s feelings of self-worth and continued value to society.

Whereas contemporary Western medical ethics focus on individual rights, autonomy,
and self-determination, traditional societies place greater emphasis on a paternalistic approach
by the physician, the role of the family in medical decision-making, and the non-disclosure of
unfavorable medical information to critically ill patients. For example, whilst the concepts of
advance directives and discussion of code status with patients are, to an increasing degree,
being incorporated into medical practice in the U.S., these concepts are quite foreign to most
countries outside North America (Ip, Gilligan, Koenig, & Raffin, 1998; Doyle, 2006; Gray, et
al., 1995).

The concept of autonomy has not historically been an integrated part of Saudi culture,
especially for females. In the context of health care and hospitalization, male family members
assume the role of advocate and decision-maker for seriously ill relatives. The practice of
informing terminally ill patients about their prognosis has not been widely accepted in the
culture of the Kingdom. When writing “Do-Not-Resuscitate” orders, Saudi law does not
require that the patient or any of their family agree to the decision, but they should be
informed when the order is written. The law only requires that three “trusted” physicians, who
are aware of the patient’s condition, sign the order (A. Shimemri, personal communication, 17

March, 2009).
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Social Needs

Love and Belonging

Feelings of connectedness within an individual’s social sphere have been shown to
predict the quality of the relationships, feelings of competence, and degree of satisfaction
experienced (La Guardia, Ryan, Couchman, & Deci, 2000). There are significant interactions
between life stress and social support; having more people in the patient’s support system is
associated with less mood disturbance (Kooperman, Hermanson, Diamond, Angell, &
Spiegel, 1998). In addition, being provided with the necessary information and skills one
believes one needs, promotes a sense of self-worth and value, which, in turn promotes self-
efficacy. If a person has a high level of confidence in their own abilities he or she can achieve

certain context-specific outcomes.

Information and Communication Needs

It has been shown that the need for information influences levels of satisfaction with
care (Gustafson, Arora, Nelson, & Boberg, 2001). Typically, in satisfaction surveys, patients
are less satisfied with how well their need for information and support are met than they are
with how well their healthcare delivery needs are met. Gustafson et al. argue that the majority
of patient satisfaction surveys do not adequately address the major areas of need considered to
be important to patients and, therefore, do not lead to significant improvements in care. They
suggest two strategies to increase the impact of satisfaction assessment: a) more complete
identification of patient and family needs; and b) more accurate estimation of the importance
of those needs.

The amount of information patients receive contributes to the individual’s perception
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of self and ability to cope with life stressors, as in levels three and four in Maslow’s hierarchy.
Information needs also relate to the level of need at the physical and psychological levels and,
in fact, all levels of the hierarchy. One needs information for problem solving and acceptance
of life’s realities, and to achieve a degree of self-actualization in the face of a life-threatening
illness. Information about symptom control, diet, rest, exercise, and functional limitations all
contribute to improved satisfaction of physical needs. Patients may verbalize a need for
specific information (Bradshaw’s expressed needs), which can be directly addressed, or they
may simply demonstrate certain behaviors which indicate a felt need for information, which
has not transitioned into a demand and is thus unmet, leading to compromised self-
management and inability to achieve short-term goals. Research shows that cognitive abilities
and processes are related to functional ability and the need for care, and that patients often
forget or are confused by the information they are given when they are stressed (Ball, Berch,
Helmers, Jobe, et al., 2002). In some instances, patients report they have not been given
information, though the information may have already been given. This indicates an

information need.

Patient Information Needs

Tamborini and colleagues, at the Italian Institute Against Cancer, examined
hospitalized cancer patients’ needs, to determine primary needs arising from the disease itself
and from subsequent hospitalization (Tamborini, Gangeri, Brunelli, Beltrami, et al., 2000). In
interviews of 30 patients, it was found that information needs were a high priority, especially
regarding diagnosis (56%), prognosis (74%), exams (52%), and treatments (51%). Another
important finding was the high percentage of patients reporting the need for information on

insurance and finance (43%) and a need to feel more useful within their own family unit
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(46%). It is, therefore, important to include the construct of informational needs in the needs

assessment survey of terminally ill cancer patients.

Professional Communication

For patients with advanced cancer, communication of information plays an important
role in overall feelings of well-being. Some patients may seek full disclosure of all
information concerning their diagnosis, treatment options and prognosis. Others may prefer
not to have this information in detail, and some prefer to have none at all. The culture of
“truth-telling” varies from country to country. In many developing countries, the amount of
information shared and decisions about “truth telling” rests with physician and/or family
members, not with patients.

In a study of oncology physicians’ attitudes, in Chengdu in the Peoples’ Republic of
China, Jiang and colleagues found that 84% of 232 physicians reported that patients with
early-stage cancer should be informed of their diagnosis, while only 40.5% believed that
patients with advanced cancer should know the truth (P<0.001) (Jiang, Li, Liu, Huang, et al,
2006). Similarly, in a study of relatives of patients with cancer in Turkey, 66% of patients’
relatives reported they did not want the patient to be told the truth about their disease.
Insufficient knowledge of the relative about cancer in general and a strong religious belief of
the relative were associated with a greater likelihood of the relative having a “do not tell”
attitude (p=0.128, p=0.058 respectively).

Patients’ preferences for information vary widely. Too much may result in feelings of
anxiety, and a perceived threat to safety and security (corresponding to level two in Maslow’s
hierarchy). Too little information may also have the same result. At KAMC-R, anecdotal

reporting by physicians concerning patients’ informational needs is usually predicated by
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references to patient relatives and the barrier to truth-telling they represent.

Even though the importance of physician-patient communication in cancer care is
recognized, it continues to be a major problem. Disclosure of a diagnosis of cancer, especially
if the disease is advanced, is a difficult proposition for physicians in developing countries
where, traditionally, family members represent patients in decision-making. In Saudi Arabia,
physicians are faced with family members wishing to protect the patient, preferring to let the
patient’s believe that the illness is the will of Allah which gives them strength to face the

iliness and maintain hope of recovery.

Religious/Spiritual Needs

In recent years religious and spiritual factors have been recognized as playing a central
role in adaptation to life stressors. It is hypothesized that psychological functioning and
adjustment to illness are directly related to spiritual well-being (Moadel et al., 1999) and
applies to all faiths, including Islam. Spiritual or religious care is an integral component of
cancer care and plays an invaluable role in enabling both patients and their family caregivers
to cope with living with cancer (Al Muzaini et al., 1998). In Saudi Arabia, a conservative
Islamic country, all health care services and activities, as with all activities of daily life, are
practiced within the tenets of the religious and cultural norms of the Islam. Medical
knowledge and technologies imported from western societies are, to a large extent, considered
acceptable in Islam, as this knowledge is bestowed by Allah.

Islam is the youngest of the three monotheistic religions. The religion follows the
sayings of the Prophet Mohammed (571 — 635A.D.), as written in the Islamic holy book, the
Holy Quran, and the belief that there is only one God, Allah. Islam shares its basic doctrines,

including belief in the Day of Judgment, with Christianity and Judaism. There is no formally
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organized church, as in Christianity or Judaism, and no theological body speaks for the entire
Islamic community. The predominant Islamic sect in Saudi Arabia is Sunni, whilst the other
major sect, Shia, is found in Pakistan, Iran and other Middle Eastern countries.

Faith in the religion of Islam is the core value of Saudi society, and belief in the Holy
Quran and the words of the Prophet Mohammed are central to social attitudes, behaviors and
expectations and the conduct of everyday activities and social interactions. Believers in Islam
are "exhorted" to believe only in Allah and obey the public call to prayer five times a day.
Moslems believe in divine destiny, that all that happens in one life, both good and otherwise,
is the will of Allah, and therefore should not be questioned. This belief guides many Moslems
not to fear sickness or death, as expressed in the Quranic verses: “The angel of death, who is
given charge of you, shall cause you to die, then to your Lord you will be returned. (Holy
Quran, 32:11),” and “It is not given to any soul to die, but with the permission of Allah at the
appointed time (Holy Quran, 3:145).

The Islamic religion is based on the Five Pillars of Islam: Declaration of faith in only
one God, Allah, and in the sayings of the Prophet Mohammed (shehadah); observation of the
holy month of Ramadan through worship and fasting (saum); giving alms to the poor and
underprivileged (zakat); performing a pilgrimage to the holy city of Mecca at least once in a
lifetime; and answering the call to prayer five times a day (salat). Along with belief in divine
destiny, many Moslems also believe that they should consider scientific knowledge and
technologies resulting from human endeavor, that this knowledge is also a gift from Allah.
This encompasses the field of health care, the treatment of disease and the relief of suffering;
however, this may be seen as ambiguous by some, leading to feelings of confusion or guilt
about receiving certain interventions. If pain and suffering is a form of test or trial to confirm

a believer’s faith (Holy Quran, 2: 153-157), is it acceptable to receive medications, or other
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treatment to block that suffering?

The availability of modern medicine and technologies has led some to question
whether these “western” influences are acceptable in a strongly Islamic society. Experience
shows that this knowledge is embraced, to a great extent and accepted by Saudi society,
within the moral and legal parameters imposed by Islamic scriptures.

Few survey instruments have been identified that include an existential domain
designed specifically to measure the concept of religious or spiritual need from an Islamic
perspective (Asadi-Lari, Madjd, & Gousshegir, 2008). Most quality of life (QOL) instruments
are designed to measure functional quality of life, and include few items on religiousness or
spirituality (Byock, 1995; Cohen, Mount, Strobel, & Bui, 1995; Ferrans & Powers, 1985).
Those instruments designed to measure religiousness/spirituality, focus mainly on Christian,
or multiple faith respondents, but not exclusively Islam (Reed, 1987).

A study conducted in Jordan in 2006, by Jehad Halaby (2006), was one of the first
studies of its kind in the Middle East, translating into Arabic an existing quality of life
measure, the Quality of Life Index (QOLI) (Ferrans & Powers, 1985), and assessing its
psychometric properties. It is not reported in the study how the religious/spiritual item in
QOLI was used. Possibly it modified, or perhaps skipped, for Moslem respondents. For the
purpose of this study, it would not be acceptable to ask a Saudi patient how important their
faith in God was to him or her, as asked in item 28 of the QOLI.

Some studies show that spiritual resources are negatively associated with distress
(Acklin, Brown, & Mauger, 1983; Baider, Russak, Perry, Kash, et al., 1999), whilst other
studies show no relationship (Smith, Nehemkis, & Charter, 1983). Whether spiritual resources
are helpful and whether spiritual beliefs increase as a patient’s death approaches are topics of

continuing debate; however, the assumption is made for this study that there is a relationship
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between subjects' faith in Islam and their level and type of need.

Experience gained whilst working as a palliative care clinician in both hospital and
community settings in the Kingdom raised my awareness of the existence of perceived
negative influences of spiritual (satanic) entities, or “jinn” (shaitan), on the health or “bad
luck” of individuals. Some in ill health freely stated they believed someone had cast a spell on
them because of jealousy or of family feuding. It is acknowledged by professional colleagues
that these beliefs continue across a wide spectrum of the population at all levels of society.
Items measuring the perceived influence of jinns on health status were deemed culturally
acceptable for inclusion in the survey instrument, after discussion with Saudi colleagues and

friends.

Clinical Factors

Co-morbidity

The presence of co-morbidities influence health care needs and are associated with
less desirable outcomes and more complex clinical management and increased health care
costs (Valderas, Starfield, Sibbald, Salisbury, & Roland, 2009). Cancer patients frequently
have other diseases or conditions which influence their response to therapy and their level of
care and support needs (Satariano & Muss, 2008), and the influence of concurrent and
previous illnesses on the course of cancer treatment, especially in the elderly, should be
assessed routinely. The presence of co-morbidities has been shown to influence patients’
ability to cope with living with their cancer (Satariano & Muss, 2008). In a presentation by a
working group in 2008, on the “Effects of Co-morbidity on Cancer” (2008), William
Satariano, at the University of California School of Public Health at Berkley, California,

whose focus of interest is the economics of aging, proposed that “co-morbidity elevates the
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risk of disability and death among cancer patients.” He also proposed that “co-morbidity is
associated with the receipt of less definitive cancer therapy, and that less definitive therapy is
associated with poorer outcomes after adjustment for co morbidity.”

Assessment of the impact of pre-existing health problems, co-morbidity, is crucial in
determining the complexity and level of need. The Public Health Agency of Canada defines
co-morbidity as the “presence of more than one disease or health condition in an individual at
a given time” (2007). To determine the degree of concurrent disease, co-morbidity scores,
such as the Charlson Index and the Kaplan-Feinstein Index (Kaplan & Feinstein, 1974), are
used to reduce potential confounding in epidemiological research and to predict mortality and
health service use (Schneeweiss & Maclure, 2000). The Kaplan Feinstein

Index (KFI) classifies each disease and quantifies the severity of each condition into
one of four groups, according to degree of severity:

= None — no co-morbidity.

= Mild — not hospitalized (for this co-morbidity).

» Moderate — hospitalized over 6 months ago.

= Severe — hospitalized less than six months ago.

The highest ranked (severest) co-morbidity score will be the overall co-morbidity
score; however, where two or more moderate co-morbidities occur in different organ systems,
the overall category is classified as severe (Kaplan & Feinstein, 1974; Picarrillo, 1999). For
the purpose of this study, classification will be modified to address simple co-morbidity:
frequencies and timing of recent hospitalizations will be used to estimate level of co-

morbidity.
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Time since Diagnosis

For patients with advanced cancer, the difficulties associated with their disease are
compounded by a demonstrated decline in physical and functional changes due to the death
process, a phenomenon termed by gerontologists as “terminal drop” (Diehr, Lafferty, Patrick,
& Downey, 2007). These multiple influences can have a profound effect on the "real-world"
of the cancer experience. The physical, emotional, psychological, social and spiritual facets of
an individual's life can change dramatically, altering their perceptions of self and the world
around them (Pigott, Pollard, Thomson, & Aranda, 2008). With changes in the internal and
external environmental factors come fluctuating changes in their need for care and support.
These needs evolve from a progressively complex web of problems faced by cancer patients,
as they transition the disease trajectory and are not always recognized or well understood by

health care providers (Clark, Malson, Small, Daniel, & Mallett, 1997).

Demographic Factors

Gender

Patients with advanced cancer experience different levels of health care and support
needs as their disease progresses. The frequency, type, and level of these needs are influenced
by gender in some cultures, as shown in prior studies of health care needs in the U.S. and
U.K. (Mor et al., 1992). Mor and colleagues found that women are four times as likely as men
to report needing assistance with instrumental tasks and twice as likely as men to report
needing help with transportation. and older patients, >65 years, are twice as likely to report a
need for help with personal care, but less likely to need help with instrumental tasks than
younger patients. 15 to 33% of all patients in the study were found to have insufficient help to

meet their needs, across all task areas. Female patients have also been shown to report higher
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levels of psychological needs than men (Cossich, Schofield, & McLachan, 2004).

Studies indicate that there is disparity in perceptions in reporting between self-
reporting and proxy reporting, where proxy respondents tend to over-report patients’
functional impairment (Hinton, 1996; Magaziner, Simonsick, Kashner, & Hebel, 1998;
Newell, Sanson-Fisher, Girgis, & Bonaventure, 1998). As Mor et al. (1992) noted, a dummy
variable (0, 1) was used to determine if effects were unduly inflated by proxy report. The
proxy respondents did report more bed-days and more reduced activity days than patient
respondents. Findings showed that patients with proxy respondents were 3.6 times as likely to
report need for help with personal care (CI:1.90, 7.08); 1.5 times more likely to report needing
help with instrumental tasks (Cl: 0.83, 2.83); and 1.8 times more likely to report needing help
with transportation (CI: 0.99, 3.38), controlling for all other factors. They found, however,
that inclusion of a dummy variable for proxy status did not alter the magnitude or the level of
statistical significance of the regression coefficients.

It was expected by the authors that duration of disease and co-morbidities would result
in a greater need for assistance and that the social support: i.e., marital status, living alone,
helping networks, and adult children living nearby would reduce their level of need.
Demographic variables including age, sex and socio-economic status were thought likely to
influence level of need. Findings demonstrated that even basic tasks of everyday living, such
as shopping for groceries, or bathing and dressing, may be difficult or impossible to
accomplish without assistance. The study showed that physiological factors, such as
metastases, disease stage, and functional status were associated with need for assistance in all
three areas.

The results of this study (Mor et al., 1992) contributed to a better understanding of the

non-medical needs and unmet needs of cancer patients in the community and laid the
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foundation for future empirical studies of patient needs. There remained many unanswered
questions as to patients’ perceptions of what they believe they really need to cope with living
and dying with incurable cancer. This study emphasized the need to examine non-medical
factors when assessing cancer patients needs for care. However, the psychological and
spiritual dimensions of need were not measured in the study, nor the distressing side-effects

and complications of chemotherapy and radiotherapy.

Age

The influence of age on patients with cancer has been examined from many
perspectives, from clinical outcomes to satisfaction with care and need for assistance. Sanson-
Fisher and colleagues (Sanson-Fisher, et al., 2000) found in their study of unmet supportive
care needs in cancer patients, that participants 31-50 years of age were more likely than those
in older or younger age groups to report a need for help. Younger patients (<65 years) have
been found to be more likely than those 65 years and over to report social isolation (Asadi-
Lari, et al., 2003) and those over 65 years of age predicted a higher level of need for help with
personal care (Mor et al., 1992), whilst they were less likely to report need for help with

IADLS than younger patients.

Financial Factors

Financial problems impact many levels of human need. As financial resources become
scarcer the threat to physical and psychological well-being increases. If household income
does not cover the costs of medical care or of living expenses, anxiety increases, feelings of
self-worth decrease, and the potential for increased anxiety and/or depression increase. For

patients who can no longer work and provide for their families, this role-change — especially
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for male patients in some societies — is also a threat to self-esteem and self-efficacy, which is
Maslow’s third level of need, and curtails coping skills. Mor and colleagues (1992) found that
low income patients were twice as likely to report need for assistance in all domains.

The concern about having adequate funds to pay for medical expenses or
pharmaceuticals is not relevant to this study, as all medical care is free to the NGHA
community in general. However, there is wide variation in income within the Guard
population. Those who are less well educated, especially the older generation, may experience
severe financial hardship through deceased household income and a subsequent increase in

need across the spectrum.

Level of Education

Level of education and literacy skills has been shown to influence patients’ health care
and support needs and coping skills, as well as the level of importance they attached to those
needs (Jacobs-Lawson, Schumacher, Hughes, & Arnold, 2009). An individual’s level of
education influences health literacy; i.e., "The degree to which individuals have the capacity
to obtain, process, and understand basic health information and services needed to make

appropriate health decisions”. (U.S. Department of Health and Human Services, 2000).

Setting of Care Preferences

It is frequently proposed that the majority of patients prefer to be cared for and to die
at home (Mor et al., 1992; Luptak, 2006). However, care preferences are often not known by
physicians and other health care providers (Coppola, Ditto, Danks, & Smucker, 2003; Heffner

& Barbieri, 2000).
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Instrument Development

When developing needs assessment instruments, it is essential to understand how
needs relate to one another and how these relationships influence satisfaction with care and
quality of life (Wen, & Gustafson, 2004; Asada-Lari, Tamburini, & Gray, 2004). In their
paper, Wen and Gustafson model some of these relationships and make the case for
reassessing the concept of needs assessment.. There is a strong need for better understanding
of how terminally ill individuals perceive, define, interpret, and prioritize the concept of need
across cultural, national and geographical contexts (Streiner & Norman, 2007; Clark, Malson,
Small, Daniel, & Mallett, 1997). Cultural values, which are held on an unconscious level, give
an individual a sense of direction.

Those living in more collectivist, or pluralistic countries, such as Saudi Arabia, tend to
value family and social needs over the more individualistic ego and self-actualization needs.
Religious (Islamic) beliefs and practices, and family dominate most aspects of daily life in
Saudi Arabia, and these cultural influences and sensitivities are incorporated in the design and

content of the measure.

The PCNA-EAYV Instrument
The PCNA-EAV is an original population-based measure, developed specifically for
this doctoral research. Items generated for the PCNA-EAV were developed by the principal
investigator, based on a) clinical experience and personal observations in the field of
palliative care and home health care in the U.S., U.K., and Kingdom of Saudi Arabia; b)
existing needs assessment instruments, primarily the population-based Needs Assessment for
Advanced Cancer Patients (NA-ACP), (Rainbird, Perkins, & Sanson- Fisher, 2005); the

Patient Needs Assessment Tool (PNAT) (Coyle et al., 1996); and others (Mor, Guadagnoli, &
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Wool, 1987; Mor, Allen, Siegel, & Houts, 1992; Emanuel, Alpert, & Emanuel, 2001); c) a
review of pertinent literature; d) and discussion with experts in oncology and palliative care.

The initial idea for this research project stemmed from personal observations of the
pain and suffering of cancer patients seen in emergency rooms in the Saudi Arabia and the
despair and guilt experienced by their family members. It also evolved from recognition of the
urgent need for culturally appropriate tools to measure the outcomes and effectiveness of
existing services for patients with advanced cancer.

The development of the research questions evolved from professional experience,
from a review of the literature and an examination of the methodology for developing and
translating new instruments for use in cross-cultural health services research. The domains of
need to be included in this measure were identified through previous experience in the fields
of cancer care, home health care, and palliative care in the Kingdom of Saudi Arabia;
discussions with professional colleagues; and a review of published literature relating to
patient needs, quality of life of patients with cancer, satisfaction with care, and related
palliative care literature (Moadel, et al.,1999; Ferris, Balfour, Bowen, Farley, et al., 2002;
Rainbird, 2005; Emanuel, 2001; Newell, Sanson-Fisher, Girgis, & Ackland, 1999). The
domains include physical, psychological, social, information/communication,
religious/spiritual, financial, and setting of care. Items were also included for needs
prioritization, i.e., level of importance to respondent. Clinical, demographic, and cultural
influences were also examined as moderating factors in the level of patient's reported health
care and support needs (outcome variables).

The work by Ferris and colleagues (2002) with the Canadian Hospice Palliative Care
Association in Ottawa also influenced the development of the PCNA-EAV instrument. In

their “Square of Care” model, common issues which affect patients with advanced disease,
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are identified and categorized under the domains of disease management; physical,
psychological, social, spiritual, practical, end-of-life/death management, and loss/grief. The
first six domains in the Square of Care are included in the PCNA-EAV instrument. The end-
of-life/death management and loss/grief are not included in this study, as the concepts are
sensitive and complex and require additional time and resources. These topics have not been
explored in depth in the Kingdom, and future research in this area would be expected to
greatly benefit patients, clinicians and policy makers.

The only population-based patient needs assessment tool identified in the literature
designed specifically to measure the needs of patients with advanced cancer is the Needs
Assessment Advanced Cancer Patients (NA-ACP) instrument, developed in Australia by
Rainbird and colleagues (2005). This research has served as one of the primary studies for this
research project (see Table 2).

As previously noted, the aim of this research is to develop a psychometrically valid
and reliable needs assessment which demonstrates cultural equivalence during translation.
The cultural and social practices and belief systems of the target population have been shown
to influence the perception of needs experienced by terminally ill patients. Moreover, such
moderators as meaning, context, and personal history, which evolve from the individual’s
interpretation of their personal experiences, may also influence perception of need (Baron &
Kenny, 1986). It is therefore important to be sensitive to these influences when constructing

and selecting items for a needs assessment survey instrument.
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Table 2

Key Needs Assessment Instruments and Models

First Author (Year) Instrument

Rainbird, et al. (2005) Needs Assessment for Advanced Cancer Patients (NA-ACP)
(Population-based Tool)

Sanson-Fisher, et al. (2000) Supportive Care Needs Survey (SCNS)
(Clinical Screening Tool)

Tambourini, et al. (2000) Needs Evaluation Questionnaire (NEQ)
(Clinical Screening Tool)

Emanuel, et al. (2001) Needs near the End-of-life care Screening Tool (NEST)
(Clinical Screening Tool)

Coyle, et al. (1996) Patient Needs Assessment Tool (PNAT)
(Clinical Screening Tool)

Piggott, et al. (2008) Supportive Needs Screening Tool (SNST)

(Clinical Screening Tool)
Cossich, et al. (2004) Validation of the Cancer Needs Questionnaire (CNQ) short-form
version in an ambulatory cancer setting (Screening Tool)

Ferris,et al. (2002) A model to guide hospice palliative care

In their review of needs assessment instruments, Wen and Gustafson (2004) found that
each of the 17 selected instruments met some, but not all, of their criteria for validity,
reliability, responsiveness, and burden. This study attempts to address these issues in the
instrument design and study methodology to fill the gap in the literature in cross-cultural
instrument development and psychometric validation, specifically for use in Arabic-speaking,
Islamic societies.

Building on existing studies, particularly those of Mor et al. (1987, 1992) and of
Sanson-Fisher et al. (2000), Rainbird developed and validated a needs assessment instrument
designed specifically for use with patients with advanced cancer, the NA-ACP (Rainbird,
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Perkins, & Sanson-Fisher, 2005). In their review of the literature of perceived need, quality
of life of patients with cancer, and caring for patients with advanced, incurable cancer, the
authors determined that, in addition to physical and daily living needs, patients’
psychological, medical communication/information, financial, social and spiritual domains
should be addressed. These domains are included in the current study.

In addition to receiving input on the pool of items generated from the literature review,
the study design included input from a patient focus group (Rainbird et al., 2005) that
identified any additional issues they believed should be included in the questionnaire. A total

of 132 items were generated for the NA-ACP study.

Conceptual Framework
Based on these reviews and discussions with colleagues, a conceptual model for the
study (see Figure 3) was developed. It is posited that the following predictor variables

influence the level of perceived need: age, sex, and location of residence.

Study Design
Clinical versus Population-based Design
Patient needs assessment measures essentially take two forms; the first is clinically oriented,
identifying individual patient needs through application of the instrument as a screening tool
and tailoring the plan of care to address those needs, as with the Patient Needs Assessment
Tool (PNAT) developed by Coyle and colleagues (Coyle, Goldstein, Passik, Fishman, &
Portenoy, 1996). The instrument is a clinically oriented, interviewer-rated scale, screening
cancer patients for potential problems with physical and psychological functioning. The

second approach, used by Mor et al., (1992), is community based, designed to determine the
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level of care needs and support needs within the population, providing data for policy-making

and service planning.

10 DOMAINS of NEED ‘

—{ Physical |

_| Psychological ‘

_| Social ‘

_| Information ‘

PerCc::Ze[illeHeZilth —| Helpful Resources ‘

and — Communication |
Support Needs

—' Religious/Spiritual |

4{ Financial l

Priority of Needs
——{_Priority |

—| Setting of Care ‘

Figure 3. Conceptual model of health care and support needs

According to Bowling (1998) “A basic assumption of the use of structured
questionnaires is that researchers and respondents share the same theoretical frame of
reference and interpret the words, phrases and concepts in the same way.” This assumption
must be psychometrically validated in order to accurately reflect the construct being
measured. A literature review of relevant studies of patient needs assessment instruments
indicates a consensus among experts (Emanuel et al. 2001; Wen & Gustafson, 2004): For an
instrument to be useful, it must be derived from a validated, comprehensive framework to
ensure that a full range of domains is included.

Although the majority of the literature of equivalence in cultural adaptations
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(translations) of instruments has focused on the measuring the concept of health-related
quality of life (HRQoL), the approach to the process of cross-cultural research and adaptation
of instruments is considered to be the same for the measurement of health-related care and

support needs (Bowden & Fox-Rushby, 2003).

Instrument Adaptation and Translation

The experiences and subsequent needs of terminally ill cancer patients are influenced
in varying degrees by the environment in which the patients live and by the social and cultural
practices and belief systems of that environment. It is, therefore, necessary to be sensitive to
these influences when constructing and selecting items for inclusion in a measure of need.

This new, Arabic language measure must address the socio-cultural influences of an
Islamic society that potentially influence the perception of need. The importance respondents
in an Islamic, Arabic-speaking society attach to their perceived needs is expected to differ
significantly from a non-Islamic society, dependent upon their clinical status, coping skills,
support systems and beliefs and values present in their everyday lives (Tamburini, et al.,
2000). New adapted measures must meet widely accepted criteria for validity, reliability,
responsiveness, and burden (Richardson, et al., 2007), and also must be adapted in a culturally
sensitive manner, demonstrating cultural equivalence in translation.

The lack of translated needs assessment tools is seen as a major gap in the field of
health services research. In an international research context, the concept of need is mediated
by a host of socio-cultural influences, beliefs, values, and attitudes foreign to many
researchers, and poorly understood or overlooked entirely. To be confident the findings of a

study accurately reflect the contextual perception of need, it is necessary to translate the
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instrument into the language of the population under investigation (target population) and be

able to demonstrate its cultural equivalence and adaptation.

Translation Models

The development of standardized methods for the translation of survey instruments
began in the late 1960s and early 1970s with the seminal work in cross-cultural research of
Richard Brislin, of Pennsylvania State University. Researchers have since developed best
practices for the translation and assessment of translations of survey instruments.

The approach to standardized translation methods takes many forms. Brislin (1970)
developed a model for translating and back-translating instruments (see Figure 4), which is
frequently used for producing valid and reliable tools for cross-cultural research (Jones, Lee,
Phillips, Zhang, & Jaceldo, 2001). Essentially there are two steps in Brislin’s model, forward
translation and back-translation. An iterative process of the two steps is used until a consensus
is reached on its cultural content, and face validity. One bilingual expert translates the
instrument from the source language into the target language, and a second bilingual expert
blindly (without access to the source language version) back-translates it into the source
language.

If errors in meaning or cultural equivalence occur, a second bilingual expert performs
an independent back-translation and the two translations compared. Further translation and
back-translations are performed to eliminate errors. This iterative process is continued until a
satisfactory translation, with congruence of meaning between the two versions, is agreed upon

(Jones et al., 2001).
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Source to Target to Source to Target to Source

bilingual #1 bilingual #2 bilingual #3 bilingual #4

Figure 4. Translation Model (Brislin, 1970).

Note: From “An adaptation of Brislin’s translational model for cross-cultural research” by P.S. Jones, J.W. Lee,
L.R. Phillips, X.E. Zhang, & K.B Jaceldo, 2001, Nursing Research, 5, p. 303. Copyright 1970 by Richard W.
Brislin. Reprinted with permission (see Appendix A).

According to Bullinger (1993), there was a considerable lack of defined procedures for
developing international measures and evaluating their cross-cultural equivalence, and most
studies focused on quality of life. Herdman and colleagues (Herdman et al., 1998) authored a
seminal work on cross-cultural equivalence in health-related quality of life (HRQoL), which
contributed significantly to the standardization of the translation process. In this work, the
authors propose an approach to cross-cultural equivalence from an “absolutist” perspective
versus a “universalist” perspective. They suggest that taking an absolutist approach makes
the initial assumption that “there will be nil or negligible change in the content and
organization of concepts such as HRQoL across cultures and that careful attention to
linguistic elements will make a questionnaire developed for use in one culture acceptable for
use in another culture.” The authors argued that, for this to be accepted, a strong theoretical
and empirical foundation is required, and that this was not available at the time of the study

An alternative perspective to cross-cultural research is presented, in the form of the
“universalist” approach (Herdman et al., 1998). This approach does not make prior

assumptions of equivalence, but implies the need to establish that a particular construct exists
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in the two cultures and the degree to which similarities in translation can be identified.

In 2001, Jones and colleagues adapted and extended Brislin’s translation model, (see
Figure 5), in part because the authors believed that, while efficient, the process was not
always effective, particularly in languages with multiple dialects. In this adapted model, the
authors recommend that two or more translators be used from the different regions that
independently but simultaneously develop target versions for back-translations. Group
discussions between all translators then follow until a consensus is reached regarding the most
accurate and easily understood terms. This approach certainly deserves consideration when
conducting surveys in different countries or ethnic regions; however, it may be problematic in
resource-poor countries, in that it will add cost and require additional resources. It may also
be difficult to identify translators with the required level of linguistic skills.

There are many variations of the translation process. Beaton et al. (2000) suggest a
six-stage process of translation: Synthesis, back-translation, expert committee review,
pretesting, submission, and appraisal. The translation model proposed by Doward and
colleagues (Doward, McKenna, Meads, Twiss, et al., 2007) incorporates a dual-panel
approach in their translation and validation of non-English versions of the Ankylosing
Spondylitis Quality of Life (ASQOL) questionnaire. This model involves having two
panels, a bilingual and a lay panel, in each target country. The bilingual panels produced an
initial translation for consideration by the lay panel. The lay panel comprises individuals of
average or lower educational levels who critique the draft translation to ensure that the
content is expressed in clear everyday language. The model focuses on the readability of the
ASQOL questionnaire, and may be useful when extending cross-cultural research in future

studies in palliative care.
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SL = source language; TL, = first translation;

Figure 5. Adaptation of Brislin’s Translation Model (Jones et al., 2001).

Note: From “An adaptation of Brislin’s translational model for cross-cultural research” by P.S. Jones, J.W. Lee,
L.R. Phillips, X.E. Zhang, & K.B Jaceldo, 2001, Nursing Research, 5, p. 303. Copyright 2001 by Wolters
Kluwer Health. Reprinted with permission (see Appendix B).

In Jones’ translation model, there are two forward translations by independent
translators whose primary language is the one into which the questionnaire is being translated
(target language). There is then a reconciliation of the two forward translations followed by
two backward translations, ideally by people whose primary language is English. According
to Jones, potentially the most important part of the whole process is the testing of the
instrument on patients (cognitive debriefing).

The purpose of this debriefing, or pretesting, is to ensure that the words and phrases
selected in the translation process will be easily and accurately understood by participants and
that cultural equivalence has been established. It is essential to use the words that participants
themselves use to describe their symptoms and needs, not the more scientific terms used by
clinicians or in other cultures. An example of this problem can be illustrated by the inclusion
of the term “family doctor” in one of the items in the new PCNA-EAV instrument. According
to a clinical psychologist colleague at KAMC-Riyadh, there is no direct translation of the term
in Arabic. Family doctors are not an integral part of the NGHA system. Instead, it was

suggested that the Arabic term of “Family Practice Doctor” was used in the translation. This
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would be understood by respondents and would be the cultural equivalent.

Ideally, every new cultural adaptation should undergo a complete measurement
property validation, if time and resources permit. If insufficient resources and expertise are
dedicated to correctly translate and adapt survey instruments, the cultural and conceptual
equivalence often is inadequate and study findings are unreliable. However, there is now good
evidence that if the cultural adaptation is done to a high standard, the resulting questionnaire
will have measurement properties very similar to those of the original.

In their language translation guidelines, the U.S. Census Bureau summarizes the
objectives of their process: “Census Bureau data collection instruments that are translated
form a source language into a target language should be reliable, complete, accurate and
culturally competent,” (U.S. Census Bureau, 2010).

The participation of bi-lingual, non-health care professionals in the back-translation
and verification process will ensure that the questionnaire can be easily understood by
patients. The McGill Quality of Life (MQOL) questionnaire has been translated into several
languages. As it was being developed and translated into Chinese for use in Hong Kong,
several items were modified to ensure cultural appropriateness and easy comprehension by

the participants (Lo, Woo, Zhoc, Li, Yeo, Johnson, & Mak, Y., 2001).

Assumptions
The foundation of this study is based on the assumption that the perceived health care
and support needs of patients with advanced cancer are mediated by a number of predictor or
moderating factors.
The following assumptions were made in the design of this study:

1. The study participants did not misrepresent their true level of need when self-reporting on the
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rating scales.
2. The study participants accurately represented the population of patients with cancer at

KAMC-Riyadh.

Limitations

The limitations inherent in this study, due to study design are:

1. This study of the needs of cancer patients was conducted using a cross-sectional
design. The research therefore demonstrates only if an association between variables is
present. No causal relationships can be assumed from the results.

2. Respondents voluntarily consented to participate in this study, and results may not be
truly representatives of those who did not participate.

3. Patients who were too physically or mentally fragile were excluded from the study,
which may result in an underestimation of problems experienced by patients with
advanced cancer.

4. The study relies on respondents’ self-report of their perceptions of need, potentially
introducing social desirability bias.

5. The PCNA-EAYV was validated only for patients with advanced cancer in the
department of oncology at KAMC-Riyadh and may not be generalizable to other

cancer patients.
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Research Questions

The research questions for this study are as follows:

RQI: Does the PCNA-EAV demonstrate reliability as an instrument to measure the health
care and support needs of patients with advanced cancer?

RQ2: Does the PCNA-EAV demonstrate validity as an instrument to measure the health care
and support needs of patients with advanced cancer?

RQ.3: What is the association between health care and support needs and patient

characteristics?

Specific Aims and Hypotheses
The following specific aims and primary hypotheses have been formulated for this

study:

Specific Aim |

To demonstrate the reliability of the PCNA-EAV instrument, in assessing the health
care and support needs of patients with advanced cancer.
Hi:  The PCNA-EAYV instrument demonstrates reliability, as a measure for assessing the

health care and support needs of adult patients with advanced cancer.

Specific Aim 11

To demonstrate the extent to which the PCNA-EAV instrument measures the health
care and support needs of patients with advanced cancer by assessing its psychometric
validity.
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H,:  The PCNA-EAV measure demonstrates validity, as measure for assessment of the

health care and support needs of adult patients with advanced cancer.

Specific Aim 1ll
To identify associations between the demographic characteristics and reported levels

of health care and support needs in patients with advanced cancer.

Hs.:  Males will report proportionately lower levels of psychological needs than
females.

Hsp:  Older patients (=> 50 years) will report proportionately higher levels of physical needs
than younger patients (18 — 49 years).

Hs.:  Patients who live in the city of Riyadh will report proportionately lower levels of
physical needs than those who do not live in Riyadh.

Hsg:  Patients with an ECOG score =<1 will report proportionately more physical needs

than those patients with and ECOG score>1.

Summary

A review of the literature supports the premise that relationships exist between
demographic and clinical characteristics, and the health care and support needs experienced
by patients with advanced disease. patients’ perceived levels of need influence feelings of
well-being and quality of life. It has also been demonstrated that social and cultural factors
influence the experiences, perceptions, and coping abilities of patients with advanced disease.

While assessment tools have been developed and validated to measure the health care
and support needs of patients with advanced cancer, no instrument has been specifically

designed to measure these needs in the context of an Islamic, Arabic-speaking society. This
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study is unique and original, in that a new instrument has been designed, translated, and
psychometrically validated specifically for use with this population. The study combines
qualitative and quantitative methods, and an iterative process of translation and back-

translation, to develop items and the overall content, format of the instrument.
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CHAPTER 3
METHODOLOGY
Introduction
Chapter three discusses the central paradigm for the research, and design and
methodology of the study. The first section comprises a description of the study design and a
discussion of the design options available. The second section describes the study
methodology, including the population of interest, inclusion and exclusion criteria, study
setting, data collection method, and data analysis. In the third section, the four phases of
instrument development and validation are described (Figure 6). These phases comprise scale
development; initial scale validation; research coordinator training, IRB submission, and
pretest; and data collection and analysis. The final section of the chapter is a summary of
issues described and discussed.
The discussion of study design and methodology provides a framework for the
development and implementation of the project data collection and analysis processes and

provides justification for the methods used.

