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Abstract

Many generic measures with standardised items, notably the SF-36 and its derivatives, are
available for use in both healthy and patient populations. By definition, these focus on general
health status rather than a patient’s condition. Condition specific and individual quality of life
instruments, for example, the PGI (Patient Generated Index) and SEIQoL (Schedule for the
Evaluation of Individual Quality of Life) have been developed. The individualised measures
take into account the individual nature of the concepts (health related quality of life and quality
of life respectively) being measured. They are suitable for interview administration and the

items are areas of life nominated by respondents.

The aim of this research was to develop a new measure based on items of known importance to
people in relation to their medical conditions or illnesses, which would be valid, reliable and
manageable when administered in busy clinical settings. The focus was thus on the patient’s
condition rather than general health. The PIMS (People’s Impact on Life Scale) instrument was
intended to be sufficiently acceptable and comprehensible for self-completion. Emphasis was
placed on sensitivity to patients least affected by their condition, and relevance to people of all
'ages. The instrument was Based on a model of the impact on life incorporating limitation and

importance. The concept to be measured was the impact on life of a condition.

Triangulated evidence was gathered from qualitative and quantitative research. Studies in three
settings were carried out of, older people in the community (concerning health or a medical
condition), hospital rehabilitation clinic patients (concerning cardiac conditions) and general
practice patients (concerning the presenting condition). A panel of experts evaluated the
questionnaire and semi-structured interviews were conducted with selected participants in the

general practice study.

The PIMS items were scaled with a panel of judges using Thurstone’s comparative methods.
For simplicity of scoring, and with due regard to the psychometric properties of scales derived

from alternative scaling methods, the items were not weighted.

The reliability of the PIMS was good and the scale was closely associated with the concept
being measured in comparison with the SF-36, SF-12 and HSQ-12. Further development work
and testing is needed to refine the item content, modify the instrument’s structure, clarify

instruction wording and develop a module of items suitable for older people.
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Preface

My professional background and training is in statistics, in the fields of education and health
research. For this thesis I have applied my statistical knowledge to the development of a
measure of health related quality of life, called the People’s Impact on Life scale (PIMS): This
has also involved acquiring a critical awareness of the social science and health literature on

quality of life.

Due to the broad scope of the subject, the maximum word length was reached. Additional
supporting material is included in the Appendices. The following outline is provided to guide
the reader through the thesis. It is suggested that the reader refer to Appendix 5, in which all
versions of the PIMS can be found. Page 16 in that appendix might be found useful for quick
reference. The first Box in Chapter 8 summarises the research studies, and shows which

comparative measures were used in each. This is reproduced below.

Outline. The thesis consists of eleven chapters, with supporting material in nine Appendices.
Chapter 1

Chapter 1 is the literature review, in which the development of new scale is justified. An
overview of current approaches to scale development is included, and a set of criteria for
assessing the suitability of measures of health or quality of life in ambulatory care. Supporting

material on models is given in Appendix 2. The literature search strategy is described.

Chapters 2 and 3

These chapters cover the quantitative methods. Three existing vehicles used in the research,
and the three studies that were carried out for this thesis, are described. Further supporting
information on the outreach study, which was the most recent of the research vehicles, is
provided in Appendix 3. Chapter 2 describes the methods used to validate the new People’s
Impact on Life Scale (PIMS). The aims and research hypotheses are given in this chapter. The
Glossary in Appendix 1 contains a schema of the psychometric terms referred to in the thesis,
and a description of each term. Chapter 3 describes the study methods in more detail. Ethics

committee approval and letters to patients and respondents are shown in Appendix 4.

15



Chapter 4

Chapter 4 describes the development of the PIMS questionnaire, and also includes relevant
results from the existing research vehicles. The PIMS and comparative scales used in the

research (the SF-36, the SF-12 and the HSQ-12) are contained in Appendix S.

Chapter S

Chapter 5 covers preliminary results on the psychometric properties of the scale items, based on
the three studies (two pilot studies and a main study). Detailed pilot study results are given in
Appendix 6.

Chapter 6

The scaling methods, including the scaling of the items using Thurstone’s paired comparison
method on main study data, the exploration of various weighting systems, and the scoring of the

overall scale are covered in Chapter 6.
Chapters 7 and 8

Chapters 7 and 8 concern the quantitative validation of the PIMS, and mainly relate to the
psychometric properties of the overall scale. In Chapter 7 the characteristics of all the scales
used (the long PIMS, short PIMS, HSQ-12, SF-12, and SF-36) are given, and their
comprehensibility and sensitivity are described. Chapter 8 deals with the validity and
reliability of the PIMS and comparative measures. Details of the pilot study results are given in

Appendix 7.
Chapters 9 and 10

The qualitative research was based on interviews with eight respondents to the earlier
quantitative study in general practice. Group work with a panel of experts was also carried out.
The methods and results are described in Chapters 9 and 10 respectively. Appendix 8 contains
the instruments and other materials used in this research, including the semi-structured interval

schedule. The participants are described in more detail in Appendix 9.
Chapter 11

Chapter 11 draws together the results from the three quantitative studies and the qualitative
research. The results are discussed in relation to the aims and hypotheses given in Chapter 1,

and to the list of criteria that was drawn up in that chapter. The strengths and weaknesses of
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the methodology are discussed. Recommendations for future development and testing of a

revised PIMS are made, and for its use in the immediate future.

Box. Questionnaires administered in each study

Baseline: Second study:
PIMS Comparative PIMS Comparative
measure measure
Study 1 Long or short PIMS’. HSQ-12or  Reliability test-retest:
Older people who Versions on condition ~ SF-122 Long or short -
participated in the wider and health. PIMS, as
Islington community. administered at
baseline.
Study 2 Long PIMS. SF-36. Follow-up:
Patients of the Kings Versions with Long PIMS,as -
College Hospital Cardiac  ‘