Central Paradigm
The central paradigm applied to this study is the belief that the optimal means of
understanding a phenomenon is to view it in a contextual perspective (Trochim, 2001).
Participants’ reality is subjective, according to their experience and the meanings they
attached to the phenomenon of interest, i.e., their health care and support needs (Kraus, 2005).

According to Kraus, meaning lies in cognition, not in external elements. The ontological
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assumption guiding this research, is the view that the phenomenon being measured, i.e., the
perception of need, is essentially subjective, with individuals having their own thoughts and
experiences, and assigning unique meaning and interpretation to these experiences. Under this
assumption, perceptions of health care and support needs are different between individual
subjects, based on the individual’s life experiences and socio-cultural influences. This study

will assess these perceptions of needs, using a new and unique measure.

Study Design

This survey is a cross-sectional, mixed-methods design, combining qualitative and
quantitative methodology. It utilizes in-depth expert panel interviews, and expert panel
discussions to provide the qualitative data, and cross-sectional data obtained from patient
interview. The interviews are conducted in 3 stages, pretest, pilot and retest, using the
interviewer-administered PCNA-EAYV instrument to collect the data.

The strategy of combining qualitative and quantitative methods enables a more
rigorous approach to instrument validation. "The design of a data collection instrument is to
yield reliable, valid and sensitive, unbiased, and complete data™ (Collins, 2003). The
development of these two complementary research methods in the study design increases the
likelihood of producing better results in terms of quality and scope. Qualitative data help to
shape instrument development and achieve a more accurate measure.

Several designs were considered for this study. The one-time cross-sectional design
was chosen over time-series, longitudinal, and other designs, specifically because of the
characteristics of the patient population being investigated. The target population has a
diagnosis of advanced cancer, and thus prognosis and survival over time is, by the very nature

of the disease, known to be limited, on average, to weeks or months, rather than years. Time
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series or longitudinal design would thus potentially result in an increased non-response and
drop-out rate. The cross-sectional survey will give a point in time measure of need; however,
respondents’ time since diagnosis will range from days to months, enabling comparison of

needs over time.

Existing Instruments

A review of the literature was conducted to identify existing needs assessment
instruments. Once identified, these were assessed for appropriateness as a measure of need for
this study (Table 3). The instruments were also reviewed for specific items which could be
included in the development of a new instrument. Studies in related fields, such as quality of
life and satisfaction with care (Mowen, 1993), also provided useful information on possible
options for study methodology.

Much work has been done to develop measures to assess the needs of patients with
advanced cancer. However, the majority of these measures have been designed as clinical
screening tools (Piggott et al., 2008; Emanuel, E. Alpert, & Emanuel, 2001,) or for a specific
setting of care (Mor et al., 1992), (see Table 3). The primary limitation to the use of existing
scales for this study is that they are tailored to measure needs in western societies and do not
include the cultural or religious components required for use in Islamic societies; the wording
of some items may have no cultural equivalence, and may be offensive or inappropriate in

Saudi society.

74



Table 3

Primary Sources for Study Design

Author/Year Title Focus Study Design

Rainbird The Needs Assessment Design and methodology  Patients with advanced cancer in

(2005) for Advanced Cancer of a population-based multisite outpatient settings.
Patients (NA-ACP): A needs assessment (N=246). Cross-sectional self-
measure of the perceived  instrument for use with administered structured 132-item
needs of patients with cancer patients. questionnaire. Reliability assessed
advanced, incurable by internal consistency and test-
cancer. A study of retest reliability. Construct
validity, reliability and validity assessed by Principal
acceptability. Components Analysis.

Emanuel, etal.  Concise screening Design and methodology ~ Generic, cross-sectional,

(2001) questions for clinical of a clinical needs interviewer-administered
assessments of terminal screening tool. structured questionnaire. Patients
care: The Needs near the at home (N=988). Reliability
End-of-Life Screening assessed by internal consistency
Tool (NEST). and test-retest reliability.

Construct validity assessed by
Principal Components Analysis.

Tamborini, et Assessment of Design and methodology ~ Hospitalized patients (N=392).

al. (2000) hospitalized cancer used in development of a  Interviewer-administered, cross-
patients’ needs by the 17-item, semi-structured, sectional survey of sub-samples to
Needs Evaluation clinical screening tool. determine content analysis;
Questionnaire (NEQ). reliability; construct validity.
Evaluation of an Design and methodology  Outpatients (N=1354) Self-

Boneviski, et instrument to assess the  used in development of reported cross-sectional survey.

al. (2000) needs of patients with the Supportive Care
cancer. Needs Survey, a 52-item,

semi-structured,

interviewer-administered

instrument.
Mor, et al. The changing needs of Administration of two Outpatients (N=629). Interviewer-
(1992) patients with cancer at modified scales: the administered longitudinal survey;

home.

Index of Activities of
Daily Living and the
Scale for Instrumental
Activities of Daily
Living.

baseline, three and six months
post-baseline.
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Table 3 (Continued)

Primary Sources for Study Design

Author/Year Title Focus Study Design
Coyle, et al. Development and Design, methodology and  Inpatients and outpatients
(1996) validation of a patient validation of a scale for (N=36). A cross-sectional,

Sanson-Fisher,
et al. (2000)

Cossich, et al.
(2004)

Ferris, et al.
(2002)

needs assessment tool
(PNAT) for oncology
clinicians.

The unmet supportive
care needs of patients
with cancer.

Validation of the Cancer
Needs Questionnaire
(CNQ) short-form
version in an ambulatory
cancer setting

A model to guide
hospice palliative care.

clinical screening of
cancer patients.

Administration of a
modified version of an
existing instrument, the
Supportive Care Needs
Survey, to identify
prevalence of unmet
needs in the population.

Validation of an existing
population-based
assessment tool use with
cancer patients.

Includes a conceptual
framework, “The Square
of Care” for steps to use
in the process of
providing palliative care.
Developed for the
Canadian Hospice
Palliative Care
Association

interviewer-rated measure for
adult patients with varied
cancer diagnoses. Domains:
physical and psychological
and social functioning.
Reliability assessed by inter-
rater reliability and intra-class
correlations. Validity was
assessed by Spearman rank
order correlations.

A multisite cross-sectional
survey of inpatients and
outpatients (N=1354)
undergoing treatment for
various cancer diagnoses.
Domains comprised: physical
and daily living;
psychological; health system
and information; patient care
and support; and sexuality.

Cross-sectional survey of
ambulatory cancer patients

(N = 450)

Domains: Psychological,
health information, physical
and daily living, patient care
and support, and interpersonal
communication needs.
Reliability assessed by
Cronbach’s alpha. Validity
assessed by convergent and
contrasting groups construct
validity.

Includes: domains of care,
definitions of terms,
foundational concepts, values,
guiding principles, and
development and function of
hospice palliative care
organizations.
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Institutional Review Board (IRB) Approval
Approval to conduct this study was obtained from the institutional review board (IRB)
at the University of Alabama at Birmingham (see Appendix C), and from the Saudi Arabian
National Guard Health Affairs IRB (see Appendix D), prior to implementation. In addition,
written permission was also obtained from the Executive Director, Medical Services, NGHA

Central Region, as per NGHA policy.

Population of Interest

Target Population

The study population is a critical component of any cross-cultural empirical research
and is specified early in the study in order to generate research questions and hypotheses. A
concise definition of the reference or target population and clear description of the population
sampling method used is essential to produce the population estimates required. The use of a
single homogenous target population in this study controlled for any extraneous variation.

The target population for this study comprises patients with a diagnosis of advanced
cancer, in the care of a consultant physician (Most Responsible Physician, or MRP) in the

Department of Oncology at KAMC-R, during the study time frame.

Inclusion criteria
Patients must have met all of the following inclusion criteria to be eligible for
participation in the study:
= Saudi citizen
= Aged 18 years and over

=  Male or female
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Histologically and/or clinically confirmed diagnosis of advanced cancer (solid tumor
or lymphoma)

Aware of diagnosis and expected prognosis (informed and documented by MRP)
Cognitively and physically able to participate in the study

A life expectancy estimated by their physician to be less than one year

Exclusion Criteria

Patients who met any of the following exclusion criteria were ineligible to participate in

the study:

Receiving curative therapy.

Admitted to an intensive care unit.

Receiving treatment from another institution.

Have diminished cognitive capacity; for example, are receiving opioid medications
which have dulled their cognitive reasoning ability, or who are confused secondary to
their disease process or any other extrinsic factors.

Have diminished physical capacity, e.g. severe pain, shortness of breath, lethargy,

resulting in difficulty or distress when attempting to respond to questions.

Sample Size

The sample size for the pilot study was limited to N = 50. The primary justifications

for this cut-off point were the number of patients available in the target population, the limited

resources available, and time constraints. An average of 1,100 new patients per year, are seen

in the department of oncology at KAMC-R. Approximately 40% of these are patients with

cancer diagnoses which do not meet the inclusion criteria of the study, i.e. do not have a
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diagnosis of solid tumor or lymphoma, Therefore, the remaining 660 patients per year may be
eligible for the study (averaging 55 patients a month), if they are Saudi, aged 18 years and or
above, and have advanced disease. The percentage of patients with advanced disease at time
of presentation is estimated to be 60-70% (exact figures are not available); thus of the 55, only
an estimated 33 patients may be eligible. Of these, some may not know their diagnoses; some
may refuse to participate, or be screened out as physically or psychologically compromised. It
was estimated, therefore, that enroliment of 50 patients into the pilot study, may take from

two to three months, the maximum time available, if study deadlines were to be met.

Study Setting

The setting for the study was a single site, tertiary care facility in Riyadh, the capital
city of Saudi Arabia. Interviews were conducted in the patient’s room in the inpatient setting,
or in an examination room or nursing office in the clinic setting. Most of the inpatient rooms
were single occupancy and every effort was taken to ensure privacy and patient comfort.

George (2001) recommends that end-of-life studies include patients from multiple
sites and use carefully developed inclusion and exclusion criteria. For this study, however, the
survey was limited to a single site, the King Abdulaziz Medical City - Riyadh hospital, due to

limited time and resources.

Risks
The potential risks to the participants were minimal; some patients may have become
fatigued, due to the length of the questionnaire, or emotionally distressed because of the
questionnaire content. Potential risks were eliminated, or significantly reduced, by screening

all referrals. Risks were minimized by advising the patient they may withdraw at any time,
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and also by allowing for short breaks during the interview. If the participant verbalized
discomfort, or showed physical signs of distress, the interview would be sensitively halted to
avoid causing any unnecessary anxiety. The participants were offered the choice of taking a
short break, re-scheduling the interview, or withdrawing from the study. Criteria used for
withdrawal from the study were: verbalization distress or requesting to stop the interview,
crying, inability or refusal to answer multiple (>5 questions) in < 15 minutes or repeatedly
asking for questions to be explained (>5 questions in 15 minutes). Interviewers were
instructed to take note of any individual questions, or series of questions, which the

participants found particularly distressing or difficult.

Benefits
There was no direct benefit to those patients participating in the study. However, in
the Islamic faith, those who contribute to the health and welfare of others receive rewards in
heaven. This belief was voiced by many who participated, when the risks and benefits of

participation were explained at time of consenting.

Confidentiality
Each participant was assigned a study identification number (ID). The ID was linked
to the patient’s medical record number (MRN) in the screening and enrollment logs. The logs,
containing patient identifiers, are saved on a computer disc, which, together with any
hardcopies of the logs, were stored in a secure, locked storage space in the department of
oncology. Data from the study were stored on a secure, password restricted computer and
backed up on a computer disc, which was stored in a separate secure storage area from the

screening/enrollment logs. Only the research team had access to this information.
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Prior to enrolling, the participants were informed by the Research Coordinators that
they would be interviewed in private, to ensure confidentiality. The aim was to provide an
environment where they were not influenced by the presence of family members when

formulating their responses.

Data Collection Methods

The purpose of collecting data from this population is to systematically identify the
needs of patients, as reported by patients themselves. Data collected through administration of
the newly developed instrument, the PCNA-EAV, is then analyzed to determine the reliability
and validity of the measure and to determine the frequency and level of self-reported needs in
the various domains included.

Several alternate methods were considered for data collection (Table 4), when the
PCNA-EAYV instrument was being developed (Streiner and Norman, 2008; Colorado State
University, 2009). Once the decision had been taken that a structured questionnaire would be
the appropriate data collection method, the choice of an interviewer-administered over a self-
administered instrument was relatively simple. A self-administered questionnaire was
discounted as an appropriate measure, due to the relatively high illiteracy rate of this
population and the potential to introduce response bias if family members completed the

questionnaire.
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Table 4

Data Collection Methodology: Advantages and Disadvantages

Method

Advantage

Disadvantage

Interviewer-administered
questionnaire

Cross-sectional time
series

Longitudinal

Focus groups

Telephone Interviews

Interviewer has greatest
control; provides opportunity
for observation, establishing
rapport, and additional probing;
interviewer control over
interview environment

Captures changes over time;
enrolls different subjects each
time, i.e. T, T1, T2, T3. Gives
larger sample size, thus
increasing chance of detecting
differences where differences
exist

Captures changes over time:
tests same subjects at T1, T2,
T3, T4

Provides unique insight into the
thought processes of
participants and social and
cultural aspects of health care
and support needs;
expectations; attitudes; belief
priorities placed upon each
domain; aid in identifying
culturally sensitive issues.
Identifies any sensitive issues
which may need to eliminated
from instrument

More expensive; requires competent,
trained personnel acceptable to both male
and female respondents; required pre-
arranged interview time; greatest
likelihood of interviewer bias

Target population has a diagnosis of
advanced cancer and thus their prognosis
and survival over time is considered to be
< 6 months; repeated interviews may
impose an unacceptable burden on fragile
participants; potential for high drop-out
and non-response rate; participants
geographically dispersed, therefore not
easy to administer on scheduled basis;
expensive

Has lower response rate, drop-out and
withdrawal rates through death and
increased fragility

Social practices, i.e. many patients,
especially females, not accustomed to
participating in group activities with
persons outside their family/social circle;
no trained Arabic speaker available to
conduct the groups; requires competent,
well-trained personnel; requires quiet,
private space to conduct focus group — not
available for this study.

Telephone system not reliable throughout
Kingdom. Some elderly or fragile patients
may not be able to hear or speak
sufficiently well to be interviewed
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Table 4 (Continued)

Data collection methodology: Advantages and disadvantages for this study

Method Advantage Disadvantage
Mail/Self-administered Relatively low response rates
survey NGHA relatively high population illiteracy

rate; KSA relatively unreliable postal
service; questionnaire may be completed
by someone other than patient, introducing
response bias, as there are significant
differences in perceived levels of need
between those reported by patients
themselves and those reported by family
members; not possible to give assistance,
e.g. prompts or explanations, if required

Internet survey Easy to administer; relatively
inexpensive; can be completed  Relatively high population illiteracy rate;
at respondents’ convenience; potential for someone other than
reliable data entry respondent to complete survey; inequitable

geographical access to Internet; unreliable
Internet service

It has been shown that there are differences between patient self-reporting and that
reported by family members and providers. A review of proxy measures used in studies of
older adults, indicated there was evidence to support the use of proxy respondents in some
domains, e.g., physical functioning, cognitive status, while more modest, or negative ratings,
in others (Neumann, Akeri, & Guttermann, 2000).

The decision was taken to limit the scope of data collection to face-to-face interviews
of the respondents, as the focus of the study is to elicit information from the patients’
perspective, i.e., to measure “felt” needs, as described by Bradshaw (1972), rather than
normative needs, as perceived by experts. In addition, some clinical and demographic data
were obtained from the department of oncology database, CanReg 4 (International
Association of Cancer Registries, 2010), especially data for non-respondents, to compare
differences between the two groups.
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Instrument Development Phases
The instrument was developed in four phases, as shown in Figure 6.
Phase I: Scale Development
This phase involved identifying domains of interest, selecting dependent and
independent variables, and generation of items necessary to measure the health care needs and
support care needs constructs, and operationalization of measures (Streiner & Norman, 2008:

Aday & Cornelius, 2006).

Phase I1: Instrument Translation

In Phase Il the instrument was translated, back-translated and modified, as necessary.
The proposal was then submitted to the Institutional Review Boards (IRBs) at the University
of Alabama at Birmingham and at King Abdullah International Medical Research Center
(KAIMRC) for expedited approval. Approval was granted in October 2009, by UAB IRB, and

in November 2009, by KAMC-Riyadh IRB.

Phase I11: Scale Validation

This phase included research coordinator education about the study, and training in
instrument administration. This phase also included assessment of the reliability and validity
of the instrument through expert panel review and administration of the pretest. Data analysis
included descriptive statistics, reliability and validity estimates, as described in the study
methodology. The instrument was then modified to reflect the findings of the pretest. The

modified instrument was then submitted to the UAB and SANGHA IRBs for approval.
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Figure 6. Phases of PCNA-EAV instrument development.

85



Phase IV: Pilot Implementation and Data Analysis
The pilot instrument was administered in phase 1V, and the resulting data analyzed.

The retest was then administered and data analysis completed and results interpreted.

Instrument Design

Domains

Domains for inclusion in the measure were identified through a review of existing
needs assessment tools (English language only) and a review of the literature
pertaining to patient needs, quality of life, and patient satisfaction. The eight domains
identified for inclusion in this measure comprise: physical, psychological, social, financial,
information/communication, religious/spiritual, and preference for setting of care. Additional
items are included to measure the value, or importance attached to the reported needs; co-

morbidities; the burden of participating in the interview; and demographic items.

Item Generation

The development of items for the pretest PCNA-EAV instrument (see Appendix G)
was centered on the understanding that a survey item must be shown to be statistically reliable
and valid and should demonstrate both content-level and item-level validity. It was also
imperative that the final version of the instrument (see Appendix J) demonstrate cultural
equivalency for word content and phrasing, between the English and Arabic versions.

Items were generated for this instrument by a variety of methods, including: a)
previous knowledge and experience of the investigator, gained during 14 years as a home

health and palliative care clinician and administrator in Saudi Arabia; b) literature searches
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(English language only), using primarily PubMed, MEDLINE, JSTOR, and PsychINFO
databases and the Google search engine; c) review of a range of existing instruments,
including generic clinical and population-based instruments measuring patient needs and
quality of life, palliative care survey instruments, and disease-specific instruments addressing
outcomes and effectiveness of cancer care; and d) opinions of experts in palliative care,

oncology and psycho-oncology in Saudi Arabia, and the U.K. and U.S.

Operationalization of Measures

The variables which make up the population characteristics are categorized according
to the conceptual model of need: independent variables; moderating variables, comprising
demographic and clinical variables; and two outcome variables: health care needs and support
needs (see Table 6).The age categories used in this analysis are based upon those defined in
the CanReg data registry software used by in the Department of Oncology, as are educational
level, and household income.

For the gender variable, males are categorized as “1” and females “2”. Age and gender
were obtained from the referral form, as was diagnosis. Clinical variables were
operationalized with five measures: diagnosis, time since diagnosis, treatments received,
number of co- morbidities, and number of hospitalizations in last 6 months. The need for
ethnic origin, race, or religious preference was obviated by the fact that there is no racial
distinction per se within Saudi society, although there is a large proportion of Saudis of

African and of central Asian descent. All Saudis are of the Moslem faith.

87



Table 5

Operationalization of Measures

Construct Variable Operational Definition
Physical — Symptoms Deficit in effective management of physical disease
or treatment-related symptoms (11 items)
Physical — Activities of Daily Living  Functional/mobility deficit related to everyday
activities, e.g. bathing, dressing, praying (7 items)
Physical — Instrumental Activities of  Functional deficit related to managing daily life
Daily Living activities, e.g. shopping, transportation, taking
medications, childcare (5 items)
Psychological — Self-Efficacy Compromised self-belief (confidence) in own
capabilities, interfering with coping skills (5 items)
Health Psychological — Anxiety/Depression  Mental/emotional issues preventing acceptable
Care and quality of life (5 items)
ilézzgrt Psychological - Cognitive Difficulties understanding, remembering,

Social — Relationships

Information — Health Care

Information — Sources
Communication
Religious/Spiritual

Needs priority (Importance assigned)
Finance

Preference for setting of care

concentrating, problem-solving(5 items)

Problems with relationships with spouse, family,
friends (7 items)

Deficits in levels of disease- and treatment-related

information required from health care staff (7 items)
Degree of helpfulness of various sources of

information, e.g. physicians, nurses, media (6 items)
Style, clarity, personalization and language of
communication of information (8 items)

Religious beliefs, attitudes, experiences, related to
illness (10 items)

Importance assigned to need for assistance to resolve

unmet need (8 items)
Impact illness has had on financial status (3 items)

Place where respondent prefers to be when can no
longer take care of self (4 items)

(continued)
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Table 5 (continued)

Operationalization of measures

Construct

Variable

Operational Definition

Demographic
Characteristics

Clinical
Characteristics

Burden

Location of Residence

Location when receiving
treatment
Current marital status

Number of wives

Number of other wives husband
has
Number of children

Number of children living with
respondent

Number of these teenagers or
older

Number of female relatives who
can help respondent while ill
Number of maids at home

Number of drivers
Highest level of education

Current employment status

Average monthly household
income

Number of other illnesses ever
received treatment
(comorbidities)

If other, name illness

Number of times hospitalized for
illness other than cancer

Number of these hospitalizations
<6 months ago

Types of treatment received for
cancer (not mutually exclusive)
Ever received tribal or
traditional remedies

Which remedies

Level of difficulty answering
questions

Were the instructions easy to
understand?

Any other issues which should
be included in the questionnaire
If yes, which issues

Willing to take the same survey
again in two weeks time?

Name of town
Name of town

Married, widowed, divorced, separated, never
married

1-4

1-3

None, 1-3, 4-6, 7-9, 10-12, >12
None, 1-3, 4-6, 7-9, 10-12, >12

None, 1-3, 4-6, 7-9, 10-12, >12
None. 1, 2, >2

None. 1, 2, >2

None. 1, 2, >2

No formal schooling, primary school, elementary
school, high school, college graduate, post-graduate
Self-employed, government employee, private sector,
retired, never worked

<2000 riyals, 2,000 — 4,999, 5,000-10,000, >10,000,
unsure, prefer not to answer

High blood pressure, heart disease, diabetes, kidney
disease, lung disease, other

Open-ended question
None, 1, 2, 3, >3

None, 1, 2, 3, >3

Chemotherapy, radiation therapy, surgery, hormone
therapy, don’t know
Yes/No

Open-ended question

Extremely difficult, somewhat difficult, neither
difficult nor easy, fairly easy, extremely easy
Yes/No

Yes/No

Open-ended question
Yes/No
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Instrument Format
Introductory Statement

When designing the form and content of the introductory statement of the instrument,
careful consideration was given to potential respondents’ previous experience with face-to-
face interviews. A recently completed survey of complementary and alternative medicine
(CAM) used by cancer patients at KAMC-R, used face-to-face interviewing techniques.
Enrollment was closed early in 2010, and data analysis was being conducted, at the time the
PCNA-EAYV study was initiated. The expert panel for the PCNA-EAV study was of the
opinion that none of the target population for this study would have been enrolled in the CAM
study, and, therefore, would have been unlikely to be familiar with participating in face-to-
face interviews. The PCNA-EAV introductory statement was, therefore, longer than
recommended by some researchers (16 to 64 words) (Aday & Cornelius, 2006). This was
justified in order to reinforce the information contained in the consent form, to elicit the best
response, and to put respondents at ease.

The introduction included the name of the facility, the name of the research
coordinator conducting the interview, the purpose of the interview, and the expected length of
time it would take to complete the interview. It also contained a reminder that the respondent
could stop the interview at any time, could ask to take a break, and could withdraw from the

study at any time without affecting the quality of care they would receive in the future.

Item Sequence
When formatting the sequence of items to be used in the pretest version of the
instrument, the items measuring demographic and clinical variables were placed at the end

(Aday & Cornelius, 2006) to ensure as many as possible of the survey items were
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administered. In the event that some participants were unable to complete the interview, due
to fatigue or other discomfort, or in the event of patient withdrawal, it would have been
possible to elicit most of this information at a later time from medical records or other
primary sources, including family members, and would not be restricted, or adversely affect

data analysis.

Response Development
Cognitive Requirements

Early in instrument design, it is important to establish not only the research questions
to be asked, but also the population best able to supply the information being sought. It must
also be considered how this population would be best able to supply the information required.
Assessing the cognitive and reading skills of the target audience and tailoring the instrument
to the level at which they would feel least threatened or anxious are key first steps.

When designing an instrument to evaluate past experiences, the respondent’s ability to
make a rational choice using behavioral and cognitive processes must be assessed. This is
particularly so if there is perceived to be limited time to respond, limited information, or
personal or social constraints on the individual (Simon, 1960; Quintana, J. personal
communication, 15 March, 2006). Herbert Simon, a Nobel prizewinner and professor of
computer science at Carnegie Mellon University, theorized that there are cognitive limits to
knowledge and the capacity to act rationally, i.e., to make rational decisions, especially if
there is imperfect information, or they are unable to compute viable alternatives. He suggested
that, in general, memories are weak and often unreliable, and therefore the process of bounded
rationality is used when formulating responses. The term “satisficing” was coined by Simon

to describe the type of response where, rather than searching for the “best” answer, the
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respondent gives the first alternative response that seems reasonable at the time or seems
“good enough.”

To minimize satisficing in this survey, every effort was made to ensure that item
wording was not ambiguous or double-barreled, and did not include jargon or medical terms

that might not be easily understood.

Recall Time Frame

The time frame for retest varies between studies. When testing the new 36- item short
form (SF-36), in the original Medical Outcomes Study, (Stewart & Ware, 1992) the test retest
were conducted 4 months apart. This extended period could have resulted in a real change in
the measures provided by the instrument, influencing the correlation between responses, as
the respondents’ health status could have potentially altered significantly during this time. In
the evaluation of the 12-item version of the SF-36 (the SF-12) a 2-week period was used for
T1 to T2 to enable a more accurate estimate of reliability (Aday & Cornelius, 2006).

A time frame of 4 weeks was utilized as a cognitively appropriate recall period for this
instrument, to minimize respondent cognitive burden and minimize recall bias (Bowling,
1998; Tourangeau, et al., 2000; Streiner & Norman, 2008). A review of the pretest and
discussion with the research coordinators revealed respondents were observed to have no

problems with this time frame and it was retained in the pilot instrument.

Response Context
The context effects of survey questions can influence each of the stages in responding

to questions; i.e., response to prior questions can influence the response to subsequent
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questions (Aday & Cornelius, 2006). In the field of cognitive psychology, it is theorized that
respondents go through specific stages in cognitive processing when responding to questions,
I.e., comprehension, retrieval, estimation or judgment, and response, and that earlier questions
provide information or standards of comparison for respondents to use when making a
judgment about the appropriate response to a particular item (Aday & Cornelius, 2006;

Streiner & Norman, 2008).

Response Options

Four response option formats were used in the 116-item instrument; rating scales,
multiple choice, dichotomous (yes/no) and open-ended questions. The majority were 5-point
Likert Scales, ranging from “Strongly Agree” to “Strongly Disagree,” or “None of the Time”
to “All of the Time,” both with a neutral mid-point, rather than forcing the respondent into
making a positive or negative choice. For sensitive items; e.g., household income, an option
of “Prefer not to Answer” was added. For scales containing sensitive questions, e.g. "What is
your monthly household income?" the response option of "Prefer not to answer" was included
as a sixth response option. This gave the respondent the choice to avoid sharing personal

information, if that was their preference.

Response Bias

A goal in instrument design and testing methodology is to reduce the potential for
systematic error, or bias, and thus increase the validity of the measure. Bias may be
introduced through a variety of factors, including characteristics of the instrument,
characteristics of the respondent, the context of the interview, and the actual administration of

the instrument (Aday & Cornelius, 2006; Harkness, Villar, & Edwards, 2010; Streiner &
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Norman, 2008). The characteristics of the respondent and the cultural influences on response
style are of particular interest in this study. According to Harkness et al., response styles are
commonly defined as “consistent and stable tendencies in response behavior that are not

explainable in terms of question content or what a given question aims to measure."

Response Styles

Extreme Response Style (ERS) is the tendency of respondents to favor or to avoid
using the endpoints of a rating scale, relatively independently of specific item content (content
irrelevant) and can be a threat to the validity of the research findings (Chun, Campbell, &
Yoo, 1974). ERS differences can result in differences between group means and affect the
level of item inter-correlations within a scale, affecting internal consistency. It can also affect

discriminant validity by altering the median scores of domains and sub-domains.

Transitional Phrases

To introduce a new topic, i.e., a series of questions in a response set, a transitional
phrase was provided (Aday & Cornelius, 2006). This gave the respondent time to cognitively
move from the previous series to the new topic. Each transitional phase contained a general

statement about the types of questions in the next section and why they were being asked.

Item Phrasing

Careful attention was paid to item phrasing to ensure relevant meaning and cultural
equivalence in translation. This minimizes confusion for the respondent and subsequent
response bias. Experience has shown, through clinical practice and interaction with patients

and family members in the National Guard population, that a large number of patients are
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either illiterate or have poor reading and comprehension skills. Although the instrument is
interviewer administered, wording of items was kept to that of the reading and comprehension

skills not beyond those of the average (Saudi) 12-year old (Streiner & Norman, 2008).

Translation
The translation component of this study is based on work by Brislin (1970) and Jones
and colleagues (Jones, Lee, Phillips, Zhang, & Jaceldo, 2001), who developed and extended
translational models for use in cross-cultural research. The translation model (Figure 7) used
in this study, is an adaptation and extension of Brislin’s model and Jones’ adaptation of

Brislin’s model.

Forward Translation

The study instrument was translated from English into Arabic, the target language, by
Abdullah Al Qarni, a master's prepared clinical psychologist in the Department of Oncology
at KAMC-Riyadh. Mr. Al Qarni, a Saudi national with excellent bilingual skills and first-
hand knowledge of the cultural and linguistic nuances and equivalencies, had previous
experience in translating survey documents from English to Arabic, while studying for his
Master’s degree in clinical psychology in Australia (A. Al Qarni, personal communication,

March 10, 2009).
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Figure 7. Adaptation of Jones’ Translation Model

Back Translation

Once the initial translation was complete, the Arabic version of the instrument was
submitted to Dr. Abdullah Al Shimemeri, Dean of Academic Affairs and Post-Graduate
School, KAMC-Riyadh, who graciously agreed to conduct the back-translation. He was asked
to conduct the back-translation, and also to make recommendations for any revisions, and
item inclusions or deletions, based on his knowledge of Saudi culture and of the Holy Quran,
(for religious sensitivities), and on his professional experience, as a physician. The back-
translation (see Appendix E) was blind. i.e., the translator did not see the source version of the
instrument.

It was not possible to identify a second expert with the necessary bilingual skills for
the second back-translation, and who had time to devote to this endeavor, within the required
time frame. Ideally a second, independent back-translation would be conducted for critical

comparison (Brislin, 1970; Jones 2001; Herdman, 1998).
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Group Discussion
Upon completion of the back-translation, the pretest version was then reviewed by the
research team and checked for accuracy, meaning, clarity, equivalency, and cultural

appropriateness for the target. Any minor edits were made at this time.

Expert Panel Review

To validate cross-cultural equivalence, and contribute to establishing face and
content validity, a panel of bilingual experts was invited to review the English language
version of the instrument (see Appendix F). The panel comprised six bilingual Saudi heads
of division in the Department of Oncology at KAMC-R. All but one of the panel were
specialist physicians, board-certified in North America. A self-administered questionnaire
was designed, for completion by each panel member. Each expert was given the
questionnaire (see Appendix G), and copies of the pretest instrument (see Appendix H),
and asked to complete and return the questionnaire to the Principal Investigator, within
seven working days. The instrument was an open-ended questionnaire, designed to elicit
their views and to provide feedback on the content; format; cultural and functional
equivalence of item translation; sequence of items within the scales; and the response
choices for the items. The panel was asked to identify discrepancies indicative of
ambiguous wording within the original survey or other problems oncologist, and a co-
investigator, an experienced palliative care physician. Both versions of the instrument
were revised to reflect the findings of the expert panel review recommendations.

Comments and suggestions were also informally sought from a wide variety of health

care professionals regarding domains and items to be included in the instrument. These
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included local and international colleagues in the fields of medicine, nursing, social services,

clinical psychology and members of the KAMC-R academic community.

Research Coordinators

Research Coordinators (RCs) were selected from KAMC-R Department of Oncology
staff. Selection criteria included the following: fluency in English and Arabic; have worked
with oncology patients for at least one year; have direct patient contact on a daily basis; and
have an active interest in participating in palliative care research.

The RCs were asked to read and review the materials and make notes of any questions
prior to the training session. The 3-hour session was conducted by a lecturer from the
KAIMRC, who had previous experience in training survey administrators. The training
included: didactic sessions and discussions regarding the purpose of the study; background
and theoretical aspects of the survey instrument and the translation process; and a trial
interview, using the Arabic version of the assessment instrument. All coordinators completed
the IRB certification in research involving human subjects.

The training session comprised a group review of the instrument, led by the trainer,
discussing the format, item content and response options and how to respond to questions
from respondents. Emphasis was placed on standardization of the instrument administration
and the importance of avoiding individual RC bias through subjective interaction and
responses.

Each RC was given a set of folders, each containing the survey instrument, two copies
of the consent form, and screening tools. A sequential ID number was assigned to each
respondent by the RC, according to the sequence of the date/time of the first meeting with the

respondent.
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Timeline and Duration

This study was conducted in four phases, as diagrammed in Figure 6. It was
originally anticipated that the study would be completed in less than 12 months and,
therefore, no IRB renewal would be necessary. However, obtaining expedited approval
from SANGHA IRB, including minor instrument modifications, took longer than
expected. Recruiting subjects for the pretest also took considerably longer than planned. In
total, recruitment of 25 subjects took 94 days, from April 12, 2009, to July 14, 2009, as
opposed to the estimated 30 to 60 days. Recruitment of the 50 pilot enrollees took 6
months, from late December 2009, to June 2010. These two significant delays caused
major revisions to be made in the study timeline and to submission of requests for
extensions to both University of Alabama at Birmingham (UAB) and SANGHA IRBs.

These renewals were both received within a two-week time frame.

Sampling and Referral

A purposive sampling technique was utilized to recruit the 25 participants for the
pretest and the 50 participants for the pilot study. Department of Oncology physicians were
informed of the study by: a) Informing department section heads during a monthly section
head meeting; b) presenting an overview of the study at the monthly oncology departmental
meeting; ¢) sending a letter of invitation (see Appendix 1), to each oncology physician, with
the exception of pediatric hematology oncology physicians. Potential candidates were
identified, and a referral form completed and signed by the physician (see Appendix J), who
then notified the RC by telephone. All referrals were seen the same day, or within two
working days of receipt of the referral form.

The purposive sampling strategy of maximum variation is used in this study, as the
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target population is small. This sampling technique will provide sufficient representation of
the population to capture central themes or patterns across participant variations, e.g. age,
gender, residence, and to provide sufficient understanding of the health care needs
experienced by these patients, in this preliminary study.

In order to avoid selection bias, and minimize sampling error, each physician was
requested to refer potential participants consecutively, as they were identified in the inpatient
or clinic setting, until the recruitment goal of 50 participants was achieved. For the re-test, a
subgroup of the test participants who consented to the retest, were retested (T2) between 7

and 28 days after the pilot interview (T1).

Screening Process

The RCs assessed each potential participant, to determine their physical and cognitive
status, for inclusion in the study. Patients were screened using the previously described
inclusion and exclusion criteria, and 2 screening tools, to determine physical and
psychological competencies to participate in the study. The Eastern Cooperative Oncology
Group (ECOG) performance status tool (see Appendix K) is an internationally recognized
instrument in the public domain, designed “to assess how a patient's disease is progressing,
assess how the disease affects the daily living abilities of the patient, and determine
appropriate treatment and prognosis” (Oken et al., 1982).
Scores from 0 — 4 were utilized in screening patients referred to the study. A score of 5
indicated the patient was deceased, and therefore it was excluded from the measure. Studies
have shown that ECOG scores are accurate predictors of treatment outcomes (Christodoulou,
et al., 2007). Functional status is one of several factors playing a role in cancer patient

management, including comorbidity and age-related phenomena, such as altered mental status
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and lower levels of social support (Gebbia, Galetta, & De Marinis, 2005). The 14-item, Mini-
Mental State Exam tool (MMSE) (Hartford Institute for Geriatric Nursing, 1975; Kurlowicz
& Wallace, 1999) to assess five areas of cognitive function (see Appendix L, English version,
and Appendix M, Arabic version).

Recruitment rates were expected to be high, given the sampling technique and the fact
that motivation of individuals to participate to benefit the health of others is an integral part of
the Islamic faith. Conversely response rates and drop-out rates may be higher through death or

decreasing physical or mental capacity, given participants’ diagnosis.

Screen Failures
Candidates were screened for inclusion into Phase I, the pretest using two instruments:

the ECOG instrument, for physical capability, and the MMSE for cognitive ability. The
ECOG tool proved satisfactory; the research coordinators had no difficulty accurately
assessing subjects, using the tool. Conversely, there were multiple problems associated with
the MMSE, which requires basic literacy and numeracy skills and experience holding a
writing instrument. The underlying problem identified in item number 24 of the pretest survey
instrument (highest educational level achieved), was the low literacy levels of the study
population; 25% having no schooling and 25% having had primary school education only.
When examining the effects of literacy on performance on the MMSE, Weiss and
colleagues found that poor reading skills were associated with lower scores on the (Weiss,
Reed, Kligman, & Abyad, 1995). Subsequently, after consultation with the study expert panel,
it was determined that the MMSE would not be used as a screening tool for this study.
Instead, a previously validated tool, the Six-ltem Screener tool (See Appendix N) was utilized

for the cognitive screening of candidates for the pilot study. This tool required no literacy or
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numeracy skills, but focused on memory and recall.

Consenting Process

Eligible participants were given an Arabic language copy of the “Open Letter to Study
Participants and Informed Consent” form (see Appendix O, for the English version, and
Appendix P, for the Arabic version), and were asked to sign the form. All questions were
answered and explanations about the study given by the RC, prior to the participant signing
the consent form. The consenting process was administered by the RC. A family member or
close friend was permitted to be present during the consenting process, and both patient and
those present were given the opportunity to ask any questions, or express any concerns about
the study.

Participants were informed that the purpose of the survey was to help the researchers
to develop a questionnaire, to be used with other patients in the future, to better understand
what their needs are and to provide better services for all patients with cancer. They were also
informed that there would be no direct health benefit to them, as a result of participation, but

that others may benefit in the future.

Participant Compensation

Each patient referred to the study and consented was given 100 Saudi Riyals
(SAR100), approximately 25 U.S. dollars, prior to screening in compensation for time spent
and travel expenses, e.g., money for gas or taxi fare. Each was advised that they were under
no obligation to return the money should they not be enrolled, or did not complete the study
for any reason. One participant refused the compensation, saying it was his duty to participate

to help others.
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The use of the figure of SAR100 was considered to be an appropriate amount to
compensate for time spent or cost of travel. The compensation was paid after written consent
was given and prior to screening. Payment was unconditional, the candidate being informed.
The practice of paying and receiving incentives for participating in research projects is

acceptable in Saudi culture.

Data Entry

Data were entered by the Pl in a Microsoft Office Excel spreadsheet (Version 7), as
soon as possible after the interview was completed, usually within one week. Data were
cleaned and missing data identified prior to analysis. All hard and soft copies were stored

according to the study protocol, to preserve confidentiality of respondent data.

Statistical Analysis

When developing scales for a new instrument, items identified as potential measures
of the construct may be pooled and principal components analysis conducted, to divide the
items into separate factors (or scales) (Rainbird et al., 2005; Piggott, 2009; Emanuel et al.,
2001). In contrast, items for the PCNA-EAV measure were allocated to pre-determined
domain scales and sub-scales identified from previous studies, personal experience and expert
opinion; thus factor analysis was not required. In addition, the number of subjects to be
enrolled in the study was small (N = 50), and not considered large enough to conduct a
reliable factor analysis. A generally accepted ratio of observations to items is 10:1 (Aday &

Cornelius, 2006).
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Cooperation Rate

Cooperation rates, rather than response rates, are used in this study (H.R. Foushee,
personal communication, 16 October, 2010), to ensure that the results of the sample survey
are representative of the population (Streiner & Norman, 2007; Aday & Cornelius, 2006). The
method used for calculating cooperation rates in this study, is described in the Standard
Definitions Final Dispositions of Case Codes and Outcome Rates for Surveys, published
online, by the American Association for Public Opinion Research (2008). The minimum
cooperation rate, (COOP1), used in each of the three phases of this study, is calculated using
the “number of completed interviews (numerator), divided by the number of interviews
(complete plus partial), plus the number of non-interviews that involve the identification of
and contact with an eligible respondent (refusal and break-off, plus other” (p.36).

For this study, the following criteria apply:

e Patients referred to the study, were considered potential candidates, by the referring
physician. The physicians did not screen the patient for inclusion/exclusion, except for
nationality, age, and diagnosis.

e The RCs reviewed the referral form, discussed the referral with the physician, and
checked that the patient met the inclusion/exclusion criteria.

e If the RC s were not able to meet the patient, for any reason, (i.e., patient was
discharged before being seen by the RC), the patient could not be classified as eligible.

e The RCs screened the patients, using the ECOG functional screening tool, and the Six-
item screening tool, for psychological capability.

e The patient was enrolled in the study when the inclusion/exclusion criteria were met,

and the patient had signed the consent form.
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Cooperation Rate Equation

I
COOP1 =

(I1+P)+R+0

Non-Response Rates

Non-response bias occurs when a) the survey fails to obtain information from a
sizeable number of sample members, and b) missing item responses have influenced
conclusions about the variables of interest, either because participants refuse, or lack the
ability to respond, or are not available to respond (Yu & Cooper, 1983; Statistics Canada,
2003). Non-response may lead to an increase in variance of observations, as a result of a
reduction in the actual sample size. It is expected that unit non-response rates will be
minimized, using the purposive sampling technique (Patton, 1990) (pp. 169-186).

Questionnaire design, including the length of the questionnaire, follow-up contacts
and offering incentives or compensation, is shown to increase item response rates (Streiner &
Norman, 2008; Aday & Cornelius, 2006). The PCNA-EAV has been designed to include
those scales measuring the major domains of need (10 domains, 116 items), for this study
population, whilst aiming to keep the burden of response and item non-responses to a

minimum.

Reliability
Instrument reliability may be measured in a number of ways, including internal
consistency; inter-rater reliability; test-retest reliability; split-half reliability; corrected item-
total correlation; and parallel-forms reliability (Aday & Cornelius, 2006; Tabachnick &
Fidell, 2007; Trochim, 2001). For the purpose of this study, internal consistency and test-
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retest reliability were considered appropriate and sufficient for assessment of scale and

instrument reliability.

Internal Consistency

Internal consistency of the domains was assessed using Cronbach’s coefficient alpha
(Cronbach, 1951) with a cut-off level of 0.7. The literature indicates that this cut-off value is
appropriate for the social sciences and where group level differences are being examined

(Aday & Cornelius, 2007).

Test - Retest

The test-retest reliability coefficient was assessed using Pearson correlation
coefficient, giving an estimate of the error of measurement likely to occur due to chance
(Aday & Cornelius, 2006; Tabachnick & Fidell, 2007). Correlations between item responses
on the first and second administrations were analyzed for stability of responses over time.
Test-retest correlations of r =.70 were determined to be reliable.

Item scores were summed within each domain (summated score), and each summated
score was subjected to two analyses: correlation analysis, one of the most frequently used
reliability calculations, and the signed rank test. This non-parametric test was utilized in place
of a t-test, as normal distribution of scores could not be assumed. Individual item scores have
the potential for more measurement error; this is minimized when individual item scores are
summed. In addition, individual item scores neither can cover the broad spectrum of
responses, nor discriminate among all levels of an attribute as much as summed scores (S.

Musaad, personal communication, August 3, 2010).
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Validity

Face and content validity

An eight-member panel, comprising seven medical oncologists, hematologists and
palliative care consultants, and the data manager in the department of oncology were
approached to participate in reviewing the English and Arabic language versions of pretest
instrument. Of specific interest were items which the panel considered to be culturally
inappropriate, or of a sensitive nature, and which might be offensive, if used in this particular
measure. They were also asked to recommend additional items or deletions of items which
they considered not useful in measuring the construct of interest and to recommend changes

in translation of words or phrases.

Survey Implementation
The pretest, pilot, and retest were administered, according to the study protocol,
following the methodology described in this chapter. Issues encountered during the three

survey administrations are discussed in chapter five.

Summary
To ensure accuracy of the PCNA-EAV, as a measure of health care and support needs,
attention was paid to the translation process and methodology described in previous studies.
There are inconsistencies regarding optimal methods, and number of steps to be taken in the
translation process, to ensure accurate translation, adaptation, and cultural equivalency of new
or existing instrument. (Brislin, 1970; Harkness, et al., 2003; Jones, et al., 2001). The model
developed for this study extended previous models, and followed recommended guidelines in

the translation process. Some of the translation recommendations were omitted, due to time
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and resource limitations, and available expertise, in order to execute the necessary steps in a
consistent and reliable manner.

The methodology employed in the process of developing the new instrument and
implementing the survey, was grounded in the holistic approach to patient need, to include
population-specific, socio-economic and religious/spiritual domains, and on prior work by
colleagues in the field of palliative care and cancer care, as described in Table 3. The
instruments developed in many of these studies were for use as clinical screening tools, not as
a means of identifying community needs. The PCNA-EAV was developed as a population-
based, culturally specific instrument, with the ultimate goal of providing evidence-based data

for program development.
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CHAPTER 4
RESULTS
Introduction
Chapter four presents the results of the PCNA-EAYV analysis. In the first section, the 3
research questions are re-stated, and the issue of missing data is discussed. The second section
presents the results of the pretest data analysis. Section three presents the principal findings of
the pilot and retest data analysis, including reliability and validity testing, and the proportion
of item responses in each scale, and results of the reported overall burden of participation in

the survey. Section four summarizes the data analysis results.

Research Questions
The current study aims to shed light on three research questions: a) Does the PCNA-
EAV demonstrate reliability as an instrument to measure the health care and support needs of
patients with advanced cancer?; b) Does the PCNA-EAV demonstrate validity as an
instrument to measure the health care and support needs of patients with advanced cancer?; c)
What is the association between health care and support needs and respondent characteristics?
Based on these three questions, eight primary hypotheses were developed and empirically

tested.
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Expert Panel Review

The data obtained from the expert panel, self-administered questionnaire and
subsequent individual panel member interviews, were examined and summarized, (see
Appendix Q) to determine face and content validity. The data manager recommended that the
response categories for level of education, be increased from 3 levels, to 5 levels, and monthly
household income be increased to 5 levels, to reflect the categories used in the KAMC-R
cancer registry (S. Young, personal communication, April 17, 2009).

Comments were made by several of the expert panel that care should be taken to
ensure the correct form (suffixes) of masculine and feminine nouns were used. In addition,
one suggestion was to include separate questions for “How many children do you have?” i.e.,
one question for the number of boys, and a second question for the number of girls. Group
consensus was that this was unnecessary. A recommendation was made to correct the
translation of the word “hospitalization. A few minor corrections were necessary for spelling
mistakes, which possibly occurred when some changes to the format were being made, by a
secretary who did not have the necessary bilingual expertise to notice the errors.

There were no recommendations by the panel for additional domains or items to be
included in the measure. There was a consensus that the instrument introduction was easily
understood, as were the scale and sub-scale introductions. All were deemed culturally
appropriate for the target population. Based on the small number of revisions recommended, it
was determined that one round of expert interviews was sufficient and the recommended
pretest instrument modifications made. Both versions of the instrument were revised to reflect
the findings of the expert panel review recommendations. A consensus was reached by the
research group that the instrument demonstrated face and content validity and was ready for

use in the pretest phase of the study.

110



Pretest Results

The main purpose of the pretest was to determine, from a qualitative perspective, the
ease with which respondents were able to understand each item in the PCNA-EAYV; if each
item intended meaning was understood and interpreted the same way, by all respondents, and
that they were able, and willing, to respond to all items (Collins, 2003). Cultural relevance,
and sensitivity of language, and content are essential to yield accurate data and minimize
response error. Qualitative data were elicited from two sources; the findings of the pretest and

the Saudi expert panel review.

Missing Data

The pretest data were examined to determine the frequency of missing data, and
whether the occurrence of missing data was random or systematic. The frequency of missing
data was minimal, and only for some, but not all, cases, and some, but not all, variables. The
assumption is made that the data are missing completely at random (MCAR) (Allison, 2009).
Those observations with missing data were excluded from the analysis, using listwise deletion
of missing data. These analyses were conducted, using the SAS proc corr statement, with the

nomiss option, deleting the entire observation from the analysis.

Referrals and Screening

A total of 39 patients were referred to pretest phase of the study (see Table 6).
Twenty-nine of the patients referred, met the eligibility inclusion and exclusion criteria. Of
these 29 candidates, 3 were screened out, due to psychological impairment, and one failed to

show for the interview. 25 successfully achieved a satisfactory grade of =<4 on the ECOG,
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and a score of =>17, out of a total of 26, on the MMSE psychological screening tool.

Table 6

Pretest Recruitment, Screening, and Enrollment

Freq. % of Total Referred

Referred 39 100
Refused 1 2.6
Discharged prior to RC visit 2 5.11
Ineligible 5 12.8
Screened 31 79.5
Failed MMSE 3 7.7
Eligible 28 718
No show 1 2.6
Enrolled 27 69.2
Self-withdrew 2 51
Completed Interview 25 64.1

Non-Response Rates

Of the 28 patients eligible for the pretest, 25 (64.1%) completed the interview (see
Table 7). Two (5.1%) self-withdrew, one because of fatigue, having answered four questions
(partial completion), and one decided not to participate, with no specific reason given. A third
patient (2.5%) did not keep the appointment for the interview, and could not be contacted by
telephone.

There was no major difference in demographic and clinical characteristics, between
those who completed the pretest, and those who did not. The average age of the 14 non-
respondents was 43.9 years; 9 (64 %) were female; and 8 (57 %) had a diagnosis of breast

cancer.
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Duration of Interviews

The time taken to complete the pretest interview, was not documented for five
(19%) of the respondents. For those whose time was documented, the average time taken to
complete the interview was 40 minutes. The minimum time taken was 20 minutes, and the

maximum time was 130 minutes.

Cooperation Rate

I
COOP1 =

(I+P)+R+0

25 completed the interview

Pretest COOP1 = -
(25 complete +1 partial) + (1 no-show, post consent)
+ (1 self-withdrawal)
_ 25 _ _
Pretest COOP1 = = 0.892 =89%
28

Pretest Data Analysis
Participant Characteristics
Demographic and clinical characteristics of the pretest respondents were assessed,
using frequencies and percentages for categorical variables (see Table 8 and Table 9), and
means, standard deviations, and medians for continuous variables (see Table 10). A total of 25
individuals were enrolled in the pretest. The mean age of pretest participants was 46 years,
ranging from 19 to 79 years. A gender bias was shown in the number of pretest participants

recruited. Eighteen (72%) of pretest participants were female. At KAMC-R, the gender of all
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new cases is approximately equal. In addition, of those enrolled in the pretest, 12 (48%) had a
diagnosis of breast cancer, which was overly representative of the target population. At
KAMC-R, approximately 25% of all new cancer cases, during years 2006 through 2008, had a

diagnosis of breast cancer (ICD-9, Code 174.9) (Cancer Registry, KAMC-R, 2009).

Table 7

Demographic Characteristics of Pretest Sample

Categorical Variable Freq %

Gender

Male 6 28

Female 19 72
Location of residence

Riyadh 16 64

Outside Riyadh 9 36
Location of residence while receiving treatment

Riyadh 16 64

Outside Riyadh 2 8

Missing 7 28
Age

18-29 years 2 8

30-39 6 24

40-49 8 32

50-59 6 24

60-69 2

70+ 1
Marital status

Married 18 72

Widowed 2

Divorced 2

Separated 0

Never Married 3 12

Note. N = 25.

(continued)
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Table 7 (continued)

Demographic Characteristics of Pretest Sample

Categorical Variable

Freq

%

Number of children
None
One to three
Four to six
Seven to nine
Ten to twelve
More than twelve
Not applicable (Never married)

Number of children living with respondent

None
One to Three
Four to Six
Seven to Nine
Ten to Twelve
More than Twelve
Not applicable
Educational level
No formal schooling
Primary school
Elementary school
High school
College graduate
Post-graduate

Average monthly household income

Less than 2,000 Riyals
2,000 — 4,999 Riyals
5,000 to 10,000 Riyals
More than 10,000 Riyals
Not sure/Unknown
Prefer not to answer
Missing

o N AN

SN

o r A O N N

o Fkr © O~ O

N N NN

o

16

48

16

28
28
24
16

20
16
20
36

© 0 o o

12

Note. N = 25.
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Table 8

Clinical Characteristics of Pretest Sample

Categorical Variable Frequency %
Interview Setting
Inpatient 6 24
Clinic 18 72
Other 1 4
Referring Division
Adult Medical Oncology 23 92
Adult Hematology 1
Palliative Care 1
ECOG Score
0 10 40
1 3 12
2 4 16
3 6 24
4 2 8
Diagnosis
Breast 12 48
Lung 8
Liver 4 16
Other 28
Co morbidity (Not mutually exclusive)
High Blood Pressure 11 22
Heart disease 2 4
Diabetes 13 26
Kidney disease 2 4
Lung disease 1
Other 12 24
Type(s) of cancer treatment received
Chemotherapy only 27 54
Chemotherapy +Other 18 36
Don’t Know 4
Missing
Taken tribal/traditional remedies for treatment of cancer 23 92

Note. N = 25.
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Table 9

Continuous Measures of Pretest Sample

Measure N Mean SD Min Max
Age 27 45.6 12.05 20 79
Duration between referral & screening dates (Days) 27 1.2 9.43 1 5
Duration of interview (Minutes) 20 39.8 24.09 20 130
MMSE score (Out of 30) 27 20.8 3.05 15 25

Note. N = 25.

Pretest Reliability
Internal Consistency
Internal consistency of the scales and subscales (see Table 10) was assessed, using
Cronbach’s coefficient alpha (Cronbach, 1951), with a cut-off value of =>0.7 as being
significant (Aday, & Cornelius, 2007).

Results of the test for internal consistency of the pretest scales were mixed. Eight of
the 16 PCNA-EAYV scales and subscale estimates of reliability (Cronbach's alpha) were
acceptable to excellent, ranging from (a=0.74) (Physical symptoms), to (¢=0.91) (All physical
scale). Three of the reliability estimates were borderline acceptable, ranging from (a=0.65)
(Priority of needs) to (0=0.69) (Communication). The remaining 5 estimates ranged from
(0=0.07) (Preference for setting of Care) to (o= 0.59) (Information), which were unacceptable

to questionable.
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Table 10

Internal Consistency: Pretest Cronbach’s Coefficient Alpha

Scale No. Items o
Physical 24 91**
Symptoms 11 J4**
ADL 7 .96%*
IADL 6 .85**
Psychological 14 .68*
Self-efficacy 5 A7
Anxiety/depression 5 A7
Cognition 4 82**
Social 4 .90**
Information 6 .59
Helpful resources 7 .39
Communication 4 .69*
Religious 5 .23
Financial 3 .88**
Needs priority 9 .65*
Preference for setting of care 3 .07

Total items 117
Note. a = Cronbach’s alpha coefficient: **a = >.7-.9 Good to excellent; *o =>.6-<.7 Borderline;
0, =.5<.6 Questionable: 0<.5 Unacceptable (Gliem & Gliem, 2003).

Pilot Phase
Subsequent to the pretest, a number of modifications were required to the study
protocol (see Appendix R), and to the PCNA-EAYV pretest instrument, (see Appendix S), in
preparation for implementing the pilot phase of the study, using the revised version of the

measure (see Appendix T). These modifications were submitted for IRB approval.

Pilot Modifications: IRB Approval
The pilot was implemented in December, 2009, once IRB approval for modifications
to the protocol documents was received, from the University of Alabama at Birmingham

(UAB) on 27 October, 2009, and from the Saudi Arabian National Guard Health Affairs
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(SANGHA), on 17 November, 2009. The pilot survey was conducted over a 5-month period,

from the end of December, 2009, to the middle of May, 2010.

Recruitment, Screening, and Enrollment

A total of 105 patients were referred to pilot phase of the study (see Table 11). The
same referral process, as for the pretest, was used to recruit patients. Fourteen (13.3%)
patients, or their family members, refused permission for the patient to participate in the
survey. At least 5 of the refusals were known to be by family members, stating the patient did
not know his/her diagnosis. Two patients (1.9%) were discharged the same day the referral
was written, not giving the RC time to meet with them. Eleven (10.5%) of patients did not
meet eligibility criteria, as they had not been told their diagnosis. One of these was also
ineligible, because he was non-Saudi. Five of the 60 patients screened for physical capability
failed, due to sub-optimal physical status, and 5 were ineligible, due to confusion of decreased

mental status.

Table 11

Proportion (%) Pilot Recruitment, Screening, and Enrollment

Freq % of Total Referred

Referred 105 100.0
Refused 14 133
Discharged prior to RC visit 2 19
Ineligible 11 105
Screened 60 57.1
Failed Six-item screening 5 4.8
Failed ECOG 5 4.8
Eligible 50 48
Enrolled 50 48
Completed Interview 50 48
Note. N = 50.
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Fifty candidates successfully achieved a satisfactory grade of =<4 on the ECOG
physical screening tool, and a score of =>4, out of a total of 7, on the Six-item psychological
screening tool. All 50 candidates were enrolled in the study. No respondents self-withdrew, or

were withdrawn by the RCs.

Cooperation Rate
A total of 50 subjects were enrolled in the pilot study, out of the 50 eligible
candidates, giving a cooperation rate, as follows:

_ 50 completed the interview

50
Pilot COOP1 = 5o = 100%

This cooperation rate was highly satisfactory, given the target population was patients
with advanced cancer, who potentially could have dropped out, due to deterioration in

physical or psychological status. All 50 respondents completed the interview.

Pilot non-respondent characteristics

Fifty-five (52.4%) of the 105 patients referred to the pilot study, were classified as
non-respondents. Their average age was 53 years, with a minimum age of 15 years, and
maximum of 80 years. Thirty-three (60%) of the non-respondents were male. The major non-
respondent diagnoses were breast (16.4%), colon (18.8%), GU (14.6%) and lung (12.7%).
Other diagnoses accounted for the remaining 38.3%. Lymphoma patients, referred by the

division of hematology, accounted for 5.5% of total referrals to the pilot study. All other
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referrals came from the division of adult medical oncology. Respondents and non-respondents

were similar in age, gender, location of residence, and diagnoses.

Pilot Data Analysis

Descriptive Statistics
Descriptive statistics were analyzed to determine frequencies, and normality of

distribution of the demographic characteristics of the respondents (Table13 and Table 14).

Duration of Interview

The time taken to complete the pilot interview was not documented for 2 of the
respondents. For the 48 whose time was documented, the average time taken to complete the
interview was 41 minutes, similar to the pretest time. The minimum time taken was 19

minutes, and maximum time 90 minutes.

Pilot Participant Characteristics

A total of 50 individuals were enrolled in the pilot study. The mean age of participants
was 46 years, ranging from 19 to 79 years. Thirty (60%) of pilot participants were female.
Eleven (22%) of the respondents had received no formal schooling, and a further 13 (26%)

had primary school education only.
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Table 12

Demographic Characteristics of Pilot Sample (T1)

Characteristics Freq %

Gender

Male 20 40

Female 30 60
Location of residence

Riyadh 27 54

Outside Riyadh 23 46
Location of residence while receiving treatment

Riyadh 41 82

Outside Riyadh 9 18

Missing 0 0
Age

18-29 years 3 6

30-39 9 18

40-49 15 30

50-59 10 20

60-69 9 18

70+ 4 8
Marital status

Married 42 84

Widowed 4 8

Divorced 2 4

Separated 0 0

Never Married 2 4
Number of wives

One 11 22

Two 4

Three 1

Four 1
Not applicable (Female, or not married) 33 66
Number of other wives husband has

None 17 34

One 5 10

Two 1 2

Three 1 2

Not applicable 26 52

Note. N= 50.

(continued)
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Table 12 (continued)

Demographic Characteristics of Pilot Sample (T 1)

123

Characteristics Freq %
Number of children
None 1 2
One to Three 11 22
Four to Six 17 34
Seven to Nine 12 24
Ten to Twelve 10
More than Twelve
Not applicable
Number of children living with respondent
None 2 4
One to Three 15 30
Four to Six 22 44
Seven to Nine 7 14
Ten to Twelve 1
More than Twelve 0
Not applicable 3
Educational level
No formal schooling 1 22
Primary school 13 26
Elementary school 5 10
High school 7 14
College graduate 9 18
Post-graduate 5 10
Current employment status
Currently self-employed 4 8
Currently government employee 5 10
Unable to work due to illness 9 18
Retired 7 14
Never worked 19 38
Missing 5 10
Average monthly household income
Less than 2,000 Riyals 2 4
2,000 — 4,999 Riyals 11 22
5,000 to 10,000 Riyals 12
More than 10,000 Riyals 18
Not sure/Unknown 12 24
Prefer not to answer 4 8
Missing 6 12
Note. N= 50.



Table 13

Clinical Characteristics of Pilot Sample (T 1)

Characteristics Frequency %
Interview Setting
Inpatient 13 26
Clinic 28 56
Other 9 18
Referring Division
Adult Medical Oncology 41 82
Adult Hematology 18
Palliative Care 0
ECOG Score
0 28 56
1 10 20
2 4 8
3 10
4 6
Diagnosis
Breast 14 28
Lung 4 8
Liver 5 10
Gl 3 6
GU 1 2
Lymphoma 9 18
Colon 9 18
Other 5 10
Comorbidity
High Blood Pressure 1 2
Heart disease 15 30
Diabetes 13 26
Kidney disease
Lung disease
Other 16
Type(s) of cancer treatment received
Chemotherapy 43 64
Radiation Therapy
Surgery
Hormonal Therapy
Don’t Know 4
Taken tribal/traditional remedies for treatment of cancer 34 64

Note. N = 50.
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Table 14

Continuous Measures of Pilot Sample

Continuous Variable N Mean SD Min Max
Age 50 49.1 13.34 20 74
Duration between referral & screening dates (Days) 50 1.0 0.51 0 4
Duration of interview (Minutes) 50 39.8 15.45 17 90
Six-item cognitive screening tool (Score out of 7 total) 50 5.9 1.05 4 7

Note. N= 50.

Results of the clinical characteristics showed, of those enrolled in the pilot study, 14
(28%) had a diagnosis of breast cancer, which was representative of the target population. At
KAMC-R, approximately 25% of all new cancer cases, during years 2006 through 2008, had a

diagnosis of breast cancer (ICD-9, Code 174.9) (Cancer Registry, KAMC-R, 2009).

Item Responses

Item responses were examined to identify differences in levels of reported need in the

10 domains, as shown in table 15.

Missing Responses

The scales with the highest proportion of missing item responses were the physical
symptoms scale, the ADL scale, and the helpful resources scale. Within the physical
symptoms scale, each of the 2 items addressing sexual dysfunction (9j), and decreased sexual
desires (9k), were missing 8 (16%) responses. The ADL scale showed there were at least 2
(4%) missing responses for each of the 8 items, and at least 2 missing responses for the 6

items on the helpful resources scale.
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Table 15

Percentage of Pilot Item Responses

Percentage
Item Response Options

Over last four weeks, | have needed help with:

Physical — Symptoms *SA A N D SD M/U
9a Severe pain 48 24 2 12 14 -
9b Difficulty breathing 8 14 2 40 36 -
9c Fatigue 36 32 8 16 8 -
9d Lack of sleep 18 30 4 32 16 -
9e Nausea/vomiting 14 34 6 24 20 2
9f Poor appetite 24 38 - 16 22 -
9g Eating/swallowing 6 16 - 50 26 2
9h Constipation/diarrhea 20 34 - 26 20 -
9i Bladder problems 4 18 2 42 34 -
9j Sexual dysfunction 10 18 14 26 16 16
9k Decreased sexual desires 10 20 14 26 14 16

Physical - ADL **A Mo Mu S N M/U
10a Getting out of bed 12 2 4 14 62 6
10b Bathing/showering 10 6 2 8 70 4
10c Getting out of bed 8 2 4 10 72 4
10d Getting dressed 8 8 2 18 60 4
10e Walking more than 10 steps 14 4 8 18 52 4
10f Going up stairs 14 - 2 6 74 4
10g Performing wudu 12 2 2 10 68 6
10h Performing salah - - - - - -

Physical - IADL A Mo Mu S N M/U
11a Household chores/maintenance 40 4 6 12 38 -
11b Shopping 34 6 10 14 34 2
11c Transportation 30 10 8 24 26 2
11d Taking medications 22 4 8 8 58 -
11 e Childcare 16 8 - 8 42 26

Note. N=50.
*SA = strongly agree; A = agree; N = neither agree nor disagree; D = disagree; SD =strongly disagree; MU =

missing/unknown.
** A=all of the time; Mo=most of the time; Mu=much of the time; S= some of the time; N = never.

(continued)
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Table 15 (continued)

Percentage of Pilot Item Responses

Item

Percentage
Response Options

Over the last four weeks, | have:
Psychological — Self-efficacy

12a Felt confident I can cope with illness
12b Felt I can make own decisions about healthcare
12c¢ Felt cannot manage my life

12d Felt confident I can continue my usual work

12e Felt confident I can continue to take care of
dependents

Psychological — Anxiety/depression

Over last four weeks:

13a | looked forward to beginning each new day

32b | felt guilty that | may be a burden on my family
13c |1 felt I am valued by those close to me

13d 1 feel I have no purpose in life because of my cancer
13e | felt fearful about my future

Psychological — Cognition

14a | have had trouble understanding new information
14b | have had difficulty concentrating on simple tasks
14c | have had difficulty taking decisions

14d | have been easily confused

14e | have had difficulty remembering what my doctor
has told me about my illness

Social Relationships

Over the last four weeks

15a My illness has strengthened my relationship with my
spouse

15b My spouse is very supportive of me

15¢ My relatives are very supportive of me

15d My friends are very supportive of me

15e | find friends and family are not comfortable talking
with me about my illness

15f | find it difficult to talk about my illness, because of
not wanting to burden others

15g | found hospital staff sensitive to my feelings and
emotional needs

68
62
30
38

50

**N

48

70
62

60
72
64
54

58

**SD

10

16

10
12

16
14
24
30

24

Mu S
8 14
16 14
16 18 26
14 20 18
6 20 10

10 6 62
6 8 18
18 6 72
- 6 10
4 2 10
6 8 8
6 4 4
4 2 6
6 6 4
4 6 2
N A SA
16 18 42
12 24 40
10 12 76
12 16 68
12 20 30
8 30 20
8 50 42

M/U

M/U

N NN

M/U

PTNA

PNTA
16

16
2

Note. *N = never; S = some of the time; Mu = much of the time; Mo = most of the time; A = all of the time; MU =

missing/unknown; PTNA = prefer not to answer.

** SD = strongly disagree; D=disagree; N=neutral; A=agree; SA=strongly agree.
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Table 15 (continued)

Percentage of Pilot Item Responses

Percentage
Item Response Options
Information SD D N A SA M/U
16a | need more information about my cancer 22 10 2 34 32 -
16b 1 have been told all I want to know about my cancer 4 16 12 48 20 -
16¢c My oncologist makes sure my family has up-to-date
information about my care and the choices available 4 18 14 48 16 -
to me
16d My oncologist has given me clear information about 6 20 12 34 28 -
what to expect regarding my illness and outlook for
the future
16e | need more information about therapeutic options 12 16 8 34 30 -
available to keep me pain-free and comfortable
16f I have been given all the information | need to take 6 12 6 54 29 i
care of myself
16g My family members have been given all the 6 10 14 50 20 i
information they need to take care of me
Helpful Resources *N S Mu Mo A M/U
17a Medical staff 6 14 12 12 54 2
17b Nursing staff 32 18 8 14 22 6
17c Other hospital staff 30 20 10 10 24 6
17d The media (television, newspapers) 48 28 8 6 4
17e Printed information (Brochures, pamphlets) 48 28 6 12 2
17f Internet websites 60 12 8 6 12 2
Professional Communication **SD D N A SA M/U
18a My doctor takes time to answer all my questions 6 14 8 24 48 -
18b My doctor shows interest in me as a person 4 6 6 28 56 -
18c | prefer my doctor makes all my medical decisions 8 28 8 20 36 -
for me
18d My doctor has explained clearly to me about the 2 16 2 38 40 2
physical problems | may face
18e | prefer my doctor discusses the details of my illness 20 28 2 28 20 2
only with me
18f My nurses understand me when | talk to them 6 8 8 62 14
189 There is always an interpreter present to translate, if 10 16 24 32 10
needed
18h | have felt the need to have one member of hospital 24 26 4 24 22 -
staff with whom | could talk about all aspects of my
illness

Note. *N = never; = some of the time; M = much of the time; Mo = most of the time; A = all of the time; M/U=missing or
unknown.
** SD = strongly disagree; D=disagree; N=neutral; A=agree; SA=strongly agree.

(continued)
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Table 15 (continued)

Percentage of Pilot Item Responses

Percentage
Item Response Options
Religious/spiritual SD D N A SA M/U
19a | believe that my suffering is a test of my faith 2 4 24 70 -
19b | question what | have done to deserve this disease 44 26 10 8 12 -
19¢ | believe an evil eye affected me 12 30 28 22 -
19d 1 need the guidance of a religious counselor 20 4 48 20 -
19e | believe my illness is a punishment from Allah 32 32 10 22 -
19f My religious needs are being supported by the 18 22 20 32 4
hospital staff

19g 1 am afraid of the day of judgment 22 8 4 34 32 -
19h 1 need a religious counselor to read the Holy Quran 8 24 2 44 22 -

to me
19i  Allah will wash away my sins because of this illness - - 2 50 48 -
19j 1am losing hope that my cancer will be cured 42 30 10 4 14 -
Priority of Needs *E | N NV NA M/U
20a To see a specialist to manage my pain 46 16 2 2 34 -
20b To have assistance with bathing/dressing 18 16 - 12 54 -
20c To have help to move about more easily 28 14 - 12 46 -
20d To have help with my emotional problems 26 20 - 14 40 -
20e tTrgart?gg:]\;e more information about my cancer 38 24 4 8 2 )
20f To receive religious counseling 38 24 6 4 26 2
20g To get help with transportation 44 20 2 6 28 -
20h To have help with childcare 28 12 - 2 36 22 N/A
Financial *A Mo Mu S N M/U
21a | have had difficulty paying my household bills 2 4 4 14 74 2
21b farl:ﬂ)l/ylllness has been a financial hardship on my 6 6 6 10 72 )
21c bl;/(l:ﬁut;;ugsfert:]c;:c;lulnnezc;me has significantly decreased 6 6 ) 10 76 2
Setting of Care **SD D N A SA M/U
22a | prefer that my family take care of me at home, if | 10 14 10 28 36 5

can no longer take care of myself
22b (I:a;:(ree;?rmtg)sebﬁ in the hospital, if I can no longer take 16 29 8 30 29 5
22¢ 1 have concerns about my family’s ability to take 16 38 12 24 8 2

care of me
22d | prefer my family decide where | will be cared for,

if I can no longer take care of myself 16 38 10 28 6 2
Note. *E = extremely important; | = important: N = neutral; NV = not very important; NA = not at all. important;

M/U=missing or unknown.

** A = all of the time; Mo = most of the time; Mu = much of the time; S = some of the time; N = never.
*** SD = strongly disagree; D = disagree; N = neutral; A = agree; SA = strongly agree.
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Hypothesis Testing
RQI: Does the PCNA-EAV demonstrate reliability as an instrument to measure the health
care and support needs of patients with advanced cancer?
H1: The PCNA-EAV instrument demonstrates reliability as a measure for assessing the

health care and support needs of adult patients with advanced cancer.

The pilot data were tested for internal consistency, using Cronbach’s alpha, with an
estimate value of =>0.7, to demonstrate internal consistency, i.e., that the items in the scale

were measuring the same construct.

Internal Consistency

Results of the test for internal consistency were mixed (see Table 16). Eight of the 16
PCNA-EAYV scales and subscale estimates of reliability (Cronbach's alpha) were acceptable to
excellent, ranging from (a=0.70) (Self-efficacy) to (a=0.91) (Priority of Needs). Four of the
reliability estimates were borderline acceptable, ranging from (¢=0.60) (Communication) to
(0=0.68) (All Psychological scale). The remaining 4 estimates ranged from (0=0.01)
(Anxiety/depression and Preference for Setting of Care) to (o= 0.58) (Information), which

indicated unacceptable to questionable levels of reliability.

130



Table 16

Reliability: Pilot Internal Consistency

Scale No. Items a
Physical 23 .90**
Symptoms 11 JI5**
ADL 7 87**
IADL 5 .85%*
Psychological 15 .68*
Self-efficacy 5 70**
Anxiety/depression 5 .01
Cognition 5 87**
Social 7 .63*
Information 7 .58
Helpful resources 6 .65*
Communication 8 .60*
Religious 10 40
Financial 3 83**
Priority of Needs 8 91**
Preference for setting of care 4 .01
Note. a=Cronbach’s alpha coefficient: **o=>.7-.9 Good to excellent; *0=>.6-

<.7 Borderline; 0=.5<.6 Questionable: 0<.5 Unacceptable (Gliem & Gliem, 2003).

Test-Retest Reliability

The (T1) and retest (T2) data were tested for temporal stability, as shown in
Table 17. Eleven of the 16 scales indicate instrument reliability over time (p=>.05), ranging
from r(9)=.44, p=.17 (Information), to r(9)=.12, p=.72 (Anxiety/depression). The ADL scale
indicated borderline reliability, r(9)=.62, p=.05. The remaining 4 scales, communication,
r(9)=.77, p=.01; finance, r(9)=.70, p=.0 r(9)=.62, p=.052; priority of needs, r(9)=.67, p=.02;
and preference for setting of care, r(9)=.94, p=.001, indicated there were significant

differences between T1 and T2 for these scales.
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Table 17

Test-Retest Reliability

Pearson Correlation Coefficient (N = 11)

Scale/Subscale N df Mean (SD) T1 Mean (SD) T2 r P Value
All Physical 11 9 55.56(17.38) 9.2(15.28 30 32
Symptoms 11 9 31.04(8.01) 13.45(180.82) .33 .32
ADL 10 8 12.38(7.90) 26.27(6.05) .62 .05
IADL 10 8 12.64(6.36) 10.80(6.21) .36 .30
All Psychological 11 9 41.00(32.99) 3.56(12.69) 28 40
Self-efficacy 11 9 18.38(4.81) 18.72(3.04 25 46
Anxiety/depression 11 9 14.24(3.24) 13.72(2.57) 12 72
Cogpnitive 11 9 8.38(4.46) 7.64(3.32) 23 48
Social relationships 11 9 30.18(5.83) 28.00(5.35) .28 40
Information 11 9 21.16(4.37) 24.90(3.62) A4 17
Helpful resources 10 8 14.92(4.89) 12.72(3.93) 18 .60
Communication 11 9 28.28(4.76) 26.90(4.04) a7 .01
Religious 11 9 32.36(5.17) 32.37(5.71) 37 26
Finance 11 9 4.86(3.45) 5.45(3.53) .70 .02
Priority of needs 11 9 23.66(10.45) 24.18(8.12) 67 .02
Preference for setting of care 11 9 12.27(2.59) 12.90(2.74) .94 .0001

Note. p<.05 (<.05 indicates the 2 groups are different).
r=>.6 considered appropriate cut-off point for this preliminary study.

Validity

RQ2: Does the PCNA-EAV demonstrate validity as an instrument to measure the health

care and support needs of patients with advanced cancer?

H2: The PCNA-EAV measure demonstrates validity as measure for assessment of the

health care and support needs of adult patients with advanced cancer.
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Content Validity
Content validity, of both the English and translated Arabic version of the PCNA-EAV,
was assessed by an expert panel of bilingual, Saudi oncology consultant physicians. It was
also assessed by group discussion, before and after, any modification was made to the
instrument. A consensus was reached, that the modified instrument was culturally appropriate

and easily comprehensible for the target population.

Convergent Validity
Convergent validity was tested using 2 ordinal variables, *ECOG (ranked, interval, O-
4 scale), as a proxy for severity of disease, and reported physical symptoms, ADL, and IADL
needs. Response options for the 23 items were presented using a 5-point, Likert scale, with
response options strongly agree, to strongly disagree.
Results of the test for convergent validity were mixed. P-values indicate results are not
significant (p.05). However, the trend indicates a positive association overall; as ECOG
increases, (0-4), so reported physical need increases. A larger sample size may demonstrate

significant convergent validity.

Predictive Validity

The PCNA-EAV was tested for predictive validity using the non-parametric Wilcoxon

Scores (Rank Sums) and Kruskall-Wallis tests of association.
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Table 18

Test for Convergent Validity

Wilcoxon Scores (Rank Sums) for Physical Variables Classified by Variable ECOG

Variable ECOG N Sum of Expected Std Dev Mean P Value
Scores Under HO Under HO Score
Physical Symptoms 0 28 708.50 714.00 51.08 25.3 37
1 10 265.50 255.00 41.16 26.55
2 4 54.00 102.00 27.92 13.50
3 5 142.00 127.50 30.87 28.40
4 3 105.00 76.50 24.44 35.00 ¥
ADL 0 28 601.50 714.00 51.02 21.48 21
1 10 281.00 255.00 41.12 28.10
2 4 116.50 102.00 27.89 29.12
3 5 165.50 127.50 30.84 33.10
4 3 110.50 76.50 24.41 36.83 7
IADL 0 28 601.50 714.00 51.02 21.48 .20
1 10 281.00 255.00 41.12 28.10
2 4 116.50 102.00 27.89 29.13
3 5 165.50 127.50 30.84 3310 ¥
4 0 - - - -
Note. p<.05

H3a: Males will report proportionately lower levels of psychological needs than females.

The predictor variable, gender, was tested for relationship with psychological
subscales self-efficacy, anxiety/depression, and cognition, and the overall psychological scale,
to determine differences between males and females in their reported levels of psychological

needs (see Table 19).
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Table 19

Test of Association between Gender and Psychological Needs

Wilcoxon Scores (Rank Sums) and Kruskall-Wallis Test

Age (N =50)
Variable Mean Male Female  Sig.
Psychological Total Summed Score 41.00 26.88 24.58 0.59
Self-efficacy 18.38 26.20 25.03 0.78
Anxiety/Depression 14.24 23.80 26.63 0.49
Cognition 8.38 27.88 2392 034

Note. p<.05

The p-values for the psychological needs subscales, and for the summated scale, are
not significant for differences between the two groups. We therefore conclude that there is no

evidence that males and females differ in their level of psychological needs, in this sample.

H3b: Older patients (=> 50 years) will report proportionately higher levels of physical needs
than younger patients (18 — 49 years).

Table 20

Test of Association between Age and Physical Needs for Hypothesis 3b

Wilcoxon Scores (Rank Sums) and Kruskall-Wallis Test

Age (N =50)
Variable Mean 18-49 Years =>50 Years Sig
Physical — Total Summed Score 55.56 26.02 24.94 0.79
Symptoms 31.04 26.00 24.96 0.80
ADL 12.38 26.28 22.57 0.34
IADL 12.64 26.21 24.73 0.72

Note. p<.05

Results indicate there is no difference between those ages =>50 years and those aged

18 to 49 years, in their level of reported physical needs, in this sample.

H3c: Patients who live in the city of Riyadh will report proportionately lower levels of
physical needs than those who do not live in Riyadh.

135



Table 21

Test of Association between Location of Residence and Physical Needs

Wilcoxen Scores (Rank Sums) and Kruskall-Wallis Test
Location of Residence (N = 50)

Variable Mean Riyadh Not in Riyadh ~ *P Value
Physical -Total Summed Scores ~ 55.56 26.14 22.56 0.50
Symptoms 31.04 26.02 23.11 0.59
ADL 12.38 25.81 18.83 0.15
IADL 12.64 25.11 27.28 0.69
Note. N = 50

p<.05

Results show there is no evidence of difference in levels of physical need between

those who live in Riyadh, and those who live outside Riyadh, in this sample.

Discriminant Validity

H3d: Patients with an ECOG score =<1 will report proportionately more physical needs

than those patients with and ECOG score>1.

The non-parametric Kuskall-Wallis test was conducted, to determine differences
between the ECOG classification groups (0 — 4) in reported levels of physical needs (see
Table 23). The Kruskal-Wallis test is a non-parametric method frequently used for testing
equality of population medians among groups, using rankings (ordinal data).

The discriminant validity of the PCNA-EAV was assessed using the Kruskal Wallis
Chi square test to test for differences between the 5 ECOG group scores. It was hypothesized

that reported levels of physical needs would differ significantly between the 5 groups.
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Table 22

Test for Discriminant Validity between ECOG Groups

Scale/Subscale Chi Square df p
All Physical Scale 9.37 4 0.05
Physical Symptoms 4.25 4 0.37
Physical ADL 12.06 4 0.02
Physical IADL 5.90 4 0.21
Note. p =<.05

These results indicate that the levels of physical ADL needs differed significantly
between the 5 ECOG groups in the sample. The level of summed physical needs was

borderline significant, at p = 0.05, differing marginally across the ECOG groups.

Retest Analysis
Cooperation Rate
Only 11 of respondents eligible to retake the interview actually consented to return for

the second interview. All 11 completed the retest.

11 completed the interview =
50 eligible

Retest COOP1

Al _022 =229
50

Retest COOP1
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The majority of pilot participants had previously consented to take the retest, at the
time of consenting to participate in the pilot study. However, when re-contacted to take the
retest, most (88%) refused, on the grounds that they were “taaban” (a generic Arabic phrase
that can mean feeling ill or tired). In addition, six respondents lived outside Riyadh, and stated

it was too far to travel for the second interview.

Descriptive Statistics

Descriptive statistics were obtained on the retest demographic and clinical

characteristics (see Table 23 and Table 24).
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Table 23

Demographic Characteristics of Retest Sample(T2)

Characteristics Freq %
Gender
Male 45
Female 55
Location of residence
Riyadh 76
Outside Riyadh 24
Location of residence while receiving treatment
Riyadh 7 64
Outside Riyadh 4 36
Missing 0 0
Age
18-29 years 1
30-39 1
40-49 4 37
50-59 2 18
60-69 1 9
70+ 2 18
Marital status
Married 10 91
Widowed 0 0
Divorced 0 0
Separated 0 0
Never Married 1 9
Number of wives
One 4 36
Two 0 0
Three 0
Four 0
Not applicable 7 64
Number of other wives husband has
None 4 36
One 1
Two 1
Three 0
Not applicable 5 46
Note. N=1
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Table 23 (continued)

Demographic Characteristics of Retest Sample (12)

Characteristics Freq %

Number of children

None 0 0
One to Three 2 18
Four to Six 4 37
Seven to Nine 3 27
Ten to Twelve 1
More than Twelve 0
Not applicable 1
Number of children living with respondent
None 0 0
One to Three 3 27
Four to Six 5 46
Seven to Nine 2 18
Ten to Twelve 0
More than Twelve 0
Not applicable 1
Educational level
No formal schooling 3 27
Primary school 0
Elementary school 1
High school 4 37
College graduate 2 18
Post-graduate 1 9
Current employment status
Self-employed 0 0
Government employee 2 18
Employed by private sector 1 9
Unable to work due to illness 4 37
Retired 2 18
Never worked 2 18
Missing 0 0
Note. N=11

(continued)
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Table 23 (continued)

Demographic Characteristics Retest Sample (T2)

Characteristics Freq %

Average monthly household income

Less than 2,000 Riyals 0 0
2,000 — 4,999 Riyals 2 18
5,000 to 10,000 Riyals 3 275
More than 10,000 Riyals 3 275
Not sure/Unknown 2 18
Prefer not to answer 1 9
Missing 0
Note. N=11
Table 24
Clinical Characteristics of Retest Sample (T2)
Characteristics Frequency %
Interview Setting
Inpatient 1 9
Clinic 10 91
Other 0
Referring Division
Adult Medical Oncology 8 73
Adult Hematology 3 27
Palliative Care 0 0
ECOG Score
0 6 55
1 3 27
2 1 9
3 0 0
4 1 9
Diagnosis
Breast 3 28
Lymphoma 3 28
Other 7 44
Comorbidity
High Blood Pressure 2 18
Heart disease 2 18
Other 2 18
Type(s) of cancer treatment received
Chemotherapy 11 100
Surgery 2 18
Taken tribal/traditional remedies for treatment of cancer 9 82
Note. N=1
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Table 25

Continuous Measures of Retest Sample

Characteristic Mean SD Min Max
Age 49.9 - 20 74
Duration of interview (Minutes) 34,9 - 22 55
Six-item screening tool score (Out of 7) 6.8 - 6 7

Note. N=11

Inter-rater Reliability
Inter-rater reliability was not tested, as the retest number was small (N=11), and the

same RC conducted 9 of the 11 retests.

Test-Retest Analysis

The time between instrument administrations, T1 and T2, ranged from 7 to 28 days,
with a mean time of 9.6 days. Eleven participants (22% of the total pilot sample) completed
the test-retest portion of the study.

An evaluation was made of the linear relationship between pilot (T1) and retest (T2)
administrations of the PVNA-EAV measure, using Pearson’s correlation coefficient with a p
value of 0.05. In this preliminary analysis, a cut-off of r=0.6 for the correlation can be
considered meaningful. The difference in means between T1 and T2 is also reported. Scatter
plots were produced for each of the scales (see Appendix ) to observe the distribution of

observations, and the degree of linearity amongst observations.
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Table 26

Test-retest Correlation (T1 and T2)

Pearson Correlation Coefficient (N = 11)

Scale/Subscales N df Mean (SD) T1 Mean (SD) T2 r Sig.
All Physical 11 9 55.56(17.38) 9.2(15.28 .30 .32
Symptoms 11 9 31.04(8.01) 13.45(180.82) .33 .32
ADL 10 8 12.38(7.90) 26.27(6.05) .62 .05*
IADL 10 8 12.64(6.36) 10.80(6.21) .36 .30
All Psychological 11 9 41.00(32.99) 3.56(12.69) .28 40
Self-efficacy 11 9 18.38(4.81) 18.72(3.04) .25 46
Anxiety/depression 11 9 14.24(3.24) 13.72(2.57) 12 72
Cognitive 11 9 8.38(4.46) 7.64(3.32) .23 48
Social relationships 11 9 30.18(5.83) 28.00(5.35) .28 40
Information 1 9 21.16(4.37) 24.90(3.62) 44 17
Helpful resources 10 8 14.92(4.89) 12.72(3.93) .18 .60
Communication 11 9 28.28(4.76) 26.90(4.04) a7 .01*
Religious 11 9 32.36(5.17) 32.37(5.71) .37 .26
Finance 1 9 4.86(3.45) 5.45(3.53) 70 .02*
Priority of needs 11 9 23.66(10.45) 24.18(8.12) .67 .02*
Preference for setting of care 11 9 12.27(2.59) 12.90(2.74) .94 .0001*
Note. p=<.05

*Indicates no relationship

Results of the correlation analysis indicate statistically significant differences
between T1 and T2, in five of the scales: ADL r(8)=.62, p=.05, communication r(9)=.77,
p<.05), finance r(9)=.70, p<.05), priority of needs r(9)=.67, p<.05, and preference for setting
of care r(9)=.94, p=.0001. For the remaining scales, results indicate there is no significant
relationship between the two administrations, therefore conclude that, overall the PCNA-EAV
instrument does not demonstrate reliability over time. However, five of the scales, ADL,
finance, communication priority of needs, and preference for setting of care indicate

acceptable levels of reliability between the two administrations.
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Validity

Construct Validity

There is no acknowledged “Gold Standard” for measuring the perceived, self-reported
health care and support needs of patients with advanced, cancer. Construct validity was
therefore, primarily assessed through needs theory, and the consistency of the results of the
PCNA-EAV measure with those theories, i.e. comparing congruency of domain scores with
specific needs theory. In addition, item scores were compared with those of the “Needs
Assessment for Advanced Cancer patients” (NA-ACP) instrument (Rainbird, et al., 2005); the
“Needs Near the End-of-Life” (NEST) screening tool (Emanuel et al., 2001); and the “Patient

Needs Assessment Tool” (PNAT) (Coyle, et al., 1996).

Burden of Response
Item difficulty and instruction comprehension were demonstrated using summary

statistics (see Table 27 and Table 28).

Table 27

Summary Statistics of Burden of Response

Pretest (n = 25) Pilot (n = 50) Retest (n = 11)
Response Option Frequency Percent Frequency Percent  Frequency  Percent
Extremely easy 19 76.00 45 90 11 100.00
Somewhat easy 5 20.00 2 4
Unknown 1 4.00 3 6

Results show that 19 (76%) of the pretest respondents, 45 (90%) of pilot respondents,
and 11 (100%) of retest respondents, found answering the interview questions (ltem 34),
extremely easy, indicating an acceptable level of difficulty.
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Table 28

Summary Statistics of Burden of Instruction Comprehension

Pretest (n = 25) Pilot (n = 50) Retest (n = 11)
Response Frequency Percent Frequency Percent Frequency Percent
Option
Extremely easy 19 76.00 44 88 11 100.00
Somewhat easy 4 16.00 3 6
Unknown 2 8.00 3 6

The analysis of respondents’ level of difficulty following instructions (Item 35) also
shows the majority (76%) of pretest respondents, and 44 (88%) of pilot respondents found the
instructions easy to follow, while 100% found of retest participants found the instructions

easy to follow.

Summary

Findings of the PCNA-EAV reliability and validity tests were mixed. However, the
internal consistency and test-retest estimates indicate that, with further testing, potentially
using multiple sites, and with larger sample sizes, the psychometric reliability and validity of
the instrument will be demonstrated. Examination of item responses indicated the majority of
domains demonstrated areas of high levels of reported needs, specifically the physical
symptoms scale, the information scale, and the religious/spiritual scale. Priorities for care
were also clearly demonstrated, headed by need for transportation (64%), followed by need to
see a pain management specialist; need for more information about cancer treatment; and
need for religious counseling, each at 62%.

The burden of participation in this survey was shown to be minimal. The level of
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comprehension of questions and instructions was considered extremely easy, by the majority

of respondents, and no items were found to be culturally unacceptable.
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CHAPTER 5
DISCUSSION

Introduction

The purpose of this study was to develop an instrument to measure the health care and
support needs of patients with advanced cancer. In chapter five, the findings of this study are
discussed, and conclusions drawn about the utility of the PCNA-EAYV as a measure of need.
In the first section, the principal findings generated from the sample characteristics are
discussed, particularly in context of cultural influences on study findings. In the second
section, results generated from testing the three hypotheses are discussed, and the extent to
which results met the aims of the study. In third section survey development and
implementation is critically reviewed, together a discussion of the barriers and enabling
factors encountered in the implementation process. Section four focuses on study limitations;

lessons learned; implications for future research; and conclusions drawn.

Principal Findings

Item Responses and Sample Characteristics

Item responses revealed that the majority of participants demonstrated health care and
support needs in one or more domains. This finding is corroborated by previous studies of
needs of patients with advanced cancer. Sanson-Fisher and colleagues (2000) found that

patients’ reported needs were highest in the psychological, health system and information, and
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physical and daily living domains.

Contrary to the Sanson-Fisher findings, psychological needs were not the highest
priority of need for this sample of cancer patients. Of particular interest for this population,
was the proportion of respondents (32%) feeling guilty that they may be a burden on their
family. In Saudi culture it has traditionally been the duty of family members to care for their
sick relatives. This aspect of the psychological component of needs of patients could be
explored from a religious, social, of psychological aspect, to understand this phenomenon. On
the self-efficacy scale, 38% reported they felt they could no longer manage their life, and 38%
did not feel confident they could continue working at their usual job.

When PCNA-EAYV respondents were asked if they had needed help over the last four
weeks with managing specific symptoms, 72% reported needing assistance to manage severe
pain; 68% with managing extreme fatigue; 62% needing assistance dealing with poor
appetite; and 54% dealing with diarrhea or constipation.

In the ADL and IADL scales, less than 18% of PCNA-EAV respondents reported
needing assistance with ADLs over the past 4 weeks. In contrast, the reported need for
assistance with IADLs was considerably higher. Forty percent reported needing help with
transportation; 40% also needed help with household chores, and 40% needed help with
shopping.

Examination of the percentage of item responses in the pilot survey, indicated many of
the results were as expected. The domains indicating the highest levels of reported needs in
the previous 4 weeks were: physical symptoms (48% severe pain; 36% fatigue; 24% poor
appetite; and 20% constipation or diarrhea). When combining the two positive response
options, strongly agree, and agree, (H.R. Foushee, verbal communication, 22 October, 2010),

the proportion needing help with managing physical symptoms over the past four weeks was,

148



as follows: severe pain, 72%; fatigue, 68%; poor appetite, 62%; and constipation or diarrhea,
54%. In the Sanson-Fisher study (Sanson-Fisher, et al., 2000), 33% of respondents reported a
lack of energy and tiredness, and 33% reported not being able to do the things they used to do

The highest levels of reported ADL needs were walking more than 10 steps, and going
up stairs, both at 14%.

Levels of reported need were higher for IADLS, however. 44% reported needing help
with household chores and maintenance, all, or most, of the time; and 40% reported needing
help with shopping and transportation, all, or most of the time.

The pilot sample characteristics revealed that over half (56%) of the respondents had
poor literacy skills, which has serious implications for comprehension of information, and
future study design. Twenty-eight percent of the respondents reported they had no formal
schooling, and 28% reported attending primary school only. It also has implications for choice
of methods used to educate and inform patients about their illness, the options for
management of their disease, and comprehensions of benefits and risks involved in care
options available.

A major issue related to educational levels, and health care outcomes, is compliance
with prescribed care, including medication compliance. If much of the population does not
have the education or literacy skills, to easily comprehend instructions given, outcomes of
care and satisfaction with care received, is compromised (Williams, Baker, Parker, & Nurss,
1998). Twenty-six percent of respondents reported needing additional help with taking
medications. This has major implications for medication compliance, and the overall

outcomes of prescribed treatment.
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The assessment of communication needs showed conflicting results — 66% of subjects
reported they strongly agree, or agree, that they need more information about their cancer
(Item 16a); however, in item 16b, 68% report they have been told all they need to know about
their cancer. In item 16d, participants report their oncologist has given them full information
about what to expect regarding this diagnosis and prognosis (62%). It appears this information
does not include information about symptom management. In response to item 16e, 64% of
subjects report needing more information about therapeutic options to keep them pain-free
and comfortable.

The majority of respondents reported they found their doctors helpful resources of
information (66%), and to a lesser degree, nurses 36%). The majority of physicians in the
department of oncology are Arabic-speakers, whereas the majority of nursing staff are
expatriate, non-Arabic-speaking staff. This may account for some of the discrepancy in
reported degree of helpfulness as a resource for information, between physicians and nurses.
For other information resources, over 70% of respondents did not find information provided
by the media (television, newspapers), or printed pamphlets, or information on the Internet, at
all helpful.

A sample characteristic expected to influence level of need, was location of
residence. Findings showed, however, that location of residence did not influence the levels of
physical need in this sample. In the pilot study 27 (54%) of respondents lived in Riyadh, the
city where the KAMC hospital is located. It was very apparent, during years of experience
working with cancer patients in Saudi Arabia, that those patients who lived long distances
from the treating hospital, had greater levels of physical need, especially adequate pain and
symptom management. Some family members would fly to Riyadh, from the southern or

northern regions of the country, to pick up prescriptions for opioid medications for the
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bedridden patient at home — a practice now discontinued.

Living in a city with a cancer center also enables easy access to scheduled, and to
urgent/emergent care. For the 23 respondents, (46%), living outside Riyadh, travelling long
distances for their cancer care, meant major discomfort for them, and major disruption of
work routine, and perhaps household income, for male family members accompanying the
patient.

In this study, at least 6 patients lived in towns over 500 kilometers from the hospital.
Many patients, who have scheduled appointments for chemotherapy, or other follow-up care,
have no difficulty with accommodation — they stay with relatives who live in Riyadh. Itis a
long-standing tribal custom to show hospitality to travelers, and an expectation that those who
are sick will be shown every courtesy when away from home.

For those who have no relatives to stay with locally, when coming to KAMC-R for
treatment, the hospital social services department is required to find accommodation and
funding for those who cannot afford to pay themselves. In addition, the government will
provide airline tickets, through social services, for those patients with low household income.

The socio-economic status of SANG employees, and their dependents, varies widely,
according to the rank and position of the employee, and whether they have any income other
than their salary, or pension from NGHA. The household income of the respondents in this
study also varied widely, from less than 2,000 Saudi Riyals (SR) per month, to over 10,000SR
per month. In U.S. dollars ($), this is the equivalent of less than $533 per month, to over
$2,600 per month. Two respondents (4%) reported household incomes <2,000 per month,
whilst the majority of those responding (22%) reported monthly household incomes of
2,000SR to 4,900SR. Nine (18%) reported monthly household incomes over SR10,000.

Thirteen (26%) responded they were not sure of their monthly household income; nine of
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these 13 respondents, were female. Three (6%) preferred not to answer the question, which
indicated this is a sensitive issue for a minority of respondents. There were six missing
observations for monthly income. All of these missing observations were from female
respondents. The explanation for these missing values is that one RC had difficulty
understanding the concept of “Household income”; that it included income from any source,
from any household occupant. In each of the six questionnaires with missing income
observations, “Does not work™ was noted beside the item. This highlights the need for the PI,
or designee, to have sufficient time allocated, for monitoring and oversight of the project on a
daily basis. This large percentage of missing values influences the overall results for
household income, given the small sample size.

Although medical care is free of charge to all NGHA employees, and their dependents,
if illness prevents the main wage-earner from contributing to the household income, either
because they are the patient, or because they have to take time off work to be the primary
caregiver, an additional burden is placed on the family unit.

In the psychological domain, 74% of respondents felt confident they could cope with
their illness all or most of the time; 68% felt they could make their own decisions about their
health care options; however 38% reported they felt they could not manage their life, all the
time or most of the time. 26% reported they feel guilty they be a burden on their family all of
the time, or most of the time. Result of difficulties with cognition — understanding,
remembering, and concentrating, revealed 22% reported having difficulty understanding new
information, much, most or all of the time. This may be related to educational levels, as
previously discussed, or possibly, that the time spent, and mode of communication is not
effective. Results of the Sanson-Fisher study of unmet supportive care needs (Sanson-Fisher

et al, 2000), showed that 38% of the 888 respondents who completed the survey, reported
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concerns about the worries their illness was causing those close to them. In this PCNA-EAV
preliminary study, 32% of the 50 respondents reported they were feeling guilty much, most,
or all of the time, about the burden they were placing on their family.

When examining the results of item responses for social relationships, 76% of
respondents reported relatives were supportive, and 68% reported friends were supportive. It
was also found, however, that 50% of respondents reported their family members were not
comfortable with talking about their illness, and also 50% of respondents were not
comfortable talking about their illness with family and friends, because they did not want to
burden them. This reveals an apparent disconnect in communication of feelings and
knowledge about the illness, and a need for psychological interventions for both patients and
family members. Emmanuel and colleagues (Emanuel, Hillel, & Emanuel, 2001), in their
study of needs at the end of life, describe their development of an item to measure
“closeness”, for inclusion in their clinical screening tool, NEST. This item asked “How often
IS there someone to confide in?” This item was initially considered for inclusion in the PCNA-
EAV; however, the item did not discern which, if any, group the respondent felt comfortable
confiding in.

When examining results of the religious/spiritual scale, it was noted that the majority
(94%) of those participating in the pilot survey reported that they believe their suffering is a
test of their faith, and believed Allah will wash away their sins because of this illness (98%).
These results were as expected; given that this is a strong Islamic belief. Addressing the
spiritual component of the survey, when asked if they believed an evil eye had affected them,
50% responded they agree, or strongly agree. From a supportive standpoint, 40% disagreed,
or strongly disagreed, that the hospital staff were supporting their religious needs and 68%

needed the guidance of a religious counselor. The issue of religious and spiritual needs
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requires further research, conducted by Islamic scholars, to determine the depth and breadth
of the religious and spiritual needs of patients with advanced cancer.

In a recent cross-sectional study of patient and caregiver priorities for end-of-life care
in Canada, results indicated that assessment and treatment, physician availability and personal
interest in them, and clear and consistent communication, rated high on patients’ lists of
priorities (Heyland, Cook, Rocker, Dodek, Kutsogiannis, Skrobik, et al., 2010). In the PCNA-
EAV study the reported highest priority of need was the need for assistance with
transportation (64%), closely followed by needing to see a specialist for pain management
(62%); needing more information about their cancer (62%); and needing religious counseling
(62%). A minority of respondents (10%) reported having a need for financial assistance
because of their illness. This low proportion was expected, as health care is free to National

Guard employees and their dependents.

Item Non-Responses

A review of the results of item responses showed that the 2 items addressing sexual
dysfunction (9j), and decreased sexual desires (9k), were each missing 8 (16%) responses.
The high item non-response rate for these 2 items indicates a reticence on the part of some
respondents, especially in a conservative culture, to discuss sexual matters with anyone, and
in particular a stranger. Optimally, a “Prefer not to answer” option should be included for any
item of a sensitive nature, to reduce the non-response rate. The ADL scale showed there were
at least 2 (4%) missing responses for each of the 8 items in the scale, and at least 2 missing

responses for each of the 6 items on the helpful resources scale.
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Instrument Reliability

The PCNA-EAV measure was tested for reliability using Cronbach’s correlation
coefficient alpha to measure internal consistency. The reliability estimates obtained for
internal consistency of the instrument ranged from a 0.01 for the religious/spiritual domain, to
a 0.90 for the physical domain. Only four of the domains were acceptable to excellent, the
remaining six were questionable to unacceptable.

This result contrasts significantly with the findings from the Supportive Care Needs
Survey (SCNS) (Sanson-Fisher et al, 2000), and the Needs Assessment of Patients with
Advanced Cancer instrument (NA-ACP) (Rainbird, et al, 2005). Both of these instruments
were shown to be reliable across domains, with Cronbach’s alpha values ranging from o .87
to .97, and a .79 to a .98. However, the alpha correlation coefficients of the four PCNA-EAV
scales demonstrating internal consistency, compared favorably with similar scales in the

SCNS and NA-ACP.

Test-retest Reliability

The time between instrument administrations, T1 and T2, ranged from 7 to 28 days,
with a mean time of 9.6 days. Eleven participants (22% of the total pilot sample) completed
the test-retest portion of the study. This number was disappointingly low, as the small sample
size was considered insufficient to obtain accurate results from the test-retest analysis. None
of the 11 participants consenting to take the retest, were identified to have had a life change,
or deterioration in condition during the time between interviews  The retest was not
administered to the remaining 39 eligible respondents, as: One respondent was known to have
died at home; 9 refused when approached by the RC, stating they were too unwell; and 4

stated they lived too far away to make a return journey for the retest. An additional 5 were
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considered by the RC to be too debilitated physically to participate. The remaining 20 were
lost to follow-up, as there was no RC available to administer the retest on a regular basis,
within the 28-day window of time. Follow-up telephone calls were made to at least five of
these to set up a meeting time for the retest, with no positive results.

The test-retest correlation for the all physical needs scale (r = .30, p=.32), and the all
psychological needs scale (r=.28, p=.40) were lower than expected, indicating that the
responses to the items in this scale had changed significantly over time. The retest time in the
original proposal was 7 to 14 days, as the shorter the time between T1 and T2, the higher the
expected correlation and the lower the factors that may contribute to measurement error. The
time had to be extended to 28 days, with number of days between T1 and T2 ranging from 7
to 29 days, in an attempt to capture as many of the respondents returning for palliative

chemotherapy, as possible

Instrument Validity

Predictive Validity

The impact of the predictor variables age, gender and location of residence, on
patients’ reported health care and support needs, was empirically tested on two different
measures of need, physical need, and psychological need. Based on results, levels of reported
need, overall, were not associated with demographic predictor variables. Contrary to the
hypothesized relationship between gender and levels of reported needs, there was no
significant difference in levels of psychological needs between males and females. This
finding was not consistent with that of other studies. In a study of unmet supportive needs in
cancer patients, it was found that females were more likely than males to report psychological

needs, and, overall, the psychological needs domain indicated a higher level of need than all
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other domains (Sanson-Fisher et al, 2000).

The results of the test of the relationship between age and levels of reported physical
need also demonstrated no significant relationship. This finding is also contrary to earlier
studies.

Overall, results of the tests of relationships between sample characteristics, and
physical and psychological needs across the 5 ECOG groups, indicate that the PCNA-EAV
fails to demonstrate discriminant validity, on the sample being examined. These results were
unexpected, given the evidence from previous studies, the increase in frequency of physical
symptoms, as the functionality and mobility decrease, and the demographic and clinical
characteristics of the population. Further studies are required to explore differences. Larger

sample sizes may show differences, if differences exist.

Issues Encountered
A number of issues proved to be problematic for this research project. The major

barriers are discussed, with possible resolutions, and are itemized in Table 28.

IRB Approvals

One of the major barriers to completing the research project within the planned time
frame was an unanticipated length of time to receive IRB approval. The delay caused major
revisions to be made in the study timeline, and necessitated submission of requests for
extensions to both UAB and SANGHA IRBs. However, both these renewals were both

received within a two-week time frame.
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Screening Tools

The MMSE cognitive screening tool, used for screening pretest candidates proved to
be cumbersome to administer, and confusing and anxiety-provoking for some respondents.
This was especially so for those who had poor literacy skills, i.e., those with no formal
education, (28%) of all respondents, or only primary school education, (28%) of all
respondents. The RCs reported that they had some difficulty explaining the questions to some
candidates. Of particular concern was the burden imposed by the items requiring the
candidate to write or draw objects. It was observed that at least two of the patients had no
prior experience holding a pen — one female patient did not feel comfortable holding a writing
instrument, and appeared distressed by the experience.

A search was conducted to identify a cognitive screening tool which did not require
any handwriting or other literacy skills, and whose questions were easily comprehensible for
the target population. The Six-Item screening tool was identified as a possible replacement for
the MMSE. It is an English language, validated modified version of the MMSE. The measure
was translated into Arabic by one of the RCs. A group discussion followed the translation of
the instrument, and a consensus reached that the instrument translation, and the content was

appropriate for use for the pilot study screening.

Pretest Issues

The pretest was completed by 25 respondents. As each survey was completed, it was
reviewed for completion and for notes/comments from the RC. A number of problems with
specific items were identified (see Table 28). These issues were addressed in a group
discussion and modification made to the instrument. A complete list of all protocol and

instrument modifications made for the pilot phase is found in Appendix S.
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Duration of Pretest Interview

The time taken to complete the pretest interview was not documented for 5 (19 %) of
the respondents. For those whose time was documented, the average time taken to complete
the interview was 40 minutes. The minimum time taken was 20 minutes, and maximum time
130 minutes. The high maximum time was cause for concern; either the RC was rushing the
respondent, or there was incorrect documentation of the time finished, or possibly, there was
an interruption during the interview. No plausible explanations could be given by the RC
administering both interviews. This issue highlighted the need for repeated RC training and

monitoring, to standardize the administration of the instrument.

Translation

The English language translation and adaptation of the PCNA-EAV, was modeled on
previous work by Brislin (1993), Guellemin et al. (1993) developed a set of guidelines for
translation and back-translation, and to demonstrate cultural equivalency of the instrument.
The model proposed by Brislin in the early 1970s, served as the foundation for later work by
Jones et al. (2001), Harkness (2003), and Bowden and Fox-Rushby (2003), who each
extended the Brislin model. These extensions included additional steps, to aid in the
translation-back translation process, and to ensure cultural equivalency. Harkness proposed
that 3 sets of translators are necessary to translate a survey instrument: translators, translation
reviewers and translation adjudicators. She suggests each group should have varying degrees
of training with the target language, translation skills, knowledge of the principles of research,
and the design of the study in question. Ideally, this would certainly contribute to the accuracy
of translation and adaptation. However, being able to identify individuals who have these

skills and knowledge, and who are available to perform these tasks, when needed, is
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unrealistic for the majority of researchers in developing countries.

Instrument Modifications

In this study of patient needs, cultural equivalency of the instrument was imperative,
to ensure sensitivity to respondents’ beliefs and core values were respected. There was a need
for several minor revisions in the formatting, sequencing and wording of items, and
subsequently, in the translation of these revisions, as shown in table 29. These changes were
discussed by the research team, acting as translation reviewers. No expert adjudicators were
available for this study. On reviewing the responses in each completed questionnaire, and the
comments and notes made by each Research Coordinator, several inconsistencies and
inaccuracies were found. These were partly due to the wording and formatting of the
questionnaire itself, and partly due to inconsistencies in administration of the interviews.

The 25 pretest questionnaires were reviewed by Abdullah Al Garni, clinical
psychologist, who also administered some of the interviews. A small number of inaccuracies
in Arabic instructions and item translations were found. These inaccuracies were corrected

with a second back-translation.
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Table 29

Overview of Pretest Items Requiring Modification

Item No. Item Recommended Modification

Use generic term “doctor”, as other physicians, such
8 Need to replace word “oncologist”. as hematologists and palliative care physicians are
seeing these patients

i ? . .
How many drivers do you have’ Need to clarify between employed drivers and male

13 Respondent answered, “None”; uses .
family members to drive him about. family members

17 Co-morbidity response options are List each option individually - dichotomous responses
not mutually exclusive. Y/N

RC needs more training — does not understand the
concept of household income. Continues to note
respondent “Does not work”, instead of probing
deeper, and explaining concept to respondent

What is your average monthly
25 household income? Response
"None".

Need to expand response options, to include >12.

How many children do you have? Need to bring to front of measure with other
demographic items, to avoid asking this question of a
respondent who has never married

26

Patient is single. Need to bring demographic items to
28 How many wives do you have? front of measure, to avoid embarrassing moments for
respondents.
Need to insert an “If male, or widowed, skip to”
instruction, to avoid asking unmarried male how many
wives he has.

Failed to insert a “Skip to” in

28-29 instruction

Physician Referrals

A major barrier to completing the study within the planned time frame was the slow
rate of patient referrals. It was acknowledged when designing the study, that the level of
interest in this particular study, and in research activities in general, may not be optimal (A.R.
Jazieh, personal communication, March 12, 2008). Physician understanding of the purpose of
the study and the process of referral was key to the success of the project.

Several activities were undertaken to promote physician referrals, as noted in chapter
3. These included a presentation of the research project to department of oncology staff;

members of the research team attending grand rounds and oncology clinics and education of
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oncology nursing staff. These activities were only moderately successful, overall. The
maximum number of referrals in the 5-month enrollment period, was seen in the first month,
when 13 referrals were made; thereafter monthly referrals ranged from 4 to 10. This number
was disappointingly low, given that an estimated 33 to 35 patients a month would be eligible
for the study.

There were several reasons for patients not being referred to the study; the major one
being that many patients did not know their diagnosis. The exact number of non-referrals is
not known, as it was difficult to obtain this information from the physicians. It is believed that
the majority of patients with cancer at KAMC-R do not know their diagnosis, i.e., have not
been told their diagnosis (R. Al Shehri, personal communication, March 7, 2010; A. Osama,
personal communication, April 18, 2010). The issue of patients not knowing, or not being
told, their diagnosis varies between cultures (Hebert, Hoffmaster, Glass, & Singer, 1997) and
IS not unique to Saudi Arabia. The attitudes, values, beliefs, and previous education and
experience of the oncology physicians at KAMC-R, are also believed to have influenced the
referral rate.

Regarding inaccurate completion of referral forms, the main reason stated for this
problem, was that the clinics were too busy and physicians did not have time to focus on the
forms (A. Al Qarni, personal communication, January 19, 2010). The purpose of having the
referring physician, and not another staff member, i.e., a nurse, or social worker, completing
the form, was a) the physician must be aware that the patient was referred to the study, and b)
no inappropriate referrals were made, e.g. patients who had not been informed by the
physician that they were being referred to the study. The protocol required that the physician

complete the referral form, throughout the study recruitment period.
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Research Coordinator Training

When the pretest results were reviewed, it was evident that further preparation,
training, and monitoring of RCs, needed to be provided, to standardize the administration of
the survey. Some items did not have any response option documented. An example of this
was item number 33, asking about monthly household income. One of the RCs documented
that the respondent “did not work™ beside the item, instead of probing to determine how
much, if any, household income from sources other than employment, there may have been.

Weekly meetings were held with the RCs, prior to, and during the pilot survey, to
review the instrument administration process, and to address any problems arising. Limited
resources, in terms of time and staff available to monitor RC administration of the instrument,

and lack of full-time RCs for the project, were seen as a major drawback to standardization.

Recruitment, Screening and Enrollment Process

A problem encountered during the screening process was administration of the MMSE
cognitive screening measure. The four RCs all reported the MMSE cumbersome to
administer, and that many respondents found it confusing. Approximately four of the
respondents, who were illiterate, found trying to copy the simple diagrams difficult, and were
reported to appear anxious and embarrassed when attempting the task. A review of the
literature identified a validated modified version of the MMSE, the Six-item Screening tool
(Callahan, Unverzag, Hui, Perkins, et al., 2002). Expert group discussion reached a consensus
that this tool would be effective in screening out those referrals that were not cognitively
capable of participating in the survey. This tool was utilized for the pilot study.

The high maximum time taken was again, cause for concern. The RCs had been

counseled, regarding how to document time taken, and to note on the survey instrument if
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there were any difficulties encountered during the interview. Three delays were recorded and
taken into account when calculating time taken. No feasible explanation was given by the RC
— just that the respondent took longer to respond to items. No difficulties with any specific
items or the instructions given to the respondent, or physical problems experienced by the

respondent were noted by the RC. This issue highlighted the need for repeated RC training

and monitoring, to standardize instrument administration.

Table 30

Summary of Problematic Issues with Referral and Screening Process

Issue

Frequency

Action

Female patient not wanting to be interviewed by a
male.

Patients who did not know their diagnosis or
prognosis, or whose family members would not give
permission or said patient did not know diagnosis,
despite assurance from the referring physician that
the patient had been informed.

Lack of diligence/interest on the part of physicians
to refer patients to the study.

A daily review of oncology inpatients lists, and
outpatient clinic and chemotherapy infusion suite
patient lists, to identify new admissions and
potential subjects in the ambulatory care setting.

Lack of private setting to screen/interview patients
in the KAMC-R Emergency Room. Hospital-wide
shortage of beds lead to terminally ill patients being
held in the ER for periods up to 4 weeks, with some
patients dying there. 9 potential candidates were not
referred, due to this problem.

Breakdown in referral process: clinic staff not
notifying RC that potential recruits were in the clinic
setting,

1

The patient was interviewed by the female
RC 3 days later.

Patients not recruited. The co-PI counseled
physicians regarding the rights of patients
to be informed of their diagnosis and
prognosis, if it is considered in the patient's
best interest; i.e., will do no harm by giving
them this information. From an Islamic
perspective a patient may be told of their
condition to allow them to prepare for their
death (The Holy Quran).

Pl and RCs frequently met physicians one-
on-one and attending grand rounds and
departmental  meetings to  remind
physicians of the need for referrals.

Will be discussed in limitations of study

and will recommend inclusion in future
studies.

Patients not recruited

Meetings with nurse manager and nursing
staff to enlist their support in this process.
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Cultural Issues

This survey was conducted in Saudi Arabia, where several cultural issues, affecting
administration of the PCNA-EAV, were encountered. Firstly, one of the female respondents
requested not to be interviewed by a male RC. In Orthodox Islam, itis forbidden for a
female to be in a room alone with a male (mahram) who is not a close relative, e.g., her
husband, father, brother, or son. As a consequence there should always be at least one female
RC available to interview female respondents. No requests were made by male respondents to
be interviewed by a male, even though the same rule applies. When discussing this issue, it
was noted (A. Al Qarni, verbal communication, March 16, 2009) that all female RCs involved
in future studies, must also be comfortable interviewing males.

A second issue concerning cultural differences, raised by Abdullah Al Qarni, was the
difficulty assessing the non-verbal responses of females, in relation to the burden of response.
He noted that it was sometimes difficult to judge facial expressions, when only the eyes were
visible. The majority of Saudi females wear the head covering (hejab), and a veil covering the
face (nigab), in addition to the black robe (abaya), and sometimes, black gloves. This is an
issue that has no resolution, except to sensitively question the female respondent about any
difficulty they may be having in formulating a response, or experiencing discomfort with a

particular question.

Instrument Content and Formatting

Upon review of the findings by the expert panel, a consensus was reached to delete
part of the introductory statement for the pilot version of the PCNA-EAV, as this was seen to
be redundant. None of the respondents requested to take a rest break during the interview.

Even when a rest period was offered it was declined by all respondents.
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A scale (I = No difficulty, to V= Extreme difficulty), was included below each item on
the pretest version of the instrument, to assess the degree of difficulty, verbal or non-verbal,
that the respondent was having with each item. This scale was deleted from the pilot version
of the measure; however, as the RCs reported it was particularly difficult to objectively assess
some female respondents’ non-verbal response, as their faces were covered by the traditional
veil.

A key issue negatively affecting the flow of questions was the sequencing of
demographic items, as reported by the RCs. Although the sequence was not seen to bias the
responses in any way, it did cause instrument administration to be more complex than
necessary, requiring additional “SKIPS”, when certain respondent demographics were
unknown to the RC.

It was determined that it would be prudent to modify the item sequence, placing
demographic and clinical items at the beginning of the interview to filter out respondents to
whom subsequent items did not apply (Bowling, 1998). These initial items were structured,
non-threatening, and easy for the respondent to answer, €.g., item number one "Where do you
live?” These changes reduced the number of “SKIPS” and potentially avoided inadvertently
asking inappropriate questions, e.g., asking a “Never Married” respondent the number of
children he or she had. On completion of the pretest, it was found that all respondents were
able to complete the interview without needing to take a break. Findings indicate that, overall,
the PCNA-EAYV instrument is not a burden on respondents. It also shows that the translation
of the instrument demonstrates cultural equivalence, and is an acceptable measure of needs

for use in the target population.
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Respondent Comments

The one question at the end of the survey, asking respondents if there are any other
questions they would like to see included in the questionnaire, produced unexpected
responses. Instead of proposing additional items, the respondents were reported to have
understood the question to be asking what improvements or additional patient services they
would like to see at KAMC-R. The item wording therefore needs revision, to be clearly
understood and to elicit the information requested. The RCs need to restate and clarify the
question, if inappropriate responses are given.

The responses to question 33, about any additional questions to be added to the
instrument revealed a selection of interesting opinions regarding existing services are listed in

table 31.

Table 31

Comments from Respondents

Comment Frequency
Need more educators, and focus on education about disease 4

Need more psychologists and counseling

Need more community support for Saudi cancer patients

Need more social services to arrange for transportation; for airline tickets, and for tickets to Mecca
Need more beds and more doctors

Need better management of clinics and clinic time

N NN R RPN

Need Moslem scholars for counseling

These unsolicited opinions reinforce the need to include patient (consumer) focus groups in

future study design.
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Limitations
A number of limitations, which potentially influenced results of the study, have been

identified. These limitations are discussed in this section of the chapter.

®  The study employs a cross-sectional design, thus, no casual relationship can be drawn
from the results. In addition, the differences in results between this study and other
studies could be caused by the difference in the study design and the sample size.

®  The study utilizes a non-experimental design that is limited by the inability to control
for unobserved factors that could confound the results of the study.

® The sample size is small, and therefore study findings may not be generealizable to the
study population.

® This is a correlational study, and therefore a cause and effect relationship cannot be
inferred. Other study designs considered, were a time-series cross-sectional design, or
a longitudinal study, to examine how patients’ needs change over time. However, for
this population, with advanced cancer, the drop-out rates due to death or deterioration
in physical or mental status precluded these two options.

® The exclusion of patients considered too physically or cognitively fragile to participate
and those who did not know their diagnosis or whose family members refused to
consent to the patient’s participation. This may have resulted in an under-estimation of
the needs experienced by this patient population.

® The use of only one survey site. The small sample size (n = 50) potentially affected the
power of the study. It is recommended that future studies validating new instruments
for use in Saudi Arabia conduct the survey in multi-site settings. This will increase the

power of the study by providing a larger sample size for data analysis.
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® The dependence on participants’ self-reporting their needs (Newell, Sanson-Fisher,
Girgis, & Auckland, 1999). Previous research suggests that self-report may be
unreliable to its dependence on patients’ memories and individual response processes
and the possibility of social desirability bias (Sudman, & Bradburn, 1974). However,
research has also indicated that patients’ self-report of symptoms is more reliable than
those of physicians or family members (Morrow, 1984). To account for this possible
limitation to self-reporting the period for recall was limited to four weeks.

®  Restricted availability of interview setting. The availability of the outpatient clinic
rooms for interviews proved to be a challenge. A chronic shortage of clinic space
resulted in the designated interview room not always being available. It was taken by
clinic physicians to examine patients to reduce waiting time, which was laudable, but
caused short delays for some interviews. On several occasions the interview was
interrupted by clinic staff needing the room. Disruptions were minimal overall, but
this highlighted the importance of having a designated interview room.

®  The inaccurate self-report of comorbidities. Research has shown that the number of
comorbidities experienced by individual patients influences their level of need
(Valderas, et al., 2009; Satariano, & Muss, 2008). Due to time and resource constraints
it was not possible to collect the co-morbidities data from the Medical Record of each

participant. This information would be beneficial in predicting the level of need.
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Recommendations
A number of recommendations are made, subsequent to issues encountered, during

implementation, and examination of the findings of this research project.

Resources

This study highlighted several deficits in the resources available to effectively
implement a research project of this nature: a) There must be a dedicated team, assigned full-
time to the study, to recruit participants, to administer the survey instrument, and to follow-up
patients who would otherwise be lost to the study; b) There must be an experienced
biostatistician available to actively contribute to the study design and data analysis, in order to
optimize the reliability and validity of an instrument; c) The Pl must have sufficient time to
devote to overseeing the project and available to resolve any issues which may negatively
impact the efficiency and effectiveness of the study; d) RCs must be bi-lingual, and fluent in
the language in which the interviews are conducted; d) An experienced researcher/trainer
must be available facilitate RC training and understanding of their role in the study. The
trainer will conduct repeated RC training sessions, prior to implementing the study; monitor
respondent interviews; and, as necessary, repeat training sessions through the course of the
study, to ensure standardization of administration and minimize response and administrator

bias.

Staff Education
It is strongly recommended that the research team provides ongoing education and
information about the study, for all staff involved in the referral and recruitment process. In

order to maintain the active interest and participation of physicians and other staff, in a
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research project in a busy health care environment, verbal praise alone will not suffice.
Further review of the literature, and discussion with colleagues, must be undertaken, to

determine how best to maintain staff interest, and thereby increase referral rates.

Comorbidity Data
It is recommended that comorbidity data extraction from participant medical records
be included in the design of future studies, to ensure accurate documentation of respondent

comorbidity history.

Interview Setting

To ensure an appropriate private setting is always available for uninterrupted
participant interviews, a written agreement should be signed by the nurse/person in charge of
the area where the interviews are held. This form should include the name/number of the
room designated for conducting the interviews and an agreement permitting posing an
“Interview in Progress” notice on the interview room door. This agreement form should be

included in the study protocol.

Pretest

The pre-test was used to fine-tune the survey, and refine the questions in a qualitative
manner. Feedback received from the expert panel, interviewers, and other professional
colleagues, elicited some comments and recommendations. Of specific interest were
instrument acceptability, and the need for additional items, deletion of items, translation

accuracy, and content and format. The process provided some helpful suggestions for revision
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of portions of the PCNA-EAV, and provided a more contextually accurate, and appropriate

measure of KAMC-R patient needs.

Burden of Response

To more clearly establish the degree of burden of response, it is recommended that
more feedback is solicited from the patients for whom this instrument is designed. This may
be done by including items about the quality of the questions and response options in the
survey, in addition to the 2 questions about the level of difficulty at the end of the survey.
There could also be open-ended questions, asking about the acceptability of existing

questions, and seeking respondent opinions about how the instrument could be improved.

Future Research

As a result of this preliminary study, it is recognized that further evaluation of the
subscale structure of the PCNA-EAV is required to demonstrate psychometric validity of the
instrument. One approach is to replicate the study, using a larger sample size, in a multi-site
study, and to analyze the data using factor analysis, to confirm the validity of the subscale
scores. A recommended minimum subject to item ratio for factor analysis is 10:1 (Tabachnick
& Fidell, 2007; Nunally, 1978).

The low Cronbach’s alpha values for some subscales were disappointing, e.g. the
religious/spiritual scale. However, even those scales with a good or excellent alpha level (>0.7
acceptable, >=0.8 excellent), may not indicate one dimension (one subscale or domain).
Conducting factor analysis (FA) to determine dimensionality of the scales of this instrument,
as demonstrated in the SCNS and NA-ACP methodology used to validate new instruments

(Sanson-Fisher, et al., 200; Rainbird, et al., 2005). Each measure was developed from a pool
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of items, using principal components factor analysis, to confirm the factor structure and
reduce the number of items in each scale. The SCNS comprised 5 domains, physical, health
system and information, physical and daily living, patient care and support, and sexuality
needs. The NA-ACP measured the needs construct, using 7 domains, medical daily living,
communication/information, psychological/emotional, financial, symptom, spiritual, and
social.

Factor analysis plays an important role in instrument development and validation. It
maximizes the likelihood of the scales to demonstrate internal consistency. However, the
sample size must be sufficient for this type of analysis. In the Rainbird study, (2005) 246
(59%) of the 418 eligible patients completed the survey, and in the Sanson-Fisher study, 888
(65%) of the 1354 eligible patients completing the survey. These sample sizes were
considered sufficient to conduct factor analysis in both studies. In the PCNA-EAYV study, the
sample size was limited to N=50, due to limited time and resources available. Future research
using FA, to further develop the PCNA-EAYV will help to establish the construct validity of
the scale. In addition, further studies are also needed with larger test-retest samples to
establish the test-retest stability of the instrument, and to confirm the PCNA-EAYV stability
over time.

Future studies may also include examination of the religious/spiritual needs of this
population, or expanded across diagnoses, and across health care facilities in the Kingdom. A
better understanding of the religious and spiritual needs of Saudi patients would contribute to
improved quality of care and improved quality of life for all patients.

Based on the findings of this preliminary study, it is also recommended that studies are
conducted to examine the education and information needs of SANGHA patients, to

determine how best to meet their varying needs.
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Conclusion

Findings of this preliminary study indicates, the PCNA-EAV has the potential to be a
reliable tool to measure the health care and support needs of patients with advanced cancer.
The utility of the PCNA-EAV depends on its predictive validity. If reliability, validity and
responsiveness of the instrument can be confirmed, through larger, multisite studies, it has the
potential to be a useful tool in service planning, for palliative care programs throughout the
corporate NGHA organization, and in other Islamic, Arabic-speaking cultures. Once fully
developed and validated, the PCNA-EAYV could potentially be a reliable measure to identify
the needs of specific groups of patients with advanced cancer, in specific geographic areas.

This study is significant, in that it is the first Arabic language instrument designed to
measure the perceived needs of patients with advanced cancer. It is unique in that this
interviewer-administered instrument is culturally-specific, for use in Islamic, Arabic speaking
societies.ldentification of needs, as viewed from the “consumer” perspective, enables
providers to plan and deliver appropriate and effective health care services. The information
elicited from this survey will also contribute to healthcare policy-makers’ understanding of
specific problems encountered by those suffering with incurable cancer and to formulate
strategic plans to remedy gaps in services to better meet patients’ health care needs efficiently
and effectively. When patients’ therapeutic needs are understood by those professionals
providing direct care, patients are more likely to be satisfied with care, better able to cope
with their illness, and feel more strongly that their needs for clinical services had been met
(Yamamoto, Acosta, Evans, & Skilbeck, 1984). The findings of this survey will contribute to
the existing body of knowledge of patient needs. The design, methodology, issues
encountered, findings, and lessons learned, will provide a foundation for future survey

research in the Kingdom of Saudi Arabia, and elsewhere in the Arabic-speaking world.
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# Question

English Back Translation

CONSTRUCT: Physical - Symptoms

1 [$aaldl dag )Y alel) Jisacluall dlalin) e (1S oS

How often did you need a help within the last four weeks?

1a [V g Jaladl

Coping (dealing) with pain

1b |osdil) 4 gria a Jalatl

Coping (dealing) with difficulty in breathing

1lc |Pea¥ ae Jalall

Coping with exhaustion

1 [osd) pland) o Jalad

Coping with insomnia

le |g) syl ol / ol e Jalatl

Coping with nausea or vomiting

1f (Rl i pe Jaladl)

Coping with loss of appetite

1g [eldh 5/ JSYI 3 sram pa Jaladl

Coping with dysphagia or difficulty in swallowing

1h [diasy) ge deledl

Coping with constipation

1i [elaatl o /50808 o s ylandl axe ae Jaladl)

Coping with urine and stool incontinence

1) | minl Consll o Jula

Coping with impotence

CONSTRUCT: Physical - Activities of Daily Living

2 [ st daaldl a3V wall) L sae Lsall elalind Jana oS S

How much in average you did need help for the following, the last four
weeks with:

2a |Saleaiall ol Jley)

Washing or bathing

2b [feludle i)

Dressing

2¢ | (L 3) sl e el

Getting out of your bed

20 | $48 55 b o) D sdial) 6 sl e cpe BSY il

Walking for more than 10 steps? (for example, walking in the room)

26 | faldl (ge a5 (uad 3 grac S sial) €z ) 3 pem

Going upstairs? (for example, going upstairs for 5 steps?)

2f 953l U Juall (51 €6 gun U oLl

Performing Wadhu, washing before prayer

29 |93l sl gl 953U oo

Performing prayer? (for example, prayer ritual)

CONSTRUCT: Physical - Instrumental Activities of Daily Living

20 |5 5 edl Aaadll i1 5 e SRl o) S rial) € susdl

Shopping, buying necessary things and personal effects

21 [scadamll i pleddl s g o) (6 riad) €30 531 Jlae )

Domestic work such as preparing meals or cleaning

2 |Sdaall Al Y clila g el

Performing regular duties at work

5k 5183l e s ()5 jndly ikl (ads e ) siall Sl diad) §aadl) Jasll
[PAERVRN]

2k

Personal mobility such as finding someone to drive you by car to your
clinic appointment or visiting friends

CONSTRUCT: Physical - Childcare

21 |9 s S e aal Clall el yuaans

Preparing your kids for school daily

2m ¢ cudl b st el

Caring for your children athome

0o peiSa 1) € ol A agnlali A ey ) 5iSaty S LY J8 Alg 555

20 [ syl 4 ol il

Finding transportation for your kids to perform their activities outside your
home, such as going to school or medical appointment

CONSTRUCT: Psychological - Self-Efficacy

3 [l A ) i) JBa

During the last four weeks

38 | e pe aBU el b ) AEIL el

| felt confident to cope with my sickness

3 (S0 sudl i e Asbial 5 LT 31 A paad) Al 1L Abeiall i) 383 3 jally @y

| felt freedom in making decisions related to my health care that | am
receiving related to cancer

3C e i s Jsalild) e 5 ey et

| felt am unable to manage mylife issues due to my sickness

& daall Dl il haalie Y ee elel oLl ) pain) JelUaid 8 of A8IL @pes

3d Jasll S 3 )

| felt confident that | could continue doing my regular work such as
working at home or at work

3e |ile @l ) alalL Ayl o 58 8 AEIL G el B e je (g pe

Inspite of my sickness, | felt confidence in my ability to care of other
person under my custody

3f [elaas L) o (ol b Caaadl Sl i) ¢ dpnlie ) alis elaly Ll i caapusd

I became less interested in doing my regular activities such as talking on
the phone or visiting friends

39 [Adeisy) 58 Ol s T s ST e iles

My sickness makes me more aware about my emotional power

3h |dla Gl J1)be Sl dals 550 o et

| felt that my role within my familyis the same

CONSTRUCT: Psychological - Depression

4 (2 o S Aol (55 bl Looking eagerly for every new day

4b [ Oasudl G e s slaall 3 o Y oly | feel that | have no goal in life because of cancer

4C [ Sy (Dhes) e Jial Loy (S3Y Qully jadd | feel guilty because | am considered a burden on my family
4d |4 S an asd Jara Average sleeping hours are good every night

e | e on Al Wl o iy e | feel appreciation from my close persons

4f Agﬂimuﬁy&»_\;ia;}gy

I have no one around to talk to about my feelings

4g |osale e

| feel sad

ah [l kAl e

| feel scared of my future
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CONSTRUCT: Psychological - Cognition

Sa [suall clashedl agd Sy g0a N

I have difficulties in understanding new information

5h g seed e cin 1 LL2Y) ST L34 a

I have difficulties in remembering events that happened a week ago

5C A s Lol o Iolina i€ puaa Cllagan o B3 puias (30 SY 38 51 3 4 e

I have difficulties in concentrating for more than few minutes on tasks
that | used to easily do

5l [ ) el GALELES B A 98 Ty m 5

I'have difficulties in making small decisions related to my daily routine
activities

Y VPPV SN Fyur o%

I get confused easily

CONSTRUCT: Social - Relationships

6a (i) s  Ble e fa

My sickness improves my relationship with my wife

Bb |(1 dels sl Jhels fns)

My wife / husband is very supportive

BC Sl e dsilel e ( (a53) i) ol daya sl golid iy e

| feel I could comfortably talk to my wife / husband about my problem

60 .ot g daladl G Lygra (Jag)An) (o e g daladl (f Dygra (2 s 4aln)

My wife / husband have difficulties in dealing with my sickness

Be | .ore i gl el i Aal ) aey (o 81y Caa ya ) i

Since | got sick, myfamily feel uncomfortable to spend sometime with me

Bf | s i g pmns (o sy Ladie oum s (s s BB T iy el o S ey

My relatives make me less anxious about my sickness

69 | 8l pans o punk ladie o e g gy B JT il el (s ) s Jileny

My friends make me less anxious about my sickness when they stay with

CONSTRUCT: Information Needs

7a | A Jlel @I gl pudl (a ya g gady ST Cle sled il

I need more information about the cancer that | suffer from

7h | on ey Aeiall 5 J Lol o shedll g gy (5 )lina ) lina Ul

I am confused about the information presented to me about my therapy

7C |4k el 3 gl pudl (2 5 (43 jea )i La Sy s )} 550

I have been told all what | want to know about my Cancer

70 [ B Bl 3 an 3330 s iy 3 o) 591 b o of Sl

| prefer that the oncologist looking after my case makes all the medical
decision on my behalf

7e [ S Al s s ol pan o ya Janali BBling s s (5 o)y 531 e o i o Qo]

| prefer that the oncologist following my case to discuss mysickness
with me in the presence of myfamily members

TF [ ae g e Jeall s Bl Al w1l (530 215 ) aarda o g of Jusl

| prefer that my oncologist to discuss my sickness with me only

70 | Gl B e zlinl (B e sled) paan Sl 25 30

I have been given all the information | need to look after myself

Th [ .sis pasass S laglen J) gl

I need more information about my medicines

Ti | 3l daf g 0 saling ) e sledl pen Sl (55l sl Joan 0

My family members receives all the information they need to take care of
me

CONSTRUCT: Information Needs -Source

8 |[suiecis Ao g JAedid) e gledl) Information offered to me by was useful
8a [s-Y cph Family doctor

8b [psY) e Oncologist

8C |l il Nursing staff

8d |cwelaia¥l cptad) Social specialist

8e |adl ifia Patient educators

8f |0 Al adll Other patients

8g (s Family

8h |elaaYl Friends

Bi [l o st : Jie ) Lade ) Jilud)

Media Services such as TV or newspaper

B [(lushdl il Jie ) de salad) e lad)

Printed materials such as booklets and brochures

Bk [cunyl claia

Internet web page

T il 3 Gl fedl e pmll Ao 530 e, 5 1 1 0m e o

? (R (5) s 1) )

On scale from 1 to 5, how difficult is it to getinformation that you need?
For instance, scale (1) means very easy and (5) very difficult

CONSTRUCT: Communication

108 [ dalid) Ao 1 s JS ke

My physician discussed all available care options to me

10b [V 5l man o dal s el ke il

My physician provided me with clear answers to all myinquiries

10C [Lealsl Loy B dsanal) JSLEAN paan 7 g s IS5 b 75

My physician explained clearly to me all physical problems that I may
suffer from

10d [ el sisd Lasie: cilim padl s () sn sadll iaghs

Nurses understand me when | talk to them.

106 |48 3)f Lo glasd o 330 8 1 il sl () g yadl) (pniy

Nurses spend ample time listening to what | want to say.

10f [ s Lo il 2l (i padl gl ) s padl tiany Lasic

When nurses talk about home, I understand what they say.

100 | ot Sadedl Fum 95 5 500 s (s Lotie 3 UL o il

The interpreter is always available when needed to translate the
instruction that is given to me.
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CON

STRUCT: Social Support - Numerical

Slaa ey M) AL iy e o

How many female adults are living with you?

11

9055 L s 18 il rEual) Sellen cpling ) i) iy 8 ae oS

How many female adults, above 18 years of age, are living with you?

12

feliy A Glany S Sladdl) e oS

How many house maids are working at your house?

13 |feld wla oS How manydrivers do you have?

14 agale ALY SIS o iy Sy (e Bal Aol 2y b () sie (3 dlille o) A 2 o< |How many family members are living at an hour drive from your house
$ieludl that you feel you could depend on for help?

CONSTRUCT: Social Support

15a | sbus gl ) il Lad agdle slaie V) S eliacd 55 (5 I have a family and friends whom | can depend on when | need any help.

15D [ o 8 4 S Lo 550 ol 31 A1 ) 5 My family members visits have decreased compared to visits before my

sickness

15C [sare (0 o Sl b G sn (530 SBaal ekl My friends show their concerns about me inspite of my sickness.

15d Loy 3o 0580 Loie aindl b o 55 0 o 30 2 53 My family wants me to be admitted when | am sick.

15€ [sa e s (2 AY) (2 s sme iy yadd | feel being isolated from people because of my sickness.

CONSTRUCT: Religious/Spiritual

16a [.me ) dee 8 Le Las o s I believe that someone has made magic to me.

16b |.cpm cund il s I believe that | have been hurt by an enemy.

16C |k leo 8 Lo Lt o e I believe that somebody pray badly for me.

16d | .oberY Ulaial s Lai) ibaal Lo o s | believe that my sickness is a test of my faith.

16e [ A (Al ) dpls g ) s My religious beliefs are strong.

16f |l o s 80 3 lam afraid from the judgment day.

169 |4l e lie @ ouin ye o s | believe that my sickness is a punishment from God.

16h |13 s s s glithd V4 jiag Cogue God will forgive my sins for this sickness.

CONSTRUCT: Needs Priorities

17 [0l Lilly Lgiea ] saala How importantto you................... ?

17a el ebilhlis 2Ll o daelud driga e bue Jaat of to get a professional assistant to help you perform your daily activities

17b |l JSUia (Y Ayiga 8acbsay T3 o to get a professional assistant for any emotional problems

17¢ [Sotandl G e o gady ST e glea e Juan to get more information about cancer

17d [ el (a e 23y A8l 3 Cle guin g (m grads ST il glea o Juantif to get more information about treatment of cancer

17e ¢ hile 8 eleliy i 2L L s o to get psychological guidance to help your relationship

17F (i ) Slasy il Laas of to getreligious guidance or spiritual guidance

179 [$dadl o dlimisae o Shaig to get assistance in transportation

17h [Seidl b dliisae ey Laad o to get assistance in walking

170 |9 plasin¥) e Sl se Lusay (Jas o to getassistance in bathing

17] [$desaeloe S Juanigf to get financial assistance

17K |48 Aapaly Jasi o to get dietary advise

171 |9l e e elimisacbuay Jaad o) to get assistance in caring of your children

CONSTRUCT: Financial Support

18 [sabdl da ) w38 During the last four weeks,

18a |4 jidl il gl gdy (3 g (e Cuiile I have difficulties in paying my domestic bills

18b penAj gwlfm A._f.i Ju Gl Cuile, | havg difficul.ties paying the cost of my medical care (i.e., medicine,
Akl 5 el A sa) Sl rdual) medical equipment)

18C .l (o Lol lie oaia ya in My sickness is considered a financial burden on my family

Medical History

19i [pd b i pla) Hypertension

19ii [l (alal Heart diseases

19iii | Sl (=l Diabetic diseases

19iv [ al el Kidney diseases

19v (431 Ll Lung diseases

19Vi [Bam Lo )5 Y g None of the above

ilw' Al gl Other diseases

19a |l ol 1 21 Gl Y1 8 L What other diseases are you suffering from?

20 [¢ ol e s AT oal i e D L Gk S5 e a8 ;z\grr:]hzr;yctgs'esrgave you been admitted to be treated from diseases

21 [Fhnld G e D il s S8 How frequent have you been admitted to the hospital in the last 6

months?
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Sl 43l 31 il ¢ i e

What kind of therapy have you received for cancer (if you received more

22 £l o e Spuai ol ela i s gl (e g 5i e ST Cadli 1) sl than one type of therapy, please mention them)
220 [ stesl 2200 Chemotherapy
22ii [ eladY) z 20l Radiotherapy
22iii |31l Surgery
22iV |58l M) Hormonal therapy
22v [l e Not sure
03 FOk sl g 2lal A S i Claa ol Clawind o &l o o Have you ever used traditional therapy for cancer? (Herbal therapy or
&S sl oliel S rdual) cautery)
23a [fletiyad ol G A gAY cliadl gl A L J(JF) B Tell me what type of prescriptions have you ever tried?
Demographics
" oS ol ‘ Where do you live?
e JS (bl (Rl S ] ) i gl | S Sl Where is your permanent resident, if you are temporarily living in Riyadh?
241 o=l & in another city
24ii | Al duae S in a small town
24iii [5_wea A2 S in arural area
24iv [Ad ) Al 4
25 [t cilian addet (st BT 2 e Whatis your highest educational attainment?
25 [ oaldai adeicllia ad No regular education
25ii | 5 sl Secondary school or less
25iii |4 College education

26

fsoedl s havgia o e
€3 Gy S AaY) are Juait gl bes Y 1Y) S sy

What is your average monthlyincome?

For example, if you do not know or you prefer not to answer, itis okay.

26i |Jw 2000 e i Less than 2000 SAR
26ii |2,000 - 4,999 2,000 - 4,999

26iii 15,000 - 10,000 5,000 - 10,000
26iv|10,000 e siSI more than 10,000
26V |Taslia cud Not sure

26Vi [y ax Judil | prefer not to respond

27

ad) s 3 e () sy ) Gl 2 oS

How many persons are living with you atthe same house?

28

Ssleall 28 Ll I, 015 L da

Is your father still alive?

29

lall a8 e el gl e o

Is your mother still alive?

30

¢ o) SBlaas s el s oS

How many adult siblings do you have?

31

TR SIS S A

Bl

How many adult brothers (48 years old and above) do you have?

selig: a0
¢ ) ebl Al ae oS

32 How many adult sisters you have?

33 [Fha, ) dlls Al Whatis your marital status?

33i [t \esiie Married

33ii [4daJiNdeJ Widow

33iii [4ilke /3lka Divorced

33V [aiic / Jaiic Separated

33V |liwe z 55 A Never married

34 |felaliag;aS How many wives do you have?

35 [TVl (e el < How many children do you have?

36 [fdl 8 e sivny cpdl Sl 2 oS How many children are living with you at home?
37 %4 Gt 6V J il Caa s Judl o Le Whatis the right description of the house you live in?
370 P\ dse Villa/ house

37ii |4as apartment

37iii |Ae tent

37iv [ AT oS other housing

38 |fell e g gV olidl jran p Le What is the source of water to your house?

381 [(Adadl) dpen i A main source (desalination)

38ii [sle L well

38iii |+le <l 5 tanker

38iv |4l g il extra additional pipes

39 |l jid Juai (A A0 56 B jrae o e What is the source of electricity to your house?
39i |wsnY None of the above

390 [ (sLioeS AS ) ot Sl Haadl Main source (electric company)

39iii

5

Generator




CON

STRUCT: Setting of Care

40a

I3l @ gl 2 il o8 o) S

| prefer that my family take care of me athome.

40b

sidiineally ¢y ST Ladie das )5 4 jally jad

| feel isolated and lonely when | am admitted at the hospital.

40c

iy eliie V) il ¥ Levie i) o S Judl

| prefer to be in the hospital when | can not take care of me.

40d

o sl Yl s ol 8 O Y

I leave it to my family to decide where | will be taken cared of.

40e

PEISEYR V= EN WENU=p WD V-] ) U1 S| G | I S PR Vg GV LK)
il Q6 ) o judl n e
Ol m e ol Dl Ll Ly 505 ) 65 8 (el 5 elala) () oS5 (1S 1)

If my family is unable to take care of me, I would like to live in a special
medical institute for the care of terminal cancer patients, (a place where
doctors and nurses receive special training to care for cancer patients).

Burden of Participation

41 [ronlS Ja e au 0ol ALY (o (((paiad ) Siai e ale JC In general, what do you think about the questions in this survey?
410 [l L very difficult

41ii [l N ima difficult to some extent

4 i |4 sixe reasonable

42iv [t ) dlens easyto some extent

41y [Ralad e Very easy

42 |iladad cilS da ble S8 In general, were myinstructions ........ ?

42 |l dia very difficult

42ii [lo s ) iea difficult to some extent

42iii |4 sixe reasonable

42iv [t ) g easyto some extent

42y [aad e very easy

43 [ 3ol JLsY elleiudl cd ) Joh S el L ale JS5 In general, what do you think about the time spent to complete this
430 [l dish too long

43ii [ ) dish long to some extent

43iii | J sine reasonable

43iv e s ) e shortto some extent

43V |l i very short

44 [ 3,363 28l o 3 el jas cailS S ale U8 In general, how was your experience in taking this survey?
447 |l Ln iy s very hard experience

440 Lo x> ) iy a3 bad experience, no sure extent

44iii

iliag Y

no effect

44iv

Loas Aoy 4 i

positive experience to some extent

44v

Al A 4y a8

very positive experience

45

SN G sl 35 ¥ 538 I 5 AT 5 m Apmsd) il o3l LS 32t Ll s

e sl gl JEs3 o el gl Ayl ALl ki US 1Y) S b Lo L) 1Eal)

Are you willing to take this survey again within one week from now? (to
help us make sure if we were asking the questions on the right way /

Thank you for giving your time to

participate in this research activity.
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King Abdulaziz Medical City — Riyadh Expert 1D #
National Guard Heath Affairs
Department of Oncology

EXPERT REVIEW OF THE PATIENT NEEDS SURVEY INSTRUMENT

SUSAN VOLKER, PHD CANDIDATE,
UNIVERSITY OF ALABAMA AT BIRMINGHAM, USA

Title: Development and Validation of the Palliative Care Needs Assessment — English/Arabic
Versions (PCNA-EAV) Instrument for Use with Patients with Advanced Cancer

Dear Dr. Al Safi,

| am inviting you to participate in this palliative care needs assessment project, as one of a panel of
experts in this field. This research project is being conducted in partial fulfilment of my doctoral
degree in Health Services Research at UAB, in collaboration with the Department of Oncology at
KAMC-R.

Would you kindly review the both the English and Arabic versions and provide written feedback by
checking the appropriate box and writing comments/explanations (in English) for any particular item in
the comments column.

This survey will be followed up, within one week of the completed questionnaire being received and
prior to the instrument being pretested, by a short interview to clarify any comments you have made.

Additional issues to keep in mind include:
= Is the instrument comprehensive? Does it include all the domains (topics e.g. physical,
psychological, etc.) that you believe should be included in a needs survey?
= Are the response choices for items appropriate? Should there be more options added?
= Are the interviewer instructions clear?
- Are the introductions to each new batch of questions easy for the respendent to understand?

Please any additional comments in the space provided on the last page of the questionnaire.

This is a draft instrument and will be pretested on 25 subjects. Data will be analyzed and additional
modifications to the instrument made, as required. Your feedback is much appreciated.

N.B. Please make all notes/comments in English, for the purpose of qualitative analysis.

Thank you for your support of this project. If possible, would you give me your written
feedback by Wednesday, January 21, 2009, ready for the next phase of the study.

Protocol No. RC08/033 1
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National Guard Health Affairs Department of Cncology
KAMC-R Fatient Needs Assessment Survey

Expert Rewew of Survey Instrument - English/Asabic Versions

Protocol #: RCO87033
Expert ID:

Include in
. - S| G| o
Changes
N N
CONSTRUCT: Physical - Symptoms
1 In the last four weeks, how much need for help did you have:
Thsdal A i1 A B B teall Saliad e IS a5
1a Dealing with pain
,.I‘rl s el
b De:al\ng with difficulty breathing
il iy snn n Julaill
1 Dealing with fatigue
g ¥l s el
14 Dealing with lack of sleep
ol pland o Juedl
e Dealing with nausea and/or vomiting
F1iy) i f e Lt
" Dealing with poor appefite
gl i e el
1g Dealing with difficulty eating and/or swallowing
oL i ] ) g e el
h Dealing with constipation
Syl ga Jaladl
5i M\ng with bladder and/or bowel incontinence
cladi] g f5 A% 5eli€ a0 Jalal]
i Dealing with sexual dysfunction
gl sl e it
COMSTRUCT: Physical - Activities of Daily Living
2 ‘On average, over the past four weeks how often did you need help with:
1oy Al A 1 g A Bl Salzal S S5
2a Bathing or showering
Tolaaz g il
I Dressing yourself
ol M'\
2 Getting out of bed?
(1) el ot el
‘Walking more than 10 steps
Include i "g::e "
include in re .
z Er=ren Questionnaire | with Comscns
Changes
N N
2d Prompt: For example, walking across a room
T B ot S T s e g )
Going up stairs
2e Prompt: For example climbing up 5 stairs
ALl e i 5 et s S T 2
o Performing Wudu {Ablutions before praying)
Sl B il 51 T guin g L
2 Performing Salah (Prayer Ritual)

Sall o il 5f oAl eld

CONSTRUCT: Physical - Instrumental Activities of Daily Living

Zh

Shopping
Prompt: For example buying groceries or essential personal items
St 2] L2y et gl Sl o 3 D3

2

Household chores
Prompt: preparing meals, cleaning
Sall g plakell Cdae y i) g A el s

2

Performing your usual duties at work
Prompt: Inside your home or at place of employment
el 3 gl sl g el

2k

Personal transportation_
Prompt: For example, having to find someone to drive you to keep a clinic
appointment, or visiting friends

Felina 5 ) g iall 1 e 0 5 ey Bla b i o el S0 T umtall ash

On average, over the past four weeks how often did you need help wi
i s e A

2

Getting your children to school each day?
€ L0l 1 St Jamd

2m

Caring for your children at home?
£ Sl Felidy el

Getting transportation for your child’s (childrens’) activities outside the home

Prompt: Getting them tc school or to a doctor's appointment
£ ol Bl il 22 ol Jumf
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Include in

2 (er= Accurate E:;mse% e == = Comncas
Changes
M M
COMNSTRUCT: Psychological - Seli-Efficacy
2 ‘Over the past four weeks :
e fae ) it e
2 | have felt confident | can cope with my iliness
gt et B e g3 AR,
| have felt free to make my own decisions about the health care | receive
A related to my cancer?
(glie FES gt Py PIE]
3 | have felt | cannul manage my life because of my illness
(s i A e el s
| have felt confident | can continue my usual work activities
3d Prompt: For example work at home or in place of employment
o g Bl o
| have felt confident in my ability to take care of those | am responsible for,
e despite my iliness
ol Sl o 250 5 3 58
| have little interest in doing everyday activities
3f Prompt: talking on the phone; visiting with fiends
Attt AL el bt B
My iliness has made me more aware of my emotional strength
39 s il 1 A el elgd o il
ah | have felt that my role within my family has stayed the same.
A3 plpeloy 280 e e
COMSTRUCT: Psychological - Depression
1 | lock forward to beginning each new day
32 e ] s
™ | feel | have no purpese in life because of my cancer
EEUNERN T A
™ | feel guilty that | may be a burden on my family
4 ‘On average, | sleep well every night
Ak e e
te | feel | am valued by those close to me
(o S e iy e
Include in
2 Question e n | T Comments
Changes
N
& Ilhaveno-onemu;lkhuanoutmewaylam feeling
ey M e S e Y e p
| feel sad
49 i e
ah | feel fearful about my future:

o S la gy igalls i

CONSTRUCT: Psychological - Cognition

| have trouble understanding new information

5a
Baall Clagleal pgd s s 2al

| have difficulty remembering things that happened a week ago

Sb AR, :
eladyl £5 &l s 20l

| have difficulty concentrating for more than a few minutes on small tasks | used
5¢ to do easily

A S i

| have difficulty taking decisions about routine daily activities
g M 2355

| am easily confused

5e . . f
SR ETC TIPS

CONSTRUCT: Secial - Relationships

My iliness improved my relationship with my spouse

Ba .. .
gk G s S el g
My spouse is very supportive
&b i
b Sl g e Sl 2ay
P | feel | can talk freely to my spouse about any problems | am facing
N e ey
& My spouse is having difficulty dealing with my iliness
(Bt e 45 e oo 3 g () o it pind T et
. My relatives feel uncomfortable spending time with me since my illness

o o Qe s By gl a3 aal

My relatives make me feel less wormied about my iliness when they spend ime:
of with me
oA P s B s

My friends make me feel less womried about my illness when they spend time
6g with me
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Include in
_ Cutturally Question Include in Qaire .
# Question Arcurate |Equivalent| Construct | Clear | Questionnaire | with Comments
Changes
[ v [l v e n N
[ o morm v o o W B (i) s e N (S N
CONSTRUCT: Information Needs
7a | need more information about my cancer
a o] (5 gyl b g g ] Shagial gad
b | am confused by the information | have been given about my treatment
mtes Akl Rl gl i (3 s ) e
7 | have been told all | want to know about my cancer
(3 ) , ‘) .
s o g e el b o 4k e S g
7d | prefer my oncologist makes all my medical decigions for me
(5 e Tl S A gt Bae ] e
| prefer my oncologist discusses the details of my illness with me when my
Te family are present
(et 2 3y el na i ol L gl 0 e e ]
7t | prefer my oncologist discusses all the details of my iliness with me only
e o g Lol o A3 1 )61 s s o s
70 | have been given all the information | need to take care of myself
Huu;nJu o :'.:.QG-M S gleall paan Al 330
7h | need more information about my medications
el pepass gl Sl ) gl
My family members have been given all the information they need to take care
Ti of me
(5t Bl i g g goling A Cdagleall pann o (3 e shinc] uon Sl
CONSTRUCT: Information Needs -Source
5 The information given to me by was helpful
IFPICK LS W0 PR V- [T PP |
. My family doctor
inall gy s
o NN
Aogh s
e Mursing staff
A
e . . . .
&d :
ceelia ) padlat
Patient educators
R
Include in
# fion Culturally Question Include in Q'w;lﬂ:e . ments
Changes
M
Chal] cpdial)
Other patients
Bf -
el oo
Family
80 B il
h Fl_ﬂen’ds
elinai
& Media, e.g. television, radio
{8 g R Py Eais T Pl gl
5 Printed Information from the hospital (e.g. brochures, pamphlets)
1 { e glaall L e S ) e paall i gheal]
K Intemet Websites
et
‘On a scale from 1 to 5, with 1 being really easy and 5 being extremely difficult,
how difficult was it for you to get the information you needed?
9 Sy L A
Flealind 3 Claleall o gl Lo st L 5 ] e ol
(gl gl e (5] 30 e o (1)
CONSTRUCT: Communication
108 My doctor discusses all the options for care that are available to me
oAl M i Sl B e 20
106 My doctor gives me clear answers to all my quesfions
i gt o e
10 My doctor has explained clearly to me about the physical difficulties | may face
© . .
Leel st s 1 Bl LS e gy S e A S
104 My nurses understand me when | talk to them
padl Sl e S iy gl s
10e Nurses take time to listen to what | am saying
AL il e o B S gl gpm gl S
10f | understand what my nurses are saying when they talk to me.
g Lo e 1 (s el i) e gl it L
There is always an interpreter present when necessary to translate instructions
10g | am being given
o el Cadeal) e 715y g Sk Lais 13 (B8 il 22l

COMSTRUCT: Social Support - Numerical
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Include in
s Question | e Comments
Changes
M N
How many adult female relatives live with you?
" Prompt: Aged 14 vears or over?
[ |
12 How many maids do you have at home?
T A e ST adad o S
1 How many drivers do you have?
S8 W
How many family members that you feel you can rely on for help live within one
14 I‘_l)ul’s drive of your home? X L .
slall | 3 pgde Lo W1 ifals o ptty i o B Aol i o g (el Sl 31 F 1o oS
3
CONSTRUCT: Social Support
152 | have family and friends | can count on if | n.eed any help.
Al gl ) Cntal e gl S ) S pla g5l 54
15b Since my illness members of my extended family visit me less than before:
(e ke 2 e BBl 5 21 D ey B
150 Friends show they care about me, despite my illness
e e e e el g
154 :ln!yiami\y wants metoheadmilte.d into hospital when | am sick.
Loprpgdlos Anul J et ool 25
158 | feel isolated from others because of my illness
(oo 20 0 e e a2
CONSTRUCT: Religious/Spiritual
16a | believe someone has caste a magic spell on me
T o Bl gt s S
160 | believe an evil eye affected me
Lo Tl 0
16¢ | believe so‘meone has prayed to Allah for me to get sick
o5 152 e Lat o S
16d I belie?'a that my suﬁa!'ing is a test of my faith
e sl g W sl e gy el
16e I’Wy spiritual beliefs are very strong
i o f Al ) Aday 1 SloEca
16F | am afraid of the day of judgment
il g gh Ly el s gl
include in
& (er=ten Accurate Equﬂ:e% e | = 5 SEmES
Changes
N N
189 | believe my illness is a punishment from Allah
A el A s ey B
16h Allah will wash away my sins because of this illness

8 i b s i B iy S

CONSTRUCT: Meeds Pricrities

How important is it to you:

17 .
T il gt g
17a To receive professional assistance to help you with your daily activities?
T ) Sl | o Aol diga Br bty S
P To receive professional help with any emotional problems?
Sillaidl JLta 5 g Bl Biad
17e To receive more information about your cancer?
Tl g e gt 8 Shagles o st i
17d To receive more information about issues about your cancer treatment?
el ey B 3 e gl g pageady i Siagh o (aal g
7 To receive counseling fo help your relationships
e
T s J By i 48 des
17 To receive spiritual counseling?
o L:.g]uj;“x.:gﬂj,,;\-j
7 To receive assistance with transportation?
° TEl e il Bl Bl
\7h To receive assistance with walking
Tl o il Bl Bad o
. To receive assistance with bathing
' T et Je Sl ket
7 To receive financial assistance?
1 Tl Bclan o uaad
17k To receive dietary advice
e Gt 2an
m To receive assistance with caring for your children?

T e e S el et

CONSTRUCT: Financial Support

18

‘Over the past four weeks:
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Include in
. et Culturally | Rep Question | Include in mm . S
Changes
N
ozl s 91 e s
18a | have had difficulty paying my household bills
il A o B g pa e
| have had difficulty paying for my medical expenses
Prompt: for example, medications, medical equipment
18 e e st Sl
kel F el T g1 2 1)
18c My iliness is a financial hardship on my family
g el e
184 My household income has significantly decreased because of my illness
gt Ra B s 5 ) S50 il
Medical Histary
19 For which of the Tojlowmg illnesses have you ever received treatment?
Tl al il a5 LT Sadh 4
i High blood pressure el s AL
i Heart Digeass [ P
i Diabetes Al gl
w Kidney SE
¥ Lung gl el et
wi None of the above Gl 23y
wii Any other illness AT gl pal
192 Which nlher sefious illnesses have you had?
Tz ol A (5 A il T A e
How many times have you been hospitalized for treatment of an iliness other
20 than cancer?
R D e el e e e il
21 How many of these hospitalizations were less than six months ago?
ol Bl 521 S G e b i e Y m i S e
‘Which type of treatment have you received for your cancer?
a7 Prompt: If you have had more than one type of reatment, please tell me which
o gl pal i Il gile
FISN 5 2 L s e 8 9l a5 S Sl 1Y e
i Chemotherapy gl
il Radiation therapy S ol
i Surgery Al
Include in
Include in Qaire .
& =i Questionnaire with SRS
Changes
N N
i Hormonal therapy sl zall
v Other A
wi Unsure e
Which other treatments have you had?
2 Slaati g AN Aol Lyl Bl A L I ((J ) B
Have you received any tribal or traditional remedies for your cancer?
23 Prompt: for examp_lt_a herbal medicines ur‘l:auhery
s ol z3iad 5 dmt Clivag g e ol e b
8 el e mta)
218 Tell me which remedies have you tried?
Tl o ll B 1 5 AT sl g A ln (S )
D .
Where do you live?
24 Prompt: Where is your permanent home, if you are only temporarily in Riyadh?
S
—Lf:@umwwaduﬁulﬁ&ﬂ A 2
241 In Riyadh
24ii In another city
24 In & small town
24iv In a rural area
25 What is your highest level of education?
fagde Clian baded g i ol e
25 No formal schooling ool b Bl
25ii High school or less Gy eps
25iii College graduate i
What is your average monthly household income?  Prompt: If you don't know,
2% or if you prefer not to answer, that is fine
5060 Ba bigia g e
LICENTIE T L FICPEEE Y PEFIS TU
26i Less than 2,000 Riyals Jlsy 200 pe B
26ii 2,000 — 4,999 Riyals 2000 - 4.999
26iii 5,000 to 10,000 Riyals 5000 - 10.000
26iv | Mere than 10,000 Rivals 10.000 o =i
26v Not sure [
26vi Prefer not to answer e
- How many people live at home with you
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Include in
Culturall Cuestion Include in Qaire .
# Wr=m Accurate Eq.lvdgﬂ Constuct | Clear | Questionnaire| with Comments
Changes
[ N | N ] N N
Tl et e g ptin (il palA T s S - - -
8 Is your father stillliving? . . . .
Bl 13 e Sy ) La e
i HEESETR
Beall A e Sy S e u
ag How many adult siblings do you have? . . . .
T ol SHEAS  SEEY e pf
TG TTIETTY ZuT D OTeTS 7
R EEESEEE
TN T- I
How many adult sisters?
= [ HEETECE
33 ‘What is your current mantal status? . . . .
Ty e el
| e R, I N s
33i | widowed e e | [ ] [ |
S| Duores e I T N o
33| Separated ST TRIT R IR
33w Never Married gl a4 e [ ] ] [ ] ]
“ How many wives do you have? . . . .
T dalday)
. How many children do you have? . . . .
Teliil e dlal 8
a5 How many of your children live with you? . . . .
ol s S
- Which best describes the kind of home you live in? . . . .
BB e (]l iy o A e
Ed Houservilla EEN |l el
a7 | Apartmen = N I
arn | Ten s I N
v | oter s N I
a8 ‘What is the source of the water supply for your home? . . . .
LE TR S R
38i Mains supply () ) At s ) [ ] ] [ ] ]
Include in
# Question el | Sare- Comments
Changes
M M
3Bii Well water e e
38iii Tanker eacdy
38iv Standpipe L) gem i
. What is the source of the electrical supply for your home?
£ ol o ) B o BB s 8 La
3%i None RENTS
3Gii Main supply (el 85 22 15 o 1 el
3Giii Generator S
CONSTRUCT: Setting of Care
e | prefer that my family take care of me at home
gl & e g 2
a0b | feel isolated and alone when | am in the hospital
el o s By R e
A0c | prefer to be in the hospital when | can no longer take care of myseif
(s AT B Y e Al B ] g S
204 | leave it to my family to decide where | will be cared for
el e gl B G A
If my family are unable to care for me, | would prefer to stay in a health care
facility specially for people with incurable cancer. Prompt: a
place where doctors and nurses are specially trained to look after patients with
40 cancer
R sl Remsn o B 2 G g 5 B 2 g S
A ¥ o e )
ol sm o plaa Tl Ll L 5 1 A 5 i paaly el % (S 202l
Burden of Participation
1 Owerall, what did you think of the questions in this survey? Were they:
LSS FA U et SAL (e ) S e Gl R
41 Extremely difficult lall Amia
41ii Somewhat difficult L M ima
atii | About right Ugina
4liv | Somewhat easy [PYERCE T
Extremely easy FEEL I
. Owverall, were my instructions to you easy to follow
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Include in
Include in Qaire
Questionnaire with
Changes

Comments

N

# Question
e
42 Extremely difficult Adaliiaa
42ii Somewhat difficult R
A2iii About right s
421 Somewhat easy [FYES i
42y Extremely easy Adaldlen
‘Overall, what do you think about the length of time it took to complete this
43 survey? Was it
) e ey Ayiall S3 g g B8 e de o
s
430 Extremely long el e
43ii Somewhat long [PESE S
A3iii About right Jga
43iv Somewhat short [FRE g
43w Extremely short = et
‘Overall, what effect did taking this survey have on you?
44 Prompt: How was your experience taking this survey?
T Sl ), e s S e oo B2
JEW R PN s g e
44i An extremely bad experience S
Adii Somewhat bad experience o B
44ii | Had no effact P
Adiv ‘Somewhat positive experience L e
44v Extremely positive experience Al e i
‘Would you be willing to take this same survey again in one week’s time?
Prompt: To help us be sure we are asking the questions in the right way. You
& are free to choose to retake it or not, as you wigh.

L R T 3 £ 5 e L5 S e el o i i S
L s gl o alplly Sl g el V8 el B s e S imielaad lal)
R e L 5 AT el 3 L an A ] e L)
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| Participant ID # |

INSTRUCTIONS FOR RESEARCH COORDINATOR

1. ALLINSTRUCTIONS FOR THE INTERVIEWER ARE IN UPPER
CASE FONT

2. AL DIRECTIONS/INFORMATION, QUESTIONS TO BE
ADDRESSED TO THE PARTICIPANT ARE IN LOWER CASE
FONT.

3. KEY TO RESPONSE
INSTRUMENT:
e PNTA= Prefer Not To Answer, NA =

OPTION HEADINGS IN THIS

Not

4. CIRCLE THE NUMBER CORRESPONDING TO THE RESPONSE
GIVEN TO EACH ITEM

5. NOTE THE PARTICIPANT'S INITIAL RESPONSE TO EACH
ITEM, TO IDENTIFY ITEMS WHICH THEY FOUND DIFFICULT
TO ANSWER, LE. THE ITEM WAS UNCLEAR, OR NOT
ACCEFTABLE, AND DOCUMENT BY (TRCLING THE NUMBER
CORRESPONDING TO RESPONDENT'S INTTIAL RESPONSE
TO EACH QUESTION, LE.

I = NOPROBLEM
I = HESITATED (BUT NO QUESTION OR STATEMENT
BEFORE RESPONDING)

o=
v =

ASKED A QUESTION BEFORE RESPONDING
MADE A STATEMENT ABOUT THE QUESTION

COULD NOT UNDERSTAND
THINK QUESTION IS NOT ACCEPTABLE

v =
Vi=

6. A GOAL OF THIS STUDY IS TO IDENTIFY ANY PROBLEMS
THE RESPONDENT ENCOUNTERS WITH THE WORDING OF
ITEMS, AND LEVEL OF COMPREHENSION (HOW EASY OR
DIFFICULT IT WAS TO UNDERSTAND THE ITEM/QUESTION
BEING ASKED).
THERE IS A SPACE AFTER EACH BATTERY OF ITEMS TO
ENTER THE RESPONDENT'S COMMENTS ABOUT HOW
EASY/DIFFICULT THEY FOUND IT TO UNDERSTAND AND
RESPOND TO EACH TTEM AND THE INTERVIEWER'S
OBSERVATIONS ABOUT THE RESPONSES AND RESPONSE
BEHAVIORS.
8. THE LAST QUESTIONS ARE TO DETERMINE THE LEVEL OF
DIFFICULTY/ACCEPTABILITY  ASSIGNED BY THE
RESPONDENT TO THE INSTRUMENT

Al yas pall Jaals G AL 0 Saadd) Clade K 1
Baily 5)S papmidl Lhadl WYy Claghad [OILY X 2
SR AU DS s 3
ke =hab Majias Sai=ce
SAKILS UM A N S s 4
Yo Uil Y adl Gl pas e dad LD g 5
5 By D D) 2 ] kil L S
D3y 3l aagd Lpus g g DS GE S ) pagid
Az s
(L, i SO UM i) jad g f s

Ay

SR O3 s G i i 1 1) 295
Uil iiade = m
Adaiipdds el ke = IV
MOl = v

A s i u ey =

=1
=0

oD D o GlAD b el SR A a6
W g Aaaly 30 2 e Lol oy 4 gaidll 55
Ania e el

O padall a2 53 ol o oty D Bl sl foay 7
SAISUSIN il 3gua g U g o0 sl y ¢

figpaad 5 ica 30y Comlaal p g  Jad i S PP Sy 8
g )

Before we begin, do you have any questionz about the
survey?

{IF THE PARTICIPANT HAS ANY QUESTIONS, PLEASE ANSWER
THEM AT THIS TIME AND DOCUMENT EACH QUESTION THE
PARTICIPANT ASKS IN THE SPACE PROVIDED BELOW}

I have some instructions for you to follow as you take the
survey:
If you have any difficulty ering a q 3
interview, I would like you let me lmow:

* by telling me about the difficulty you are having

in thiz

without having to stop and think, please do so.

I will be writing down some notes to help me understand
later what problems, if any, you were having with the
questions.

(A..l).\llm.)aymf-ﬂpi:‘idﬂ&,\-\".}j
A 3 gy oY el iy o panlill el A gy Ja )

Al o A e STl o0 Lo\ i g i Clada® o S0
i AL W ol i i e U S D il 1
Dad paledad D Lpuals g s @b e o
A IG e e pdid g ¢
Oy e O3 ALY o Ua) ubid CIE 138 5 sy o

A Gige I8 QLG 38 Joad ) AL 438 LB 8,€55 Jai oy

| = No Problem 1 = Heskated, DUt NO QUeSTION OF Comment before: M = Askeda betors e} P ] = ROMO33
respondng
IV = Mage 3 statement about the queston V1= Think hhe question is not acceptable’ P 20f 14
betore responaing V = Coud not understang queston nappepnss e
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| Participant ID # |

We will start now with a of g i b
problems. Many people npmence different problems as
their disease progresses. We would lilee to lmow about how
much need for help you had with any physical problems you
may have experienced over the pasr four weeks, as a result of
having cancer.

Flease choose one from these five possible answers:

o Hist d — this probl . d you —
and you continue to need a great deal of help
® Moderate need — this probl d you d

dizcomfort and you continue to need a moderate
amount of help

¢ Low need — this problem caused you mild discomfort and
you continue to need a litde help

Anal J9 S0 AT S5 ALY e Al 7k o L g
G iy el a5 LS AT S G Gl o I ey

AT AlSaall peasll Clda i pa aaly 4520 ela M1
bl el S A A pud = dalaY =
A B sy aly i luaall Cuily A A €= Caali Gala =
galiial o) Laa iy huw Zdj s J Cuu =

Lis dala =

oo eyt g rlifae Gy = daogaiala =

® Need satisfied — was 2 problem, but had help and no | bl o le iy ual ldjae Jluwy = ualiala =
longer a problem
® No need —not a probl
{CIRCLE THE NUMBER CORRESPONDING TO THE RESPONSE}.
Great Mogeras Litle Need No
1 In the last four wesks, how much need for heip did you have: Ne=d Need Need Satisfied Need
ool g ) gl B e Lall il ) ik IS € dala iala N . a3
- _ 3 5 ._‘ 1
5 gt d.h..n’,u 15
Dsaling with pain .
1a A1 s JiaD 1 2 3 4 s
1 oI ImIV Vv w
1o Dsaling with difficulty breathing L 1 2 3 4 5
1 oI ImMHIV VW
1ic Daaling with Tatigue 1 2 3 4 5
(ml'}uﬂlym
Ww v w
1 Dsaling with lack of slsep . . 1 2 3 4 5
3000 a8 A8 pa L
1 oI ImMHIV VvV w
1e Dsaling with nausea andior vomiting 1 2 3 4 5
(o pkil) 3l g/ hdiall s JdeaTD
1 oI ImIV vV w
i Daaling with poor appetite . 1 2 3 4 S
| nll\-;"iit. ]i J
1 oI Im IV Vv w
19 Daaling with difficulty eating and/or swallowing 1 2 3 4 5
Al g SN L s JaaTD
1 oI Im IV vV w
n Dealing with constipation 1 2 3 4 5
'._ujltam
1 oI ImIV Vv w
1 Dealing with biadaer and/or bowed Incontinence 1 2 3 4 5

Sl g Sl Bl o g JdadD
1 O Im IV V. w

{IF NO SPOUSE, NOT LIVING WITH SPOUSE, OR LIVING WITH SPOUSE BUT HOSPITALISED FOR MORE THAN | WEEK DURING LAST FOUR

WEEKS, SKIP TO Q. 22}

1 Dealing with sexual dysfunction
) el pn i
1 o ImIv Vv w
1k Dealing with decreased sexual desires
Lad i Jiax
1 o0 ImIvV V %

1 = No Probiem I = HesEsi=d DUE NO QUeSSON Or comment before
respondng
IV = Mage a ststement about the queston
before re=ponding V = Could not ungerstand question

Ml = Asked 3 question before responding Frotoeol # ROMIO33

V1= Think the question i not acoeptabile’ P*3d14
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I Participant ID # I

Sometimes patients’ ability to do their usual daily activities s ¥l [Dha Auiic ) S0LS o0l b 80,8 opads ALY u LAy
changes over time. These next gquestions are about your

ability to perform your usual activitiez over pasr four weeks.

Please ch the which best applies to you: o e ST B Ua Y Adad ela
Al af e Thone: M-t o fiie T Mot of fhe Tihue: Somme (o) filloa e B0 el (AN B (CE M 8 Gibi Y
of the Time; None of the Time

On averags. over the past four wesks how often did you AloftheTime  Mostofthe  Muchof  Someof  None oftne
2 neednelpwitn: Time theTme  the Time Time
e i Al das llc.,-l-.l‘ .l-&_auéahu‘}.
-3 YT ol I T
AE Ak T CTRR T
2a Bathing or showerng ¥ - N 1 2 3 4 3
i § LEW
{ TWMIV VW
2 Gettng dressed 1 2 3 " s
Hlla gy
P I mMIV Vv wm
2c  Gettng out of bed? 1 2 3 " s

L2 A) o G4 paged
1 oI ImIV VvV wm

o Waking more than 10 steps 5 2 3 4 s
: For example. walking 31088 3 room
& @ erlu'qp).&wﬁ[ _.A'l
o mIv w
Going up stairs
= Prompt: For example climbing up S stars L - 3 4 s
',\-J._p\.l.\»ﬁé,uo\&"* NP
O ImIV vV wn
x Performing Wudu n " 1 2 3 4 5
olall JA Joid i S guinghy plild
I BE IV VW
29  Performing Salah o . 1 2 3 4 s
Gilall G el o Sl sl
1 @I IXIV Vwn
n 'Fuwnmgmumm 1 2 3 4 5
Ciaoa sl g.t-[';;.a.ld ‘\,.,5\4‘_,,..3
o Iw vawm
Housahoid choras
2 Prompt: preparing meals, cieaning ~ ) B 1 2 3 4 s
Juci g e laTll g alaladl Chmy slae) o SR 5000 Jlac P
Gsall

D MmIV VW
{IF FEMALE. SKIF TO Q. 2k}

3 Performing your usual work duties 1 2 3 4 s
"M;!m,&\;l..\,su
I Iv Vvwm
Transportation 10 get o an appainiment & the nospital
P Prompt: For exampie, 10 se€ your 0octor or keep 3 cinic 5 2 3 4 s

el U5 s Slaheal add o gm0 € D
Tl ju) 5 k)
oI mIv v wn

| = No Probiem 1 = Heskated DUt NO QUESTON OF ComMent before M = Azked 3 question before respondng Protoeol = RONNO33
rezpondng
I/ = Mage 3 stytement 30Ot the queston V1= Think !he question iz not acceptablel’ Page4of 14
before rezponding V = Could not ungerstand question napproorae
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| Participant ID # |

Some of the following questions are about needing help with
children at home. Firsdy, I need to kmow:

5  Howmany chikiren o you have? )
T, A3 2 i

it oD DIV vV w
{IF NO CHILDREN, SKIPTO Q.3 }
2m Helping your children get ready for school each day?
Tage JS A pnall ARG SIS jgad Sl
1 DI IXMIV Vw

2n Caring for your children at home?
"_a.lid.\_hu;l_:l'
1 Iw v w

Notez:

B U o D) o e 5 el | ol BT il ) e

None =l 1
One =ly 2
Two o= 3
Three e 4
More than three Ll 5
Sl e s S ) S e B

1 2 3 - S

Many people with cancer feel they cannot cope with their
everyday lives as their dizease progresses. These next
questions are about how you have felt over the pasr four
weeks about your ability to manage your life situation. Please
choose the answer which best applies to you: None of the
Time; Some of the Time; Much of the Time; Most of the
Time; All of the Time

3 Overthe past fourweets: A o )
Tl A Y aad Yl A

a3 | have felt confident | can cope with my liness

Gah aa ABT el 8 o A G el
I oD mImv voaw

3 Over the past four weeks - - pay o .
Tasld &) aday) 2

| have feit free to make my own decisions adout the healh care |
k') mmmwww’
UQIMU&).JM.J))JIM;!Q)JAH;_
'ﬂﬂwﬂujuml
I O miIv voaw

3c  Ihavefel| cannct manage my e because of my Hiness
f’gu.u‘l\;mlz,‘.\loxh_lmu’.
W v ow

| have feit confident | can continue My usual work activities
3¢ Prompt: For example work 3t home of 1 piace of employment
Auicy Juc YU D _!)\,n_j‘ _".hhl.a_}.ltm.l’_d
I oI ImIv vow

| nave eit confident I my 3biRy o take care o those | am
3 responsiie for, . despite my Hness
Al Caal i 338 Sy Sl 5 g0 il
P W W WM

Al G P S L e T S D AL D SN 55

o 8us DU J53 o S iy
Adayl e Jual (gl S W B ) a Liams oy G 3 T

None of he Some of Much of Most of the All of
Time me Time the Time Time The Time
@ o Ly TS i 2 Juall
3 =31 i = L ida)
3 # # )
1 2 3 4 s
None of he Some of Much of Most of the Al of
Time me Time the Time Time The Time
‘jl\i! Ty g‘t—iﬂ —= cag ) e Juali
= =4l =i iy

| = No Problem
responding

IV = Mace 3 statement 3bout the queston
before responaing V = Coua not uncerstand queston

1 = Heskated, DIE NO QUESTON OF Comment betore:

M = Azked 3 question befors rezpondng Protocol # RON/033

Vi« Think the question IS not acceptabile’ P*sd"‘
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|  Participant 0 # |

Different people experience different emotion: when they
have a serious illness. I am now going to ask you some
questions about how you feel, in general.

For the next items please choose the answer which best
applies to you: None of the Time; Some of the Time; Much
of the Time; Most of the Time; All of the Time.

4

43 100k forwand to beginning 2ach new day

ap  I'eel guity that | may be 3 burden on my family
O_J.J J&(Z\A){nb.,uu .a)\_l-\LH'
D BN Vv

I %ee! | am vaiued by those ciose to me

4a lmlmmmlnmmumym

J-h).thp)‘_u.ulall Jhul_p,..o
n mIv vw
4e |%eel feartul about my future .
B e
1B BNV OV nm

Notes:

i ey 303, 3 D s A S

eﬁKaJ-pmﬁ&&hﬁﬁwwdﬁNuo
G o A el LGP QR i Lyl g Yy

None of the Some of Much of the Most of All of
Time ﬂ!;rm Time the Time the Time
Ay At "'_.‘7:,"" gl oalx  cigae cig X

Sometimes patients with cancer find their ability to think
cleady change:s over time. From the following statements
please choose the response that bests suits you:

All of the Time; Mozt of the Time; Much of the Time; Some

e e T i

B e e e ]
R T T B P

of the Time; None of the Time
5 Alofthe Time Most of the Much of the Some of None of
Time Time tueTu'rL: The Time
X -3 2 M. . o i Jl]
Cig X gk dglg g ¢ 5,

Sa | have Youble understanding new Information
A&J‘J‘M,’@QAQM&
1 B IV Y W

b lmmmmmm
ww&ﬂe“‘)‘*‘l BTy ] JQMJ
mWw v w

Sc | have diMculy taking decisions about routne dally acthities

g ) .Ld.u.md))l.u‘ bed

1 I IV vw

sd  |ameasty confused S
e

I mmv Vvw

Notez:

1 2 3 B S

Sometimes people with cancer find their relationships with / &a3)) sl Aad la 3 Sl Ghid CEN (o e U1y

friends and family change over time.

From the following statements please choose the response
that bests suits you:

Swongly Disagree; Dizagree; Neutral; Agree; Smongly Agree;
Prefer Not to Answer

W}JW}%’I‘WW#N&“MM
sl ac Sl ok B g G oF das Fae 0l e

| = No Prblem
respondng

IV = Made 3 statement about the queston
before rezponaing V = Could not ungersiand queston

1 = Heskaled, DL NO QuUESTON Or comment before

M = Askedd

betors e Pr l # ROMA33

V1= Thirk the question Is not acceptable/’ P*ed14
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| Participant ID # |

IF NOT MARRIED, SKIP TO Q.6C
Swongly Strongly PNTA
6 Csagree Disagree  Neura  Agree Agree -
‘#{._‘_.:“ s da Fu L e *:_‘:'
&a Mymmnqmnmnw 1 2 3 4 5 9
A.uﬂ,;l-\fr =
!\’ vw
€b My spouse is very supportive of me 1 2 3 4 5 El
s Jﬁb;\,;ﬂ& Jt&u‘.n‘“
1 oI IDIV VvV w
Bc My reiatves are very supportive of me ) . 1 2 3 4 s H
Fosels la o8
1 O IO v
0 MyMenos are very supportive of me p s 1 2 3 4 5 3
Somelsla I3
1 oD ImWw v ow
Notss:
Now I am going to ask you about information you think you ki dly led dalas & G5 3 Claghed) e oo oF) Sl i
need, related to your cancer and treatment. Choose one of the
following responses which best describes how you feel:
Strongly Dizagree; Disagree; Neutral: Agree; Smongly Agree: Aol e 6 B 8 dlaa @ sat B
F 4 Syongly Agree Newra  Disagree  Sirongly
Bt Fa - Fum L=
73 | need more Information 3dout my cancer . . 1 2 3 4 5
G sl s e g 5 Dl =)
P N Vwn
L) lmnmmau'mwmmnqpaw P 1 2 3 4 s
Gl s e Qi g land
P 2R NN WM
I prefer my oncolog'st makes 3 my medical decisons for me
e = ) O ) gt 350 2 5 b agl F S 1 2 3 4 s
1 oI IV vV ow
7 mmmymmmmamylmmm 3 2 3 4 s
.n‘,ug..,,_se.m b F
I m I\' vw
7e | have deen given al e Information | n2ed 10 take care of 1 i 3 s B

v....u.:,n_,n,u :u_u,un Gl E
I I'V vw
My family members have been given al the Information they
b n2ed 1o take care of me Lt 1 2 3 4 5
Al S o ppliag D Jagdadl sa e S I A Laa Al

&
R IV VW

Notes:
| = No Prblem 1= D no or before 1l = Asted 3 question before respondng Protocol & ROMO33
mzpondng
IV = Mage 3 statement 300ut the queston V1= Think e cuestion iz not acceptabie’ Page 7 of 14
betore mzponang V = Coud not understand queston napproprse age
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|  Participant ID # |

Patients get information about their illness and treatment
from different sources. I am now going to ask you how
helpful different sources of information have been, to give
you the information you need. Please answer with the
response that best suits you: None of the time; some of the
time, much of the time; most of the time; all of the time.

{FOR EACH ITEM INSERT THE SOURCE OF INFORMATION
NAMED IN EACH ITEAM:}

8. The mfommation Ziven to me by was belpful
ga  Mydoctor
"
B W Y
8  Nursing staf N
A A

O mIv vw

8 Other hospital Staft
Sl AL a ey
O mIv Vvawm

B The media (£g. television, Newspapers)
(S 2 gﬁil u‘)y;:‘]“ut_ﬂ
r

ge Printed Information (2.g. Drochures,

pamphiets)
(Sloshad L2 - Sa ) de phall Sl gledd
1 O mMIV vV wn

D

E HI W VW

On 3 scale Yom 1105, with 1 being really easy and S baing
extremely difficutt, how dificult was 1 for you 10 get the
9 Information you needeg?
el = Jpaal Lpus gule, 5 31 oo pdda
RFENEN
Ll --(5): lAuo-.—-U )
W v wn

Has o ladie LSy aguinl ps Wi Claghdd ko ouiajad Jussy

upmﬁ&&h ul!-pu’l‘mhbﬂdﬁ»)ho

QTR T - 1 T R P P )
(wal 2 A s U Al e i )
Noge ofthe  Someof  Muckof  Mostof Alof
Time the Time the Time the Time The Time
cly g 15 -'"__":‘r -'_‘"f e cdX

1 2 3 - S

Now some questions about communicating with your doctor
and other hospital staff, some of whom are not fluent in
Arabic. Just to remind you, this information iz confidential
and will not be given to your doctor or any other staff.

Pleasze choose one of the following responses which best
describes your experience in communicating with staff
Strongly Dizagree; Disagree; Neutral: Agree; Smongly Agree

il D Ly Sl aa el A Al ALY ams D STy

08 S8 o 33 Dy AED SlaliY) pedaly 55 o Hie g jilang
Bl e e adas B e 8 Gk B 8

10 Noae of the Some of Mnch of Most of All of
Time t&;nne the Time the Tmne  The Time
Sddn S L deae dpx
103 My doctor answers 3l my questons . 1 2 3 4 5
rueu;gv‘!.-hu
I DBV VY wn
| = No Prblem 1 = Heskated, DU NO QUeSTON OF COMMeEnt before - Azked s betore ] Pr l # ROMO33
rzpondng
IV = Mage 3 statement 300ut the queston V1= Think the question 's not acoeptabie Paoe 8 of 14
betore mzponang V = Could not understand queston napomenae age
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|  Paticipant D # |

Noae of the Soae of Mnch of Most of All of
10 (coneay Time !b}’nne :b'li'ane the Tone  The Time
dyddn TG LS deae das
sop My Joctor nas expiained ieary 1o me about the physical _ 4 g » .
prolems | may face
ey e e B e ey Sy s L2
Ik W N
10c My nurses undesstand me when | taik 10 them 1 2 3 4 5
*J-&h)u.n;hﬂ,mﬂv_nﬁ
1 oI ImIv vow
10a There Is always an Interpreter prasent 1 ransiate, If naeded 1 2 3 4 S

Sl e 33 K aa b 2ol
] D IRV VYW

People with serious illness get different types of support from
wvarious friends, family, or other sources. I now have some
questions about any support you may have from different
people away from the hospital.

None alyyy 1
11 Howmany female relatives can you rely on fo help youwnle youare  One aly 2
w . Two g8 3
T pa ol el e Al P AL TS e X s thon o Jooe 5 4
1 D IV Vv ow
None alsyy 1
How many mads do you have at home? One nly 2
12 T ke Dl Clalidiae £ T0 g3 3
More than two Joe X 4
1 oI IMIV VvV w
None alyes 1
413 Howmany dnvers do you have? One nly 2
Prompt: such 3as male relatives or employed arvers. ism. e Two a5 3
g = More than two RERVE- B

& nsdid (D ¢ ol oA L B ol g ila
1 oD mIv vV v

Different people have different beliefz about the causes of ay g s il oo Ll Sl e 4gleas Lo a0 Gl

illness. These next items are about your beliefs in relation to
your illnezs. Please choose from the following responses:

Swongly Disagree; Disagree; Neutral; Agree; Swongly Agree; o s e sl 35 A0 Cllaifl e il y JGa3 o i o 5 S

Prefer Not to Answer.
Strongiy i = Seneaty
3 - N
14 Disageee Dizagree eutral  Agzee Ags PaTA
F = W . @ o ae ki
ks I = - S i Uyl
14 | Delieve that my suffaring is 3 test of my faith o 2 3 P s 3
‘rhgll.id‘t]‘hu‘lhn_';._&\
g BRIV ¥ w
140 | pelieve an evil eye affectea me 2 3 4 5 9
oI mIiv vmw
14c | befieve my liness is a punishment from Allah X 2 3 4 5 9
A A e g e g e
1 I mMIvV Vv ow
140 |3am afraid of the day of juagment - 2 3 4 5 -
el ap P S LSl
1t DI IMIV VvV wn
Allah will wash away my sins Decause of this lliness
142 [ Ayt y TR 2 3 B 5 3
oD mIiv vaw
| = No Probiem 1 = HesRated, DUL NO QUESTON OF CoMMeEnt before M - Asked 3 betr ] Pr l = ROMO33
rezspondng
1V = Made 3 statement 300Ut the queston V1= Think the question iz not accaptabie’ Page Oof 14
betore rezponaing V = Coud not understand question napprprae age
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| Participant ID # |

I would like to know how important is it for you to get help
with the different problems you have told me sbout in this
interview. Please chooze from the following responses how
important each one of them is to you: Not at all Important;
Somewhat Important; Neumal, Very Important; Extremely

UL S Jal saeladl o Jpaall Sl apa b S Gl oy
e 08 Lol ga L L0 ST o0 sy A S g
TEUs) g ol - daa e i Y Raga o Taga - Ul daga -

Important.
e o Exteemely 2 Not Vesy Not azall
How is it to your tec g Neutral 3
15 fﬂ'_wl_t.‘_.&,-uu s Important e ) Impoctame W
i L fa gt “:"““ das N =i
153 Mgvmmmnapmmmm 1 2 3 4 s
Tlaa g B D e Bl e et sl
1 I mIW vVvow
15 Receive professional heip Wi any emotion prodiems? 1 2 3 < 5
ML‘JIW!&“L&J
1 DI IMIV VW
15c  Receive more Information about your cancer treatment? ) 1 2 3 4 5
Ja i s Eaie japeis K Cadaa ke Saal
1 O IV vVow
150 Receive counseiing 10 help your relationships? 1 2 3 4 5
'mqj_t_..‘_n.i_.}au_}
O mImv vw
15e  Recaive religious counseling? 1 2 3 4 5
€ o= .L.}.uau_/\
I T IMIV V W
15f  Recsive assistance with ransporiation to the hospiial? 1 2 3 2 ]
¢ A J._iﬂicb.ﬂu.ucua.au,_j
1 I MmNV vaw
159 Rn;:mmlmbmmwmm 1 2 3 P 5
")S!UHAS):!‘/‘;.‘.J J:.ﬂ.nunx-..uaau_,\
1 oD mIW vow
151  Recelve assistance with bathingdressing? . 1 2 3 4 5
€ oallly slaaisfl o ol fac s Bal o
1 I DIV Vw "
INSTRUCTION: IF NO CHILDREN SKIP TO Q.16 ikl Sl 2o g 2l 18 8,500 Y JECdada
15n  Receive assistance win %or your chidren? . 1 2 3 4 s
e, o did el Sl
MmNV VoW
Notes:
That completes this section. Would you like to take a break® .
Al il 3 u 5 A e sad A L 3 5
INDICATE IF TAKING A BREAK: ves [] No[d 0
] 3
IF YES, TELL THE PARTICIPANT: Flease tell me when you are
ready to continue. Ak ) Ubla ( oifSie ) 0sSe e S ( ad o la)) CaS W
MINUTES) (B e CE i S da) Y i )
If you are comfortable we will continue. Wdﬁdﬂ.(uﬁ)w.»a‘d\"
| = No Problem L D no or betore M= Azkeda betore G P ] = ROD/O33
responding
IV = Made 3 statement 3bout the queston V1= Think the question Iz not acceptatie/ Page 10of 14
betore rezponang V = Could not understand queston napprpnse
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|  Participant D # |

The next few items are about your financial situation related

to your illness, over the past four weels.

Please choose one of the following responses:
None of the Time; Some of the Time; Much of the Time;
Mozt of the Time; All of the Time.

If you prefer not to answer, just tell me.

s ) A B jas il oD a2 Al ALED O EE

oy S sl 5 D el ey R el
Uy - CligH s - Gl oa f X Clig RS- Clign 3

Aa) S ;e Ja (sl ) osd

16 Over the past four weeks: . : All of the Most of Moch of Some of Noge of PINA
el T gl S Time the Time ﬂn'?ne tise Time the Time
N ¢- . oz T
-3 - . Hle R Sl B il
SIS S aE o & ‘i
183 nmenauama.ypamgmymmum 1 2 3 4 s 3
m v Vv w
16c My lin2ss has been a financial hardship on my famiy 1 2 3 4 s 9
_,A‘:‘hh'.“‘.-l)lp
oI mImv vow
15a My housenaid income has signifcantly decreased because

of my liness
)dhhh!le).al‘ s aiad
- O MmN Vv
The next questions are about any illnesses other than cancer
you may have had.

17 Forwhich of the following ilinesses have you ever received

ot ol 34D Jal i e

! I MIV V W
{IF RESPONE TO PREVIOUS QUESTION 1S 1 THRU 6, SKIP TO Q.19}
IF ANSWERING " ANY OTHER" GO TO NEXT Q. TO SPECIFY
WHICH ILLNESS(S): LIST IN SPACE(S) BELOW}

Which other serious linesses have you had?

e s Conai 3 AT 3 kel e A L

3 065 G Ky D il e s 5 AT el e Bla3 03 A

High blood pressure ad s g ) 1
Heart disease - Y 2
Diabetes Ad i a 3
Kidney disease s P -
Lung disease L e 5
None of the above R et ) 8
Any other iliness JEU= 7

19 285 Dyl (A (A ) G 6] op kI i S s 18

O ImImwv vw
Non: =iy 1
How many tmes have you been hospitalized for an Onee ‘A‘, . 2
18  iliness other than cancer? .
T b A e e g el As chsie . Two o= 3
Three s -
More than three Sl 5
1 O DIV Vw
{IF NONE, SKIP TO Q. 20}
oo | ! ‘
How many of these hospitalizations were less than 8 g T‘l, )
19  months ago? . e )
EdEd P e b ol & i u . Two o=t 3
oo -
More than three S S 5
1 O ImMIV VvV w
Which type of treatment have you received for your Ch T 1
cancer? Radiation therapy Eaay zaad 2
20 Prompt: If you have had more than one type of Surgery Ll gl 3
treatment, please tell me which ones. Hormonal therapy FHa gl -
bl A dD oD sl pple Other A 5
Hyt‘&)h_.,m,);u).! Tl A g g e _ﬁu....) Don't know A 8
2 IV VW
| = No Problem 1 = Heskated, DIt NO QUeSTION O Comment betore: M= Asked s betore Pr ] = ROMNO3Z!
IV = Mace 3 statement 300t the queston V1= Think the question 'z not acceptablel Page 11of 14
betore responaing V = Could not understand queston napprorae
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Hawe you received any tribal or radtional remedies for

21 your cancer? _
Prompt: for example herbal medicines or cautery
foih pdl poa ol ¢ domt Ciiag gt claetd o e b
oD mIv VvV w
IF ANSWERING NO, SKIP TO Q.22

IF ANSWERING "YES" ASK PARTICIPANT TO SPECIFY WHICH
REMEDIES(S). LIST IN SPACE BELOW

Tell me which remedies have you tried? )
Tea g b Al hadilg 2
oD mIv vV w

Ma

Notec:

Yes

Lo e o (il ) el (B8 () By g 1y

The next questions are about you and about your family and
home environment. I will read each statement to you and you
tell me which one best applies to you. Starting with the first

question:
22 What is the name of your home town?
Prompt: your permanent residence
e eis I A ad e
oI ImIv V w
{IF RIVADH, SKIP TO Q. 24}

23 Where do you live while you are receiving treatment at this

A G 3ol AR oS B S
I 0D DIV Vv

{ CIRCLE THE NUMBER CORRESPONDING TO THE RESPONSE
GIVEN}

O e g3 e JE Bl | B G o ia Ky ey ol 55 300 ALY

S e s A R0 Gk g e - kel )

No formal schooling 1
24 Whatis your highest level of education? Primary school 2
'l,h;ﬂ.ﬂlgqﬂj,m:ii ma HI#‘IW 3
College graduate 4
Post graduate 5
o mImwv vV w
What is your average monthly household income? Less than 2,000 Riyals 1
Prompt: [f you don’t know, or if you prefer not to answer, 2,000 - 4,999 Riyals 2
25 fthatisfine 5,000 to 10.000 Riyals 3
Goad dichugu pla More than 10,000 Riyals 4
b 3 ke 3 eyl ae Jusk g iy X 13220 Not sure 5
Prefer not to answer B
oD mIv vV w
None lygdy 1
26 Howmany pecple live at home with you? One A‘”’ 2
2l i s Gy i pela S e & TWO =2
Three oL 4
More than three E e 5
oI mIv vV w
Mamed 3-_‘3}1'\?_:)_& 1
Widowed T\ 2
27 Whatis your current marital status? Divorced kGl 3
islyd &a 4l Separated Voia| Jusiis 4
Never married g\ ied 5
oI mIv vV w
| = No Probiem - butno or cor betore M= Askeda betore: Pr ] = RCOSNO33
respondng
IV = Made 3 statement about the queston 1= Think the question iz not acceptabie’ Page 12 of 14
before responaing V = Could not understand question nacomoras
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| Participant ID # |

{IF FEMALE AND NEVER MARRIED, SKIF THE NEXT 4 QUESTIONS AND GO TO Q.33}

{IF FEMALE AND MARRIED SKIP TO Q.29}

How many wives do you have?
28 T Jagj e S

O ImIv Vv w

{IF MALE, SKIF TO Q. 31}

29 Are you the only wife of your husband?
Sadiag i
O mIvV Vv

30 Howmz\ywmmdoesmhtsbandhm’
sied gAiday) s
1:[ m IV V v

IF ANSWERED “NO CHILDREN" IN Q. 21 SKIP TO Q. 33a

How many of your children live with you?
T Ena g pteny il sy Helis 2e £

M

O ImIV Vv

One aly 1
Two o= 2
Three ol 3
Four L 4
Yes A=l 1
No b 2
One aly 1
Two o= 2
Three L= 3
None alyily 1
One aly 2
Two o 3
Three ' 4
Four L A 5
More than four Luiji pa K 8

Thllnmhnmmmwmwﬁ iﬁﬁqﬁquawaﬂiﬂiﬁjﬁ i

to be cared for ac your illnecs progrecces. Some
people prefer to ctay at home and to be cared for by
their family, others prefer to be in the hocpital.
Pleace chooce one of the following recponcec which
bect deccribes how you feel:  Strongly Agree; Agree;

Neurral: Dicagree; Strongly Dicagree:
32 A Sl e S e Jila gh
32a | prefer that my family take care of me at home
JJJJ-J‘IEHFF.;-#‘
v w
1% | prefer to be in the hospital when | can no longer take
care of myself
‘JIU‘IIILIJW‘H"V; P Jubi
IV VW
32¢  |leave it to my family to decide where | will be cared for

#s‘fhd}ﬁ,,fﬂ"df’

O mIv VW

Thlohnmmmdiﬂmm“

taking thic curvey. Please chooce the recponce which
best cuits you.

i S By s S e
iy s o ~Plgs o - M (il ga i Flge

D oy Disagree Neutral Agree . g
‘-"'.:_-__j“ Fp s sl Fip B @
1 2 3 4 ]

1 2 3 4 5
1 2 3 4 5

£l A AL e i) o 2 s ) e

Extremely difficult EPT 1
Overall, was answerng these questions: Somewhat difficult ba Jisa 2
33 SHET el 134 S S GE e % Neutral s 3
Fairly easy b i 4
Extremely easy Al 5
O ImIvV V w
Extremely difficult taiaa 1
34  Owerall, were my nstructions: Somewhat difficult P e 2
Neutral — 3
Lt B 3 Sl SIS GE e (2% Fairly easy b e 4
Extremely easy e 5
O mIV V. w
| = No Probie— 1 = Hestated DUE NO QUESTON OF COMMent befdore il = Asxed 3 question before responding Protocel = BOM033
IV = Made a sialement about the queston V1 = Think the guestion iz not acceptable’ P* 13°f‘4
before responding V = Could not undersiand gueston magpeoorae
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|  Participant ID #

Would you be willing to take this same survey again? Yes.

-

35 :
Prompt: In one to two weeks tme, to help us develop ang == A
lnmmsnewmesbommre =

7 o »_u-.,-,' s o Oa Omit in pretest
.’rﬂ-;.u-h ‘—s‘-d_sy-a,;l'&,.a.i._;
1 O mIv \' Vi

Those were the last questions.
On behalf of the Oncology Department at

King Abdulaziz Medical City. thank you very much for participating
L2222 1 inthissurve_v CPOPOPPod

230



APPENDIX |
Physician Referral Invitation Letter

231



Dear Colleagues,

Starting in December of this year, 2008, we will be conducting the survey of adult
oncology patients with advanced, incurable cancer (solid tumor or lymphoma). The
survey will be in the form of face-to-face structured interviews in the inpatient or clinic
setting.

Would you kindly identify patients in either the inpatient or clinic setting who meets the
inclusion criteria (please see attached referral form) and who agrees to be referred to the
study.

Once identified, please complete a referral form for that patient and notify the Research
Assistant at the time of referral. This is especially important in the clinic setting to enable
the Research Assistant to meet with the patient during this clinic visit.

The Research Assistant will provide the patient (and any family member present) with
more information about the study and give them the opportunity to ask any questions
they may have. The patient will also be screened at that time by the study Research
Assistant, to determine their physical and cognitive capability to participate in the study.
Once the patient is assessed to be eligible for the study they will be asked to sign a
consent form and will be interviewed within the next two working days, when possible.

If you would like any further information about the study, please contact:

Ms. Susan Volker, Principle Investigator, at Ext. 14228, or Pager #2301.

Thank you for your participation and support of this research project.
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King Abdulaziz Medical City - Riyadh
Malioral Guard Haa offsis CONFIDENTIAL Pilot Eiu.n'l:_v Referral 1D

Gt DEPARTMENT OF ONCOLOGY
e RESEARCH PROJECT - PATIENT REFERRAL FORM

Title: Development and Validation of the Palliative Gare Needs Assessment — (English/Arahic
Version) [PCNA-EAV) Instrument for Use with Patients with Advancad Cancer

PATIENT IDENTIFICATION STICKER

Please attach sticker in this space

Dear Doctor,

fou are invited to refar your oncology patients for participation this survey. Each respondant will
participata in a face-to-face interview, assessing their health care and support needs related to thalr
cancar,

ou may refer patiants to the study if they maet the following inclusion criteria and agree to meat with
the Research Coordinatar:

INCLUSION CRITERIA (a4l boxes are requirad to be checked, for patient (o be refarmed)

Diagnosis of advanced, incurable (Slage IV) cancer ()
Patient verbalizes understanding of clagnosis and prognosis O
Patient aged 18 years or alder |

O

A brief overview of the study has been given ta the patient and
Ihe patent varbally agrees to be refarmad 1o he study

Diagnosis; Stage:;

Contact Tel. Nos.: #1__ #2

Ward [ Room #:

Clinic:

Refarring Physiclan: Bh:

Physician Signature: Date: Pagers:

Please nolify the Research Coordinator about referral, onge the form is complated. The Geardinator wil
mael with the patient to share information about the study; assess the patient’s cognitive and physical
capacity 1o participate; and enroll the patient in the atudy,

tr. Abdubah Garni, Ewl. 14882 Pager # 7119 Date/Time recsived refesral ——/-—-
Ms. Nagham Shetlag Ext, 14889 Fager # 4287  Date/Time received refarral -
s, Layla Al Darwish Ext: Mone Pager. 85708  Dale/Time recetved refarral ——/—- —
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ECOG Performance Status

These scales and criteria are used by doctors and researchers to assess how a patient's disease
is progressing, assess how the disease affects the daily living abilities of the patient, and
determine appropriate treatment and prognosis. They are included here for health care
professionals to access.

ECOG PERFORMANCE STATUS*

Grade ECOG

0 Fully active, able to carry on all pre-disease performance without restriction

1 Restricted in physically strenuous activity but ambulatory and able to carry out
work of a light or sedentary nature, e g., light house work, office work

2 Ambulatory and capable of all selfcare but unable to carry out any work
activities. Up and about more than 50% of waking hours

3 Capable of only limited selfcare, confined to bed or chair more than 50% of
waking hours

- Completely disabled. Cannot carry on any selfcare. Totally confined to bed or
chair

5 Dead

* As published in Am. J. Clin. Oncol.:

Oken, M.M., Creech, R.H., Tormey, D.C., Horton, J., Davis, T.E., McFadden, E.T., Carbone, P.P.:
Toxicity And Response Criteria Of The Eastern Cooperative Oncology Group. Am J Clin Oncol
5:649-655, 1982.

The ECOG Performance Status is in the public domain therefore available for public use. To
duplicate the scale, please cite the reference above and credit the Eastern Cooperative Oncology
Group, Robert Comis M.D., Group Chair.

I _dfci.harvard.edu/ f_stat html
Howto contact ECOG
All contents copyright © 1988-2000 Eastern Cooperative Oncology Group.
All rights reserved.
Revised: July 27, 2008
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The Mini-Mental State Exam

Patient

Examiner Date

Maximum

5
5

Orientation
What is the (year) (season) (date) (day) (month)?
Where are we (state) (country) (town) (hospital) (floor)?

Registration

Name 3 objects: 1 second to say each. Then ask the patient
all 3 after you have said them. Give 1 point for each correct answer.
Then repeat them until he/she learns all 3. Count trials and record.
Trials

Attention and Calculation

Serial 7’s. 1 point for each correct answer. Stop after 5 answers.
Alternatively spell “world” backward.

Recall
Ask for the 3 objects repeated above. Give 1 point for each correct answer.

Language
Name a pencil and watch.
Repeat the following “No ifs, ands, or buts”
Follow a 3-stage command:
“Take a paper in your hand, fold it in half, and put it on the floor.”
Read and obey the following: CLOSE YOUR EYES
Write a sentence.
Copy the design shown.

Total Score
ASSESS level of consciousness along a continuum
Alert Drowsy Stupor Coma
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Kingdom of Saudi Arabia
National Guard - Health Affairs
King Fahad Hospital

M\wﬂ\?}ce—ﬁ

Mini Mental Status
Examination
Flostein & Mc Hugh

Lo gaaad) Lag ) 3L
Laal) 5 gl = Al gl (o sall

il Lfiad) Alad el
) ) Glag) gk L3 tdae) g daa
St Sl daaly — edil) ple P“é
DR. EL SHEIKH IBRAHIM

£ gaaall o g — sty : sl : gl
s o tAslada) Al e auladl (o glaaa
M padple gl (A ] )
€ A J yoad (ya Joad i
o ¢ el
TV ol Ga e gl
Candl bl A L
$ OV O ASlad) e e 3a ) Alhia g B Y
AR ERVNT I
° ¢ Ggia Jla sl A 51
¢ all e gl
£ (Shoyind) Al ) SISl 1 4 L
¢ Cpa ey e UL tua Aadal , AU AL L S 5y 00 v
S
v ple
B
e loaahg g al Y AV e Y palil | ¢
v
¢
) L8
AA
Ae
¢ lekida elie calle S SORN L2V S da | o
3 8
v e
3l
RSPS-L INVPUR RO B
Y o5
N deta.
:i_;_!':.l\i.\,;_;!l@\_l._,;_-_) v
\ T Y e aa WV
CAS el 5o o LgSal gl dad | A
y (( Sie Sl ))
teliay 4y el | 4
¥ el o Lgadadl
\ A3 a0 ol o sia dlaa LS Yo
\ Doame ol 134 Ju | Y
s Al p saad

YAJVEVR Jals gl ol gallas
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Participant ID #:

KAMC-Riyadh Pilot ID #:

Department of Oncology

Needs Assessment Survey: Cognitive Screener Tool Date:
Time Start:

Time Finish:

Six-ltem Screening Tool

1. lwould like to ask you some questions that ask you to use your memory. | am going to name
three objects.
L Lo A T i o 5 S0 e o e s 3 ALY amy Sl Ca g -]
2. Please wait until | say all three words, and then repeat them. Remember what they are because

| am going to ask you to name them again in a few minutes.
e xqs)siixh;;iuiéhagmid,gg;ﬁ‘\]@h)ilﬁ, _hmgnig;dékﬁlf'é‘%dﬂihﬁhmd,ﬁé)&iﬂlp\;y-Z

3. Please repeat these words for me: APPLE - TABLE - RIYAL
(Interviewer may repeat names 3 times if necessary, but repetition not scored).
Jl,p-i],l.l.-i;l.‘-i = ‘:-.Al.u“:k CilaKl a3a Azh.'lui ;l;)l\ -3
" Lebiadiy 250 W e« Zalall s 13 @ 3a 3 elatl o3 sy of Alaaly sl 35y )

Coordinator Instruction: For A, circle Yes or No; for B write 1 in 19 column if response correct, or 1 in 27 column if
response incorrect.

Question +Response - Response Question
A
1 Did respondent comectly repeat all three words? € g JS0 Wpaan Sl Sdely ay pall o Ja
1 | What yearis this? f oalgle gt 3
2 | What month is this? forl oyl

3 | Whatis the day of the week? S i gl g pm st S

What were the three objects | asked you to remember? € la S50 o e Sl A lah N o L

4 | Apple alis
5 | Table iy
3 Riyal dy

o || - um—. >

Total Score Dl il p gana

Nofe: A “Pass" is a positive response score of 4 or greater in section B.
Pass [] Fail [

Research Coordinator Signature:

Adapted from the Six-ltem Screener tool in: Callahan, M.C., Unverzagt, F.W., Hui, S.L., Perkins, A.J., & Hendrie, H.C.
(2002). Six-ltem Screener to Identify Cognitive Impairment among Potential Subjects for Clinical Research.
Medical Care, 40(9): 771-781.

UAB rroToCOL NO: XO81024009
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.
“ Informed Consent Document ||,fb|

TITLE OF RESEARCH: Development and Validation of the Palliative Care Needs
Assessment Instrument - English/Arabic Versions (PCNA-EAV) for
use with Patients with Advanced Cancer.

IRB PROTOCOL NUMBER: X081024009
INVESTIGATOR: Susan E. Volker

SPONSOR: Department of Oncology, King Abdulaziz Medical City, National
Guard Health Affairs, Rivadh, Kingdom of Saudi Arabia

We are asking you to take part in a research study sponsored by the Department of Oncology here at
King Abdulaziz Medical City and by King Abdullah International Medical Research Center. The
purpose of this study is to find out more about the care and support needs of our patients with cancer.
This is a trial. or pilot study to help us develop an Arabic language needs assessment questionnaire
which will include items specific to the Islamic religion and Saudi culture. The questionnaire
resulting from this research will help KAMC-R staff plan services to befter meet the specific health
care and support needs of patients like you.

If you agree to take part in this study, the interview will be administered at a time and place agreed
upon between you and the Research Coordinator. It consists of 38 questions, some single answer and
some with multiple parts. You will be given a list of possible answers and you will choose the one
that best suits you. It will take approximately 30 to 45 minutes to complete You will be given the
opportunity of taking a short break during the interview if you need. or at any time you ask fo rest a
little.

As well as some background information, for example your age and where you live, you will be
asked for information related to your medical condition (past and present), for example the type of
cancer you have and the treatment you have received.
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The interview contains some questions about your feelings and relationships. You may prefer to be
interviewed in private. so that you are not influenced by having someone close to you present during
the interview. If you choose to be accompanied by a family member during the interview. please
remember that only you will be permitted to answer the questions, and you will not be permitted to
consult the person with you. This i1s to ensure that your responses reflect your needs, as a patient
with cancer, and not what someone else thinks vour needs are.

During the interview if you wish to clanfy any of the questions to help you understand what the
researcher is asking, please tell the Research Coordinator. Also if you wish to make any comment
about a particular question. or if you feel the question is not acceptable to be asked in this survey,
please tell the Coordinator. The Coordinator will be taking notes throughout the interview to make
sure we have an accurate record of the interview and any of vour questions or concerns. Your
comments and suggestions will be very helpful.

Risks and Discomforts

It is not anticipated that you will experience any adverse effects from this interview. If you get tired,
or short of breath. or anxious, or in any other way distressed. the interview will be stopped by the
Research Coordinator. to protect your well-being. The interview will be re-started after a break, if
you wish. If 1t is too difficult for you to continue, the Research Coordinator will stop the interview to
minimize any risk or undue burden to you.

Benefits

You will be participating in a study. which may not benefit you directly, but will provide new
knowledge, which could benefit other patients with similar conditions to yours in the future.

Confidentiality

The data collected in this study will be kept by the sponsor of this study, the National Guard
Hospital Affairs (NGHA) Department of Oncology. The sponsor will store and process all study data
with electronic data processing systems.
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Records that reveal your identity will be kept secure and confidential by research staff Your
personal identity (vour name. address, and other identifiers) will not be distributed and will remain
confidential in the electronic NGHA database: you will only be referred to by a code number and
initials. Only the Principle Investigator, Co-Principle Investigator and research staff will be able to
link the code number to your name.

Qualified representatives of the sponsor, the Institutional Review Board (IRB) /Ethics Committee
(EC). and/or domestic or US regulatory authorities may review your medical records in order to
determine the accuracy of the reported date and to protect your welfare and safety.

Any personal information will not be published or identified in any scientific presentation or
publication, unless law and regulations require it. The result of this study may be used for future
survey research projects.

Should you decide to withdraw from the study at any time. information collected until that point
would still be analyzed by the sponsor, the NGHA Department of Oncology.

At any time during or after the study. staff from the University of Alabama. USA. or other
representatives of health authorities will be granted direct access to your medical records so that they
can confirm that the information collected during the study is accurate. In these circumstances your
identity may be disclosed. Representatives of the local IRB/Ethics Committee may also be granted
similar access.

Refusal or Withdrawal without Penalty

Your taking part in this study is your choice. If you wish to withdraw from the study at any time and
for any reason. the Research Coordinator will notify your doctor that you will no longer be
participating in the study. However. your decision not to participate will not affect your doctor’s
treatment decisions or the quality of care you receive.

The study Principle Investigator may decide to withdraw you from the study if she believes that
participating is too great a strain on you physically or emotionally.
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Participating in a Repeat Interview

We are asking all those who participate in the study to refurn in one fo two week’s time fo take the
same interview again The reason for this is that we need to know if the questionnaire is asking the
questions the right way each time it is used. By signing this consent form you will also be giving
consent to participate again. if you choose to do so.

Cost of Participation

There will be no cost to you for participating in this study.

Pavment for Participation in Research

Just before the start of the interview you will be given one hundred Saudi Riyals (SR100) as a gift. in
recognition of your participating in the study. In the event that you withdraw from the smdy you do
not have to repay this money.

Should vou agree to take the same interview a second time, you will be given an additional SR100.

stions

If you agree to join this study, you will be given a telephone number of a member of the Research
Team that you can contact at any time.

Name of the Principle Investigator: Ms. Susan Volker, BSN, MPH.

1-252-0088, Extension 14228
Name of Research Coordinator 1: Ms. Nagham Sheblaq
Telephone: 1-252-0088. Extension 14689
Pager No.: 4287
Name of Research Coordinator 2: Mr Abdullah Al Qami
Telephone: 1-252-0088. Extension 14686
Pager No.: 7119
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If you have questions about your rights as a research participant, or concerns or complaints about the
research you may contact:

Dr. Abdullah Adlan, IRB Representative

King Abdullah International Medical Research Unit
Telephone: 1-252-0088. Extension: 16669

Pager: 3509

Legal Rights

You are not waiving any of your legal rights by signing this informed consent document
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Signatures

Your signature below indicates that you agree to participate in this study. You will receive a copy of
this signed document.

Signature of Participant Date

Signature of Investigator Date

Signature of Witness Date

Signature of person obtaining consent (if other than the investigator). Date
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# Question

Expert Panel Member ID

Comments

Construct Physical - Symptoms

Drealing with fatigue

dgafiaa el

Comments in Arabic

Dealing with lack ofslee

25 AT Julad

Dealing with nauseaand/or vomiting

L s Jala

Comments in Arabic

Correctspelling mistake in Arabic version

Dealing with poor appetite

Gy paiipe D

Dealing with Hadder andfor bowel incontinence

o5y dlax pa elaD

Dealing with sexual dysfunction

NS PRAN. |

! Add "low likido™

COMNSTRUCT: Physica - Activities of Daily Living

q Onaverage, over the pastfour weeks how often did you need help
o il By Y Ddlafal fos iad

COMNSTRUCT: Physica - Instrumental Activities of Daily Living

2 Household chores

Prompt: preparing meals, deaning

Performing your usual duties atwork

Prompt: Inside your home or at place ofemployment

Missing textin Arabic

- Persanal transportation.

Prompt: For example, having to findsomeone to drive youto kee

§pent o el pkad € s o 5

Do youmean can he/she drive a car, or do you want to know waking ability
or somebody at home to help get the children ready?

Meaning of question notclear -is this physical!

COMNSTRUCT: Physica - Childcare

! Ifassuming respondent has children If view actual questionnaire cansee

Getting ransportation for your child's (childrens’) acivities gutside

Prompt Getting them to school or to a doctor’s appointment

Do you mean "taking care of your children™ Itis different wording for males

COMNSTRUCT: Psychological - Self-Effiacy

Over the pastfour weeks:

iy Y

| have felt confident| can continue my usud work activities

Prompt: For example work athome or in place of employment

JaadiDiia phad®ay

Add "despite my illness”

Missing textin Arabic

| have litde inerestin doing everyday activities

l I 3

Prompt talking on the phone; visiting with friends

muaal e rkiad e

Change the translation of "everyday”

COMNSTRUCT: Psychological - Depression

Ilook forward to beginning each new day

Llmam A

COMNSTRUCT: Psychological - Cognition

Spelling mistake in Arabic

| am easily confused

i

Comment in Arabic

: Sodal - Relationships

- Myillness improved my relations hip with my spouse

Spelling mistake in Arabic

Change translation




CONSTRUCT: Information Meeds

| am confused b)rthe information | have been gl\«en about my

Comment in Arabic

_‘__,a,f'a_'n' iy A ,_._-.._;.__‘_;. il s 3 A

My doctor, (not oncologist), since there are 3 sub-specialties

| preferm)r oruzologlst discusses the details of m}rlllness with me

ENTEY

Arabic changes
Arabic changes
CONSTRUCT: hfor‘matlon Meeds -SOche
8b My ancologist My doctor

My is not translated accurately

H Media eg. television, radio

Radio not translated accurately

&

CONSTRUCT: Communication
| understand what my nurses are saying when they talk to me.

l ? If should add question with "doctor”. As wellas nurse

&

CONSTRUCT: Sodal Support - Mumerical
How man)radultfanale relatives live with you?
Py Gim

. ? Should add male members

CONSTRUCT: Soual Suppon:
Since my iliness members of my extended family visit me less than
el mag ERET TR
| feel isolated from others because of my illness
e AT R 5
Medi

ical History

Which other serious illnesses have you had?

e Al AT L

Translation error "serious”

Haow many times have you been hospitalized for treatment ofan

£ il b g AT o M INA sy S

Translation error "hospitalised”

Arabic changes

Haow many of these hospitalizations were less than six months ago?
A s i A

TEamlliE gt A

Wwould delete "of these” : Meeds re-translation

Arabic changes

Which type of treatment have you received for your cancer?

-::i

Tk i e ezl g M g

Add "palliative” and "Pain management’to options Meed different Arabic
CAM study identified many patients who don't know their diagnosis.

Demographics
Wvhere do you live?

Ask for the specific town or area. Have codes for these and can then

Ina small town

Ina rural area

R ] ‘What is the name of the city, town or village where you live?
24 In Riyadh IF IM RIYADH, SKPTO Q.25. IF QUTSIDE RIYADH, GO TO 24
Inanather city 24 VWhat is the name of the place where your own home is?

Wwhat is your hlghest level of education?

fads Slm adS g i o g

Wvhat is your average monthly household income?

Less than 2,000 Riyals (22000 s B
2,000-4,99% Rivals 2,000 - 4,999
5,000 to 10,000 Riyals 5,000 - 10,000
More than 10,000 Riyals

10,000 = =

Mot sure

Prefer not to answer Linflpis Lkl

. Revise option categories

r Suggestion that numbers should be written in Arabic

How many wives does your husband have?

Haow many children do you have?

1234
I Should include Arabic for male and for female children

37

38 Wwhich best describes the kind of hame you live in?

all camy o p

38 Housevilla

38 | Apartment A
38 | Tent L
37iv | Others A

Wyhat is the source of the water supply for your home?

H Unsure of relevance
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King AbdulAziz Medical City — Riyadh
Mational Guard Heath Affairs

DEPARTMENT OF ONCOLOGY
NEEDS ASSESSMENT RESEARCH PROJECT
PROTOCOL MODIFICATIONS

IRB Protocol Number; X081024009

Title: Development and Validation of the Palliative Care Needs Assessment — (English/Arabic Version)
(PCNA-EAV) Instrument for Use with Patients with Advanced Cancer

Document Modifications Explanation/Justification
1 | Physician Referral Form
Comection Title corrected, from Research Assistant to To standardize correct title throughout the
Research Coordinator protocol
Inclusion criterion wording changed from ror panent ‘;L“;‘zgtr'r‘l’l'r‘]g%‘g"g':g;‘gjr"‘é" of
.. Patient aware of diagnosis of advanced prognosis, i.e. “Breaking bad news” rarely
Revision cancer” to “Patient verbalizes clear documented in proaress note b
understanding of diagnosis and prognosis”. physicians Paﬂgmg ety ot ha";e been
Physician must check that information has informed. or are in denial
been communicated. ’ ]
Referring physicians and Research
- I i Coordinators consider that this is
Deletion gcé”:,l'g::tﬁf‘e"o" Expected|ife expectancy | . yndant, given that patients in this
population have advanced, Stage IV
disease and also is not essential
information
Mot necessary for referring physician to
Deletion Inclusion criterion “Physically capable of detenn_lne this prior to r_ef_erral._ The
articipation in the study” screening procedure will identify any
P candidate who is not physically capable of
participating.
Mot necessary for referring physician to
Deletion Inclusion criterion “Cognitively capable of determ_lne this prior to r_ef_erral._ The
articipation in the study” screening procedure will identify any
P candidate who is not cognitively capable
of participating.
Inclusion criterion “Consents to be referred to Reworded to ensure the referring
Revision the study” changed to “A brief overview of the | physician has given the patient a brief
study has been given to the patient and the description of the study, and also to
patient verbally agrees to be referred to the encourage physician accountability for the
study. referral process.
Patient Identification sticker will be applied
Deletion Patient Name; Age; MRN; Date Diagnosis (of fo front ‘.)f F!efen_al Form — contains all
incurable cancer) relevant information )
Date of diagnosis will be obtained from
Oncology data bank computerized system
Revision Instructions paragraph wording revised. Paragraph too wordy; instructions
essentially the same
One Research Coordinator did not re-
Revision Research Coordinator names contract; replaced. A third coordinator
added for efficiency of enroliment and
interviewing procedures.

sevidiss/kaimrc/IRB/100ct2009
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King AbdulAziz Medical City — Riyadh
National Guard Heath Affairs

vv

DEPARTMENT OF ONCOLOGY

NEEDS ASSESSMENT RESEARCH

PROTOCOL MODIFICATIONS

IRB Protocol Number: X081024009

PROJECT

Document Modifications Explanation/Justification
2 | Consent Form - All changes listed below have also been made to the Arabic language Consent Form
Revision - Deletion Title: The words “Progressive, Incurable” have | To minimize any emotional impact the
been deleted from the title and from the body words may have on the subject
of the text.
. The stated number of items has been revised 'I_'he_ change in number re_sulted_from
Revision findings from the pretest, including
from 48 to 37. 4 " ] e
Coordinator feedback; group discussion;
and data analysis
Revision The estimated duration of the survey Change based on average time taken to
administration has been revised from 1-1/2 administer the interviews — 40 minutes
hours to 30-60 minutes.
. . The subject is informed he/she will receive
Amendment Egg;\ﬁﬁg:ﬁfg‘m o t?}id't;‘:;ga'r:er'}“ence has | on additional SAR100 if they choose to
paragrap participate in a second interview.
section has been added to the Informed purp P AN
Consent this consent also covers participation in
the retest, if they so choose.
One Research Coordinator who did not
The Researcher Coordinator list has been renew her contract with the institution.
Revision and Amendment revised: one Coordinator name removed and A replacement Coordinator name was
one added. The total number remains the added to maintain the efficiency of the
same, as originally approved. screening, enrollment and interviewing
process.
Change from”You are entitled to a copy...”
. - . to “You will be given a copy...”, to clarify
Revision Z\é%rstlrl%r?;‘é?ﬁtﬁs)rerztence, advising participant that the participant must take a copy
home, to comply with KAIMRC and
protocol guidelines.
3 | Site Delegation Log
This log is added to the Protocol to provide: g::;;a f?;n;er:;ingt}; ?fzsr:gqg(:]sgv used
Amendment a) clarity of Coordinator roles and ) gy o
o in all research protocols within the
responsibilities; department
b) Coordinator accountability P ’
4 | Survey Instrument Please see attached document: Table_ Instrument Modifications
This instrument was modified prior to initiating | For ease of administration and to facilitate
Revision the pretest, to include in the same document comparison of item translation, wording,
both the English and Arabic versions of the formatting, etc., during the administration
items and instructions process.

sev/diss/kaimrc/IRB/100ct2009
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ORIGINAL
SEQUENCE
#

DomAIN/ITEM/RESPONSES

1a thru 1k Domain: Physical symptoms

K AspuLaziz MEDICAL CITY — RIVADH

DEPARTMENT OF ONCOLOGY/ UAB SCHOOL OF HEALTH PROFESSIONS

Susan E. VoLEER

NEzEDS ASSESSMENT SURVEY: UAB rroTocoL No: X081024009

MODIFICATIONS

Moved to later in
sequence

INSTRUMENT MODIFICATIONS

EXPLANATION / JUSTIFICATION

Physical symptom domain items moved to later in
the sequence. The pretest showed the need to bring
some demographic questions e.g. marital status,
forward for the Coordinator to more easily identify
items to be skipped later in the interview.

1a thru 1k Response Options

Revised

NEwW
SEQUENCE
#

1 thru 8

DomaAIN/ITEM

Demographic questions

Options changed from 5-point Likert scale: “Great
Need to Mo Need” to 5-point Likert scale “Strongly
Agree to Strongly Disagree” to provide consistency

in response options throughout the instrument

1jand 1k ltems

Moved to later in
sequence

Sa thru 9k

Domain: Physical symptoms

“Dealing with sexual dysfunction”

“Dealing with decreased sexual desire”

These items should come after demographic items
coneerning marital status o aveid embarrassing
respondent and to decrease the number of “Skips”
reguired

9j and 9k

Addition - Interviewer
Instruction

“If ECOG score is 4, skip to Q10" If patient status
debilitated to the extent they cannot work or take
care of their dependents and skip should be inserted
to avoid bringing unnecessary stress to the
respondent.

Between Sk
and 10

Interviewer Instruction

Domain: Activiies of Daily

2a thru 2e Living

Moved

Falls later in sequence, following addition of new
items

10a thru 10g

Domain: Activities of Daily Living

2h thru 2k

Revized numbering;
moved

Fallz later in s2guence, following addition of new
items

11a thru 11d

Domain: Instrumental Activities of Daily
Living

2k Items

Revised

T portation to get to an appei it at the
i ded to read “Transportation”. Prompt:
For example, getting to and from hospital™. Original

wording confusing when translated

Zm

Deleted

11c

Respondents confused by question- what did
“Geiting children ready for school™ mean. Mo cultural
equivalence for this phrase.

Reworded

“Caring for children at home” changed to “Childcare”.

Thizg has cultural equivalence and the translation
more easily understood and dees not confine care to
the home setting.

11e

Domain: Instrumental Activities of Daily
Living

Protocol #X081024009
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ORIGINAL NEW

SEQUENCE DoMAIN/ITEM/RESPONSES MODIFICATIONS EXPLANATION [ JUSTIFICATION SEQUENCE DoMAIN/ITEM
# #
3a thru 3e Domain: Self -efficacy Renumbered Falls later in sequence, following addition of new 12a thru 12e | Domain: Self -efficacy
items
Domain: = . . . . -
4a thru 4e PsycholagicallEmotional Renumbered ::;I;Iater in segquence, following addition of new 13a thru 13e | Domain: Psychelegical/fEmaotional
45 thru 5d Domain: Cognition Renumbered Fallz later in sequence, following addition of new 13a thru Domain: Cognition
items

“l have difficulty remembering what my doctor has
Item Addition told me about my illness™. 12e Item
Expert panel agreed that an item measuring memory
should be included.

Ba thru 6d Domain: Social Support Renumbered Falls later in sequence, following addition of new 15a thru 15d | Domain: Social Support
items
Item Addition “l find friends and family are not comfortable talking 152 Item

with me about my illness™.

Item Addition | find it difficult to talk about my illness because of 15F Item
not wanting to burden others.

Item Addition | found hospital staff sensitive to my feelings and 159 Item
emotional needs

Ta thru 7e Domain: Information Renumbered Falls later in sequence, following addition of new 16a thru 16b | Domain: Information
items

My doctor makes sure my family has up-to-date
information about my care and the choices available
to me

Item Addition 16c

My encologist has given me clear information about
what to expect regarding my illness and outlock for
the future

Item Addition 16d Item

Item Addition | need more information about therapeutic options 162 Item
available to keep me pain-free and comfortable

7d Items Renumbered Falls later in sequence, following addition of new 18e Domain: Communication
items

Falls later in sequence, following addition of new

- 16f Item
items

Te, T Item Renumbered

Protocol #X081024009 Page 2of 4
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ORIGINAL NEw

SEQUENCE  DOMAIN/ITEM/RESPONSES MODIFICATIONS EXPLANATION / JUSTIFICATION SEQUENCE DOMAIN/ITEM
# #

| have felt the need to have one member of hospital
staff with whom | could talk about all aspects of my
illness

Item Addition 18h Domain: Communication

8a thru Be Domain: Infermation Source Renumbered - ltem Falls later in sequence, following addition of new 17a thru 17e | Domain: Information Source
items.

Changed “Oncologist” fo “Doctor”, (throughout

8a Revision instrument) as not all refemring physicians are
logists; some are h and some are

palliative care physicians

4 Item Addition

10athru 10d | Domain: Communication 18a thru 18h | Domain: Communication

10d Renumbered - tem 18g

11,1213 Demographic ltems Renumbered Fall later in sequence, following addition of new 25,26,27 Demographic ltems
items.

Prompt rephrased, as need for clear distinction
between drivers who are employed by patients and
drivers who are male relatives of patient. As most

13 Revision - ltem: households employ a driver from lower socio-
economic level to drive female family members, it is
disrespectful to refer to a family member as a driver.
Prompt changed to: “Such as male family member or
driver in your employ.

Renumbered Fall Iater in sequence, following addition of new
14a thru 14e | Domain: Religion/Spirituality items 19a thru 19e | Domain: Religion/Spirituality
Revision Introduction to subscale and response options
revised

The fellowing four items were added to this domain

after discussion with the Director of Religious Affairs,

KAMC-R. It was agreed that these tems may more

accurately measure religious counseling needs

15f. | have been questioning why my cancer cannot
be cured

19g. | have been questioning what | have done in
my life to deserve this disease

18h. | need the guidance of a religious counselor

19i. | need a religious counselor to read the Holy
Koran to me

Protocol #X081024009 Page 3of 4
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ORIGINAL

SEQUENCE
#

DomAIN/ITEM/RESPONSES

MODIFICATIONS

EXPLANATION / JUSTIFICATIO

NEW
SEQUENCE
#

DomAIN/ITEM

15a thru 15h Level of Impertance Renumbered 23a thru 23h | Level of Importance
16a thru 16c | Domain: Financial Renumbered 24a thru 24c | Domain: Financial
Revision of rezsponse 11 of the 25 participants surveyed verbalized
17 Clinical ltems options format confusion as to how they should answer if they had 25 Clinical ltems
Renumbered several co morbidities. Response option changed to
dichotomous option yes/no
. . : Demographic ltems: Education and
Demographic ltems: Education .
23,24 and Employment Status Renumbered Moved to end of instrument 31,32 Employment Status
. R Revision Eight of the 25 participants responded “Mot 5 _
= Demographic ltem - Income Renumbered Working”. Response options changed fo include *No £ DENEIELILE == MErms
regular income”.
The pl t of these di graphic variables at
the end of the questionnaire (which is usual practice
ininstn. it develop it) caused fusion for
X respondents and for the survey administrators. One _
28 thru 32 Demographic ltems Renumbered reason is the need fo determing how many wives a 28 thru 33 Demographic ltems
respendent has or how many cther wives the
respendent's husband has. These d phics are
included b they are indicators of fil ial
responsibility and family support.
Two questions asking respondent if they thought any
ltem Additions other izsues should be included in the survey, and to 36 & 37

name these issues.
ltems added to determine if any topics had been
omitted from the instrument.

Protocol #X081024009
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X081024009

SAUDI ARABIAN NATIONAL GUARD HEALTH AFFAIRS
Emvg Faran NaTionar Guakp Hosprrar DEPARTMENT oF ONcOLOGY
PILOT STUDY ~ PATIENT NEEDS SURVEY

Start Time: Date: R h Coord

INTRODUCTION TO PARTICIPANT .8 pal g
Mynameis ____ from King Fahad Nadonal Guard v P |
Hospital Department of Oncology. Akl a0

This interview is part of a pilot study to help us develop a
questonnaire that we can use in the future to help all padents with
advanced cancer. By pardcipating you will be maling a valuable
contribution to this worl.

I am going to ask you some gquestions about any needs you may
have related to your cancer and how you are coping in your everyday
life. If at any tme you wish to take a break from the interview,
please let me lmow.

This survey is confidential. Your name will be kmown only to the
research team and not available to anyone not involved in this study.

Also, you may stop the interview at any tme and malke another
appointment to continue with the questions at another time, or, if
vou choose, you may withdraw from the study and not answer any
further questions. Please let me kmow.

It will take approximately 30 minutes to one hour to complete the
survey. Shall we continue?

Yes [] No []

"_p,h:uku:&mujguépmiﬂl)a,}.;‘;gwuh
Pl G ) ) i o s 53 buan (pa (il B Lisas "l
) 138 LS L] 5 g e 20 030 (A 1S58 a (
iakiat) g gl Al Al oa i BdefBie £ igu
P Al o s ity gl e L) S S L A
Al [ e el o s g ) gl g e e

AL 538 gy ol b Rl ol 8 R )

e o gl ol Ronsml) o) 538 ol Qg el g
o g ol gpal ) 0 (058 Ol B ) Bl pliel s gan
At 53a

=g e Jpeally Al Gl el o A DSy
3 O L s o Sl s, 4T g 3 LgtlasiY
pla f el felia cly i d Aol A e s Wiy e 2l

R B T PO

Cliatl) 138 el chiadly delod) A0 8 ALEAD sl 8 ASS v g
et ABS A2 Jl g ] e e

v = 0O

COMMENTS
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Participant ID #

IF PARTICIPANT RESPONSE IS YES, PROCEED WITH THE INTERVIEW.

IF RESPONSE Is NO, DETERMINE THE REASON WHY NOT, LE. IS IT JUST TODAY
THAT THE PARTICIPANT IS EXPERIENCING DIFFICULTIES, OR HAS THERE BEEN A
SERIOUS DECLINE IN THE THEIR CONDITION, WHICH WARRANTS HIS/HER
WITHDRAWAL FROM THE STUDY?

IF ONLY A TEMPORARY FROELEM, ARRANGE AN APPOINTMENT FOR ANCTHER
DAY. IF THERE HAS BEEN A SERIOUS DECLINE, GIVE THE PARTICIPANT THE
OFTION OF WITHDRAWING FROM THE STUDY (DOCUMENT REEPOKEE:I

IF DECLINING TO PARTICIFATE, OR UNABLE TO PARTICIPATE, DOCUMENT THE
BREASONS WHY AND ANY FOLLOW-UF ACTION TO BE TAKEN.

Al o3l e
Al I JEil iy il A S 13

o i ol ol o Shescndl g e s o AdaS) S 1 L
Pidadd o i il s 8 g i i o o gl ]l el
ﬂ.l.ﬂ.nil‘_,n.{.l._a...ul

A5 S S 1 L Sl gyl T pe s 48, Kol a1y
=1 K Glgy Al o ol s papid) o mpli |
Al di

o3 S ) E 4 dde e S AS L0 i)
3 25 ) adiaid

DECLINED: TEs [ Nod 1l = ey
FOLLOW-UF APFOINTMENT:  YES [] No[] 0 @ w;y
DNSTRUCTION DETAILS FOR RESEARCH COORDINATOR - Alially 28l e

1. ALL INSTRUCTIONS FOR THE INTERVIEWER ARE IN UFFER CASE FONT

2. ALL DIRECTIONS/, NFORMATION, QUESTIONS TO BE ADDRESSED TO
THE PARTICIPANT ARE IN LOWER CASE FONT.
3. KEYTORESPONSE OFTION HEADINGS DN THIS INSTRUMENT:

* PNTA = Prefer Not To Answer; N/A = Nor Applicable
4 CIRCLE THE NUMBER CORRESPONDING TO THE RESPONSE GIVEN TO
EACHITEM

Al gy pell il 5 Ay R Seall el & ]
bl S papidl Gl pdl ANy wleghedl i K 2
T IS LT R, P TRy

L

ks e =haf oYl e Kl = -

58 gt b b fnd a4
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Participant ID #

We are now ready to begin the interview, if thar's alright with you. The first few questions will be about your home and family
background, as it is always helpful to Imow a little about the patient before starting the ql.}esti.ons about their illness.
O 0 i pall oo (Sl A8 jn it lal) (o ac Al il s pusl) i) (o g1 Al B gacnn i 1 i 138 18 120 ALIRAY ¢80 (Y1 SGani

1 Where do you live?
Prompt: What is the name of your home town?

T o ol

il o Lt s i

2 Where do you live while you are receiving treatment at this hospital?
T il 3 6 Tl LA L 85

3 What is your current marital status®

Tl By e

{IF FEMALE AND MARRIED SEIF TO Q5. IF FEMALE AND NEVER MARRIED, 3EIF TO (.8}

. e s Al ALY T
Married Aagful pajia 1
Widowed Alagif dagi 2
Divorced Al f 3k 3
Separated liaiin | Juaiis 4
Mever Married glad el geaal 5

(88 i) 0 SR gl ) 05 8 e ) i g g e 28

How many wives do you have?
4 Tl e g3l v €

{IF MALF, SEIF TO Q. 6}

5 How many cther wives does your husband have?

e gyl g pldag) S
6  Howmany children do you have? )
Tty A e S
{IF MONE AMD MALE, 3EIF TO Q. 8}
How many of your children live with you? )
. s (s 3l iy S5 0 €

& How many people living with you are teenagers, or older?

T80 il

o Aol e o s s ol s

EATMRC Protocel 2 RC08/033
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One g 1
Two A3 2
Three o 3
Four e 4
ax gl
{6 ) S ¢y JE
Hone e 1
One iy 2
Two -l 3
Three :_,_;_ 4
Mone =y 1
Cne — Three li- =) 3 2
Fiour — Six i dal 3
Seven — Nine Al das 4
Ten — Twele 250 W — e 5
Mare than Twalve = b P 8
{8 8 e ) R My g g IS 1y
MNone E 1
Cne — Three A — =5 2
Four — Six A gl 3
Saven — Nine Al i 4
Ten — Twehe 2 iy 5
Mare than Twelve - b ] 8
MNone E 1
Cne — Three A — =l 2
Four — Six A Eayyl 3
Saven — Nine Al i, Iy
Ten - Twelve 2o i s 5
More than Twelve o L K B



Participant ID #

I now have some questions about any physical problems you may have had over the pasr four weeks.
Please choose one from these five possible answers:

Swongly Agree; Agree; Neutral; Disagree; Scongly Ihsagree

Sacliua ol nind La e e o Lib iy pal g o LS i (KL% 0 i) e B ey Al (Ll Y 3 A gy ALy 1 L g
A Al penall Y ppadaaly i) el ) ucalalld 11 ) ok Lgd i i Ly el KL

E]

=l

2d

=3

of

Bg

gh

In the last four weeks, | needed help with:
- o iaeladl ool gl il Y1 3
Dealing with severe pain
spll 91 e lalal

Dealing with difficulty breathing
il By gem e (Lalell
Diealing with fatigue
(=) Jpaadl wa Laledl
Dealing with lack of sleep )
(541) ool 8 o Lalail

Dealing with nausea and/or vomiting

() 5, / s o Juled

Dealing with poor appetite
ir!‘_..'Lll ki o4 ._LﬂLn"'.]'l

Dealing with difficulty eating and/or swallowing .
A ] 0 e e e
Dealing with constipation and'or diarrhea
J_,r.;ﬂ [ llanyl e Jaleill

Dealing with bladder problems
ot g Jadd & Al ane = Jalall

{IF NOT MARRIED, 3EIF TO (.10}

9

Bk

Dealing with sexual dysfunction
|‘T_..i-_n..rﬂ J,J.....-EJ| o4 ._LﬂLn"'.]'l

Dealing with decreased sexual desires

dusallde ) e

EATMRC Frotocel # RC08/033
UAB Protocol #: XO81024009
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. e
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5
1 2 3 4 5

{108 Jipm 8 i < g in [ g oa g5 61}

1 2 3 4 5
1 2 3 4 5



Participant ID &

IFECOG SCORE 4, SEIP 104 THRU 108 AND GO TO g 101

10

On average, over the past four weeks | needed help with:

10b

10c

ety dalall Gy 51 sl 8 fac Lusall dlalgal Juna oS B

Gedting out of bed
Arl & 1. . -t
{ l_F-]'J:')““"u"J‘“}!—'"

Bathing or showering
- ‘]". j:": "'-")”

Gedting dressed
ol el yl

Walking more than 10 steps
Prompt: For example, walking across a room

ki e e KN i
iE_;.iJ'-.'_._'.‘F...m.'-_A.m: s
Going up stairs
Prompt: For example climbing up § steps
will 3
e g
Taloall pofala 33| s 3 pme e San
Performing Wudu
Fidkeall 8 (Ll 51 e gusm s oLl

Performing Salah
okl IS 5 el gt Siotual oL

EATMRC Protocol # RC08/033
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AOT 3 o ) JB 5 tll LE) B g i« 4 1 a5 1)

All of the Mozt of Much of Some of the None of the
- L P
gl K cig i Al by iy gl 8

1 2 3 4 kil

1 2 3 4 kil

1 2 3 4 &

1 2 3 4 kil

1 2 3 4 kil

1 2 3 4 kil

1 2 3 4 kil



” Participant ID #

All of the Alost of Rinch of Some of the MNonz of the
11. On awerage, over the past four weeks | needed help with: Time l'-!l'!‘_'f:lﬂf ﬂiﬂ'{‘mt Time= Time
) det . - i B )
gty il al ey ) ] 8 Sl Bl 6l (Joma IS B apE o J._qf g goloms iy 37,
Household chores andfor home maintenance jobs which | usually do
myself
1a Prompt: preparing meals, cleaning, minor home repairs 1 2 3 4 L
salall 8 Lol o A Aol (Dl 2] ) ey
f o awlanll g aladall lga g Al ‘_,;( .
11b Shopping 1 2 3 4 5
Prompt: For example buying groceries or personal items. .
Tinas Tl (L2l olmall o) % S5 T gl
Transportation
=t
e cadl 1 2 3 4 5
Prompt: For example, getting to and from hospital .
aiadrgally el B Cladl e ;e
11d Taking my medications when | am at home 1 2 3 4 5
ol Al <L Foadl aai
{IF NO CHILDREN SEIP TO Q 12a} {= 12@,1.13—-;}!&3;'59&!16‘“_}
11 Childcara i i 2 a 4 5
N Jalil e 5

EATIMRC Protocol # RCOS/033
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Participant ID #

MNone of the Time; Some of the Time; Much of the Time; Most of the Time; All of the Time.

people with cancer feel they cannot cope with their everyday lives as their disease progresses. These next questions are about how you
have felt over the pase four weeks about vour ability to manage your life siruation. Please choose the answer which best apphes to you:

3y s all A ) L) s Ly e i 1 A A g el Bl e ot e g ey e e S ey e e g | e

B B |y gl e B el By Y Ll

12 Ower the past four weeks :

12b

12c

12e

sl ) gl

| have felt confident | can cope with my illness
e pn Jidadll Selbial 8 of dflh e
| have felt free to make my own decisions about the health care |
receive, related to my cancer
Lol ) fmall e 0y dualall o ) e ;r iy el et
é‘] M el sy dalanall

| have felt | cannot manage my life because of my illness
\",_;_I:L )j.n:E_;'l;:'t-__'t-L!;'.i...al,'a_h_jn;l;.J \F.A)AM
| have felt confident | can continue my usual work activities
Prompt: For example work at home or in place of employment
indie ¥ sl Ll & ) il gelbils il
dpall 3 5 Jaall 825 e
| have felt confident in my abilty to take care of those | am responsible
for, despite my illness
- R t - PR . .
.Fl_)‘.ali‘_'lj_m_n__;m‘Flc |J'_‘Jj._n!J-Jq_._.:|_;j_m
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s e Ly Lada
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1 2
1 2
1 2
1 2
1 2
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e

Much of the
Time

o 14
il

4
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" Participant ID #

Dhfferent people expenence different emotons when they have a senous illness. I am now going to ask you some questions about how you fee
in general. For the next items please choose the answer which best apphes to you:

Nuneol:'theTlme;Smneufd:eTiu:e;MuchucftheT:ﬁne;MostufthFTiule;A]]ufﬂ:ETinl& :
Ao 2 Lo s o Ly G AL s i 2l g pllfnliad el Sl i i § et o o e L
A K« A T+ A il L gl g Loms iy 8 Y < VS A a0 o K0 S (a2 AL2 Y i o e g il
Mone of the Some of Most of the Linch of the All o

Time the Time Time Time the Tin
T el

13

12a | look forward to beginning each new day i 1 2 3 4 5
2 oy S lad s

32b | feel guilty that | may be a burden on,my family 1 2 3 4 5
5 le [Sas) Uie (Jiaf Lag y iy canl i
‘-‘,_i_‘,_.lla_':( }n__tL,_A.a,l_,l-__\J (TR N ]

130 | feel | am valued by these close to me . . i 2 3 4 5
ot o giall S e el et ol La

13d | feel | have no purpose in_Ii‘Fe because of my cancer . _ i el 3 4 5
ot el e s ilall 5 Joam ¥

132 | feel fearful about my future 1 2 3 4 &

ey gl lad s aly i

Sometimes patients with cancer find their ability to think clearly changes over time. From the following statements please choose the respons
that bests suirs you: All of the Time; Most of the Time; Much of the Time; Some of the Time; None of the Time
L i i A e e ol s e S ag ol e Bt ] e
aJEE?’LﬂﬁlmLﬂi&ﬁdiﬁia:ﬁJﬁ L:ﬂjl&#ﬁu@’mﬁa‘@?lm&l}ﬂg‘ s o i g i g

Al of the Mose of Liuch of the Some of MNone of
14 Time the Tine Time the Tims The Time
L e JA[);.'SS PR ‘jlué‘}l';
Ak Gy ey i gl =y
14a | have trouble understanding new information i o a 4 5
faniall il el ﬂj\b_:-;i__.ju_,;ﬂ.i
14h | have difficulty concentrating on simple tasks i o a 4 5
i Qllﬂ‘_ﬂ‘;:.}g‘;}ﬂl\b_‘ii__l_gr_m:.;1
14 | hawve difficulty taking decisions about routine daily activities 1 el q 4 5
e gl | Sl daleia ot A Hat | 8 g s
14d | am easily confused 1 2 3 4 5
<t - - -
g Bl m
142 | have difficulty remembering what my doctor has told me about my illness 1 5 3 4 5

o e b Jonile K5 A8 aa 0l

EATMRC Frotocol & ROC08/033
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|| Participant ID &

Sometimes people with cancer find their relationships with foends and family change over time. From the following statements please choose
the response that besis suits you:

Soongly Disagres; Disagree; Neurral; Agree; Strongly Agres; Prefer Nort to Answer

gl ),Jntnjm;mﬂjar‘ﬂdmlcnwﬂ.ﬂsdaﬁ‘ﬂdm J__,J:J....!ll (i
1.1_-;¥|‘s.‘:.\_j.|.dl m.l..u,_,!'l,n.ukfuln.u.h.j'lﬁlu.al ol ga psonnly Gl ga g F\"j’lﬂﬁ,nﬂum _|]|:\J_-L‘j'LLGJAJ|_n_\UIi"u.|,=.JJ'.‘__ﬁ|\_| (e nl

{IF MOT MARRIED, 3EIF TO Q.15C} {c15 2 5Bl N Joidaan 5 fia f Lo g fiu oS0 2l 13 )
MNeather
Stzongly . Strongly
- Dizagree Agres
15 Ower the last four weels I have found that: _ Duzagres Dimg::r i Agoee PHTA
ey | LR T Y IO PO T TP H I . ki ¥ & il g 2 i
e Fle apal SE g il
153 My iliness has strengthened my relaljonship with my spouse 1 2 9 4 5 Q
{ _-.3)) _-.3_).| SR _n..:._;wJJB
150 My spouse is very supportive of me 1 2 3 4 5 o
B dacls _-..,J,H_a.q_lmu Nt
150 My relatives are very supportive of me 1 2 3 4 5 a
s cpac s o
15d My friends are very supportive of me . 1 2 3 4 5 a
laa QJ Cpacly v
| find friends and family are not comfortable talking with me
152 about my iliness _ 1 ) 3 4 5 a
o pea Dl 8 pals g e g HEual el
(e
I find it difficult to talk about my illness, because of not
15f wanting to burden others 1 2 3 4 5 a
J.a:.l__jl_ul“h‘\rl-) _n..a_,-e__;:_._-_ll Ay mnd
el )
| found hospital staff sensitive to my feslings and emotional
15g needs ) 1 2 3 4 5 Q
\-"_'n_-_n.-__g'.l:dj §uells Qsel a_-iu_m.n} Caalalelt ‘_’p ik g
d_p..aLr."

EAIMRC Protocol # RC0O8/033
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” Participant ID &

MNow [ am going to ask you about informanon you think you need, relared to your cancer and meamment. Choose one of the following respons
which best desenbes how you feel:

Smongly Disagree; Disagree; Neutral: Agree; Strongly Agree
Joo s i Le it A AN W el y i) daTe G aie A g0 ol | o et pall olgall dalay S i A cdagledl o e ¥ S

ERAN [PP- PPREREG [P S " PR TR0 TP

Meither
3::5:‘; Disagres Agree nor Agres S;:rlil
186. Disaaree
B e g (B e el g Bl
183 | need more information about my cancer 1 2 3 4 5
g s el pm e e gemts T il gleal Sl
168 | hawe been told all | want to know abowt my cancer 1 2 a 4 5
i ol i g g B e i e B g s 5
My oncologist makes sure my family has up-to-date information abowt
18c my care and the choices available to me 1 2 3 4 5
o daliall e Jiaily Gde j ge clagleall (B lgd | Slle o el A0
My oncologist has given me clear information about what to expect
16d regarding my illness and cutlook for the future 1 7 3 4 5
- . Y . . - s X - - 3 .
alalz B plaiy li__...:)&\_,].ﬂ:..']ll_:ﬁqﬂj.ﬁ Lec ezl g J.n_g]a.n.\ru;!a Q.lU:c-\
Jigtaall
| need more information about therapeutic options  available to keep me
16 pain-lrere and comfortable _ 1 2 3 4 5
At daz A daliall o Sall o e walisg e S0l plaa Fliad
(‘:'L‘I-.U‘ ;‘L*Jj
16F | hawve been given all the information | need to take care of myself 1 2 3 4 5
IR TIN Lgalini o Cagleall g e o
My family members have been given all the information they need to take
18g care of me 1 2 3 4 i

oo el g galiny 1 dalaall ome e 5l A e

EATMRC Protocol # RODS/03S
UAB Protocol #: X081024009
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" Participant ID £

Padents get informadon abourt their illness and treatment from different sources. I am now going to ask you how helpful
different sources of informadon have been, to give you the information you need. Please answer with the response that best
suits you:

None of the dme; Some of the dme, Much of the dme; Most of the dme; All of the dme.
Com el Bonia il gheall dabe ol il S ol YN i i g dabiza JMJ‘M@,W\)LM\JJMI‘}:#JJILL;%

wigll e BB ey Bty ol AWy cle g e B dlle mabd Sl Gl e Gaal s o dlie pe g Ly Lgaliad Al il glaall b 38 5
caddl ol I e | S

{IN3ERT THE NAME OF THE 30URCE, E.G. 174. MEDICAL 3TAFF { L7 (ol B o | A ol ol B a5 8 ] o glmall pecaa il }
MNonsof  Someof  Mostofte  Muchoafthe "i:‘
17. The information given to me by was helpful: iy o e sl
- —_— Lt s oy L cEdl et ol E
TP g Chen Al 50 Ty CEBGE a gl Bk
17a Medical Staff i 1 2 3 4 &
(el ) fuhaf ik
Mursing staff 1 2 3 4 &
17b iyl A
17c Other hospital Staff 1 2 3 4 &

17d The media (e.g. television, newspapers) 1 2 3 4 &
(ol Al T Bl ) Bdie Yl Bl

17e Printed Information (e.g. brochures, pamphlets) 1 2 3 4 5
(il U7 e ) i pudnall L gladl

1T Internet Websites 1 2 3 4 5
Escipery| PLE W

EATMRC Frotocol # RC08/035
UAB Protocol # X081024009
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" Participant ID #

Now some guestions about communicating with your doctor and other hospital staff, some of whom are not fluent in Arabic.
Just to remind you, this information is confidental and will not be given to your doctor or any other staff.
Please choose one of the following responses which best describes your experience in communicating with staff:

Swongly Dhsapree; Disapree; Neurtral: Apree; Strongly Asres
ALl Ly ey haglon o 05 Lo 8 D Sy v S5 el et Y e el s el ) BN Ay Sk e oo ) s B AR s L

el ol ¥ o3lpe pE o Brm 3 ge il e 1S G Ay A0 W e biady 85 o e g 5 Lk k) SRR B s sl Wy ikl e ol
Aty 58 pa ol pe

Strongly - Meither Agres Strongly
13 Dizagpee Disag nor Dizagrss g Apres
=5 = atlabd e il ga
geiya b oy e
Zun, Bl g 2l ALl
18a My doctor takes ime to answer all my questions ) 1 2 3 4 5
i g e Bda il o AN e Sy
18b My doctor shows interest in me as a persen 1 2 3 4 5
_,ne.j‘____. aalal b g
18c | prefer my doctor makes all my medical decisions for me | . . 1 2 3 4 5
o L Al A e Nyl g1 e a g o B
18d My doctor has explained clearly to me about the physical problems | may face 1 2 3 4 5
Lppnlsl Lay i ol 2l s g Bp e 2
18e | prefer my doctor discusses the details of my illness anly with me . . 1 2 3 4 5
J:;ﬂ\-__r_l‘-__._a_}o‘_!;u_m:l:l(:_'héhﬂ :a.Ji__:\-_T"A_'_::-J‘_LJ:ﬂI
18f My nurses understand me when | talk to them_ 1 2 3 4 5
gl i Lavie e paally e el | Sagis
18g There is always an interpreter present to translate, if needed 1 2 3 4 5
Sagpeall o i (85 an fall ol
18h | have felt the need to have one member of hospital staff with whom | could 1 2 3 4 5

talk about all aspects of my iliness
PPN -3 E LA PPRLIEL ;I T P BT L (= TN S LI

EATMRC Protocol # RC08/035
TUAB Protocol #: X081024009

2178



” Participant ID #

When deahne wath a senous illness people have different bebefs about why they are siclky they also have differsnt levels of need for rehgious
counsehng and support.

These next items are about your behefs and rehmous support needs in relanon to vour llness. Please choose your response from the followang:
Swongly Dhsagres; Dhsagree; Neither Agree nor Disagree; Agree; Strongly Agree; Prefer Mot to Answer.

'utu_i:u’l...li;ﬂ_ﬁlQ1H|&§61L1d|ﬂlonj_ﬁbﬂji:ﬂ;uﬂﬁ),mﬁg_ﬂ:ﬁa‘f iﬂ]:ﬁn.ii:l,l...u‘;ﬁﬂdm. PYRgT) #I&i@]ﬂdfuaaﬂ,lhﬂ'uu}inhﬂ._ntnﬂ

a@hﬂijgéi.m;,i,‘.@l,..;y.ﬁyﬁ.;;.:.,.@1,.E_q,ﬁyhaﬂuu@wﬂ,m&mym,ﬁﬁg&,,;Jj,éﬁ.'ﬂ,

Suungir . Maithar Agx:: Smcmgl'_r
19 Dissgee FY seDume T ame
e = palid Y e e
IR Elge el il
10a | believe that my suffering is a test of my faith 1 2 3 a 5
l'___'L.a.;‘i Ll 1 Gl _FLu_n_}J_ﬁ';\
156 | question what | have done in my life to deserve this disease 1 2 3 4 5
Ll 13 i A Bl e Jelid
18c | beligve an evil eye affected me . 1 2 3 4 &
| need the guidance of a religious counselor
19d . e FER T 1 2 3 4 5
10e | believe my illness is a punishment from Allah 1 2 3 4 5
: - ) T
) i die @ (e e e e
18F My refigious needs are being supported by the hospital staff 1 2 a 4 5
(aitaaly Joall 32 #5500 Salfal poy
10g | am afraid of the day of judgment i 2 3 4 5
chomll g b Ll g e Lo cspall e
19h | need a religious counselor to read the Holy KE\F:II'I to e 1 > 3 4 5
S Al el gl s s Fliai
15 Allah will wash away my sins because of this illness 1 2 N 4 5

i om e e glibe T ey g
| am losing hope that my cancer will be cured

Ol e Sl 8 el il iy
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" Participant ID #

I would like to know how important 1s 1t for you to get help with the different problems yon have told me about in this interview. Please
choose your answer from the following responses : Extremely important; Important; Meither Important nor Important; Not Very
Important; Mot at all Important
EATEP PR LS '___aaﬁiﬁ:.lhu}s-uh.;as:ml\@saxum‘;c Jymall il g g S 0a el i 3y
2o e B ee (05 dsanl g L AN o) e daal g sl e g il
o) g crucad — e e Vdaga® b daga aall Gaga

IN THE BLANE BELOW NAME EACH ONE OF THE RESPONSE OPTIONS

Neither
. Extremely Not Very Not atall
20 itis for me: " Impormat  Importantnor !
Importanr Ui Lmportant Imposant
o alldags  laiepn Lo Jidag s Fe!-,: :

20a To see a specialist to manage my pain _ 1 2 3 4 5
Al it 8 el asta il o

200 To have assistance with bathing/dressing ) 1 2 3 4 5
_J-:'IJ‘IJ et \.—-Jl':' ,,--'—"-'-', 3 baslaa \.—-Jl':' "j !

20c To have help to move about more easily _ 1 2 3 4 5
( Jaifl }iiS._,-:.._'.l e (i dielia a_'.z. |

20d To have help with my emotional problems ) 1 2 3 4 5
ir'i.l-:'u.'nl \:_.IS.LA:.‘ Jad 5 ¥ an 2 ‘__'_'c- i

20e To receive more information about my cancer treatment 1 2 3 4 5
Al W e g - “he - st',.L‘r [T H
Cls jeal Uua,m‘_’m‘___—.._J-:_ L gty 1l g | oo e

208 To receive religious counseling ) 1 2 3 4 &
’._.L_:J _"n_..'zJ! ‘__.J‘.:. Uiant

20g To get help with transportation ) 1 2 3 4 5
(sidiaall Wl e sediscles o oaad

{IN3TRUCTION: IF NO SCHOOLAGE CHILDREN SKIF TO Q.24a) {24 a )y o JBssh A pralls il o gl 13 2 latas }
20h To have help with childcare 1 2 a 4 5

e} . £ [ 1 - [
= 1 - I - 3 ]
'___._L.uijﬁ.:JuJ.: el bl B
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" Participant ID #

THAT COMFLETES THIS SECTION. WOULD YOU LIEE TO TAKE A SHORT BREAE NOW?
INDICATE IF TAKING A BREAK: Yes[ | No[]

IF YES, TELL THE FARTICIFANT: Please tell me when you are ready to continue. (AT THE END OF THE BREAE INDICATE HOW
LONG: ___ MINUTES). If you are comfortable we will continue.
LT R PURTR ) R L i S o
3 L]
[ R SO N PP FTIES PP | E U R PRI (R W IS <R AP ST PGS EOY R WP FIR Y pERT 4
(i€ g o Bl ja ) Ll ja oK ) Lt

The next few irems are about your financial siruanon related to your illness, over the past four weeks.
Please choose one of the following responses:

All of the Time; Most of the Time; Much of the Time; Some of the Time; None of the Time. If you prefer not to answer, just tell me.

e s I o il i By Al ol Bl el i bl 71 g1 Pt g il gl g i 55 At AL 2 il
_i__i_—_-\lﬂ\-__’.ﬂl._l'?-_‘-'x_t,;j_-n.\-_ﬁ(&IAPJ)‘_JPJ_;@:BPLM-\:H’;QQJYJ « CAGM e A AN el ..:e,l.__.!].i:.‘___-n.:n‘,]lu‘.’:.l'___n

All of the Mot of the Minch of the Some of Mone of

21 Time Time Time the Time the Time SE
o i ) L
Ower the past four weeks: gl J8 il ded ol ot s Ly Jesd
il s ) ) B ety = SRy =
21a | have had difficulty paying my househaold bills 1 2 3 4 5 B
Ll il il gl g 2 s m o e
21b My illness has been a financial hardship on my family 1 2 3 4 5 g
i e e e e i
e My household income has significantly decreased because of 1 2 3 P 5 g

my illness .
_U_..n)i..q_-_n.__.u\_"l)' By g gl uﬁ‘_’_:na._l
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” Participant ID #

These next four questons are about where you prefer to be cared for as your dllness progresses. People have different preferences for where
they are cared for and who decides where they will be. Please choose one of the following responses which best descrbes how you feel:

Somongly Disagree; Disagree; Neither Disagree nor Agree; Agree; Songly Agree
Mwwmsﬂs@yd,ﬁ,\muawuulumgﬂuwﬂlmfﬁjuus,nuu,.r..d 5 g Gl A s Al g M1 AL g
A Tin gl (A g ) Sl il el ) heinall (3 s 55 33 O a9 A
i.\..‘u‘y,,auhi- |@l_pﬁ MEMQWQMW

et}

22 E)Ta:fi'; Dizagree Arip:: mor Agree Jmur_gzl}'
. . . i p s ‘]l . o
Bty g g e e == ) oy ]
| prefer that my family take care of me at home, if | can no longer
2a take care of myself . 1 2 3 4 5
U—ﬁ;a‘-‘:’:-?'u_lf-l)ﬂ.'c-l':.l'i;l Jad 2 _.:.:_;,:U)_l?y.J,_....:s
22b | prefer to be in the hospital, if | can no lenger take care of myself 1 2 3 4 5
_..m.aLu:'l'cha.u Wl _a....n..u.l.' 3‘_‘_\_’_ o i
22¢ | have concerns about my family's :lbilltym take care of me 1 2 3 4 g
_,:LM')"_ '.:a)ﬁ (apads,d el -.nou";_l
294 | prefer my family decide wheres | will be cared for, if | can no 1 2 3 4 5

longer take care of myself
_'.__n_;_n..')" X I_;,.xsx.,ul_ . _chTl;_ _n_;.J.u i ,_;_,...! —-_,_.
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Participant ID #

The next questions are about any illnesses other than cancer you may have had.
Agr unad B oS5 o B A gl pulll gimge et (g T gl el e AN i)

For which of the following illnesses have you ever received
treatment?

23

g bt el SR Ll Wl e 5t

High Blogcd Pressura

Heart disease
Diabetes

Kidney disease
Lung diseass

Any other illnesses

pll i L 1
Bl g
Sl g i
e sl
Al b
il gl

DN gt R =

IF aMswERTNG "' ANy OTHER" GO TO NEXT (). TO SFECIFY WHICH ILLNE33(2): LI3T IN AFACE(3) BELOW}

ij&;}fﬁmﬁyiﬂ;ﬁh Lo { s ) anm o dnndal o ¥l i gom il ) vl 38 5 130 Ll iy ) (M ) (oS -1 gy mida g1 o il 13

Which other serious illnesses have you had? .
23a Sl ot (g o1 6 el 1 L

How many times have you been hospitalized for an illness other
than cancer?

T o edl i g Al ol el cpe el Al e g S

24

{IF NONE, SKIP TO Q. 25}

How many of these hospitalizations were less than & months ago?
ualall didl Pha | aicall | B a gl callsd i pall 2 a8

25

Which type of treatment have you received for your cancer?
Prompt: I you have had more than one type of treatment, please
tell me which ones.

. e ol e el 2l G il g
ST Sl b L S pad o ela B =Tal e i e gl ) el

Have you received any tribal or traditional remedies for your cancer?
Prompt for example herbal medicines or caute: )

Tope o el Bl g At iy 5 el S e

= & sdici Fore

27

- alisl £1 4l
Mone aply 1
One P 2
Two e 3
Thres o v 4
Maore than Three ol pa i 5

Mone

One

Twa

Three

More than Three

Chemotherapy
Radiation Therapy
Surgery

Homonal Therapy
Don't Know

{28685 D3 ) 6 L (3,05 ) ey 81 )

Gty 1
Ty E 2
ot 3
PR 1] 4
i e Sk e 5
el ZZLU YN et A
Gl b Y N P
il Y N PRV |
u—'@b!—'-'; [ PR |
HiegE YN et
=t
o

IF ANSWERTNG NO, SETF TO (.28 . IF ANSWERING ""YES", ASK PARTICIFANT TO SPECIFY WHICH REMEDIES(2). LIST IN SPACE BELOW
ol fall 4 L gng wndino gl 6 b e iy o iy pall) g pall St and ) Ao ol 3 Ll o 288 el 1 SR () i il 1

Tell me which remedies have you l:'ied? . .
g o iy s B s AW Clia g1 a e

27a
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|| Participant ID #

People wath senous illness get different types of support from vanous fmends, fanmly, or other sources. I now have some questons about any
support vou may have from different people away from the hosparal.

3 A s ol Lagy g3 acall g gt AU iy 1 e o g aa g Bl g3 IS Ailine ploca ey aedll pedilineplgl o § gl ol s g pliaadl fany

il 3l s i
Hone =l 1
28 How many female relatives can you rely on to help you Cne 2al g 2
while you are ill? Two ol ] 3
Sl o ol il ppde A1 el A Sy § ae & More than Two o ] ol o 4
Mone S 1
29 How many maids do you have at home? Cna 2aly bl
iy 8 ey, DMl Cadall ve 2 Two o4 3
More than Two - et 4
el e SR
How many drivers do you have? Mone S 1
30 Prompt: such as male relatives or employed drivers. Cna 12l bl
; 1y 3
A EL £ Two ] 3
JETIRNSEY, I TR | T e Sl Al glge -l More than Two . ot 4
s ppealall B e e Sl B el ol e

MNow just a few quesnons to help us understand more about you as a person and the support needs you may have. .
20 G P g Ak ) sstang g gl A ] Lo Ll AL o i Y

Mo formial schooling PUSTRTS 1
What is your highest level of education? . Primary school 5l kel 2
fade Clon abelgdw i pls  Elementary School i s 3
31 High school ES 4
College Graduate s "u"' 5
Post Graduata .,,:"-‘L'-‘ et 6
Ll il
Currently self-employed o Jao 1
What is your current employment status? Cumrently government employee a1 ilhga 2
Tllla ol il s dl s Cumently employed by private sector b Lzﬁl il 3
32 Unable to work due to illness h 4 > A %: 4
Retired wi il Al Jand” 5
Mever worked e &
(il (Jai o
What is your averages monthly household income? Less than 2.000 Riyals Jsy 2000 e B 1
Prompt: If you don't know, or if you prefer not to answer, that 2,000 - 4,208 Riyals oy 459G — 2000 e 2
33 is fine 5,000 to 10,000 Riyals II_-.' 10000 — 5000 o 3
Sl dllan e ds ol More than 10,000 Riyals L o 4
Sl i oy 36 e e s g ol ¥ i Y 2l Notsure 10000 & 5
= ' Prefer not to answer Els pb 8
ol pr ot
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Participant ID #

These last few questions are about your thoughts on talang this survey. Please choose the response which best suits you.

34

35

36

Crverall, was answerng these quesnons
T ol 2a aq.._f‘a_.;s_..s.,.c.__p

Did you find the instructions | gave you easy to understand?
Tl Lo bl A s 2t

Are there any other issues related to your health care and support
needs you feel we have missed out of this questionnaire?
u)s.\.,nu..,_.._,.‘_an,wm,.aus uﬁuh;)h\_ﬁr-,-a’n_;l .Zlul_ib
T il I 2

IF “YEs”, ASE REIFONDENT TO TELL YOU THE MO3T IMFORTANT [33UES

37

38

Please tell me which issues related to your needs, that you think
should be included in this questionnaire.

Prompt: There are no right or wrong answers — feel free to say
whmh other issues (OU think should be included.

L e ekl el peli — I_Haj-ﬂml.u.h-‘ﬂ-\_ﬂ
..i..m__,a_....,_,..n,_._m

Would you be willing to take this same survey again in one to two
week's ime?

Prompt: To help us develop and i improve this new quesuonnalre
J_-.. By e e 2 _.a.: |_‘|u...‘|_fu.h.
Al U ety gl J'J_..a.‘_,::).._f dpsea doa

=

FINISH TIME:

Lol foal pla A3 AR e Slad NS S s 5 pa ) ALK s38

Extremely difficult i dmun 1
Somewhat difficult 2
Meither difficult nor easy 3
Fairly easy 4
Extremely easy 5
5]

¥ et

N b

¥ pad

]
Al elatil) a0 2 i (g pall k™ e ™ s Bl S 1)

¥ pxd
N b
telgalyl oy

THAT WAS THE LAST QUESTION.

LAY et s ol

ON BEHALF OF THE ONCOLOGY DEPARTMENT AT KING ABDULAZIZ MEDICAL CITY,
THANK YOU VERY MUCH FOR PARTICIPATING IN THIS SURVEY.
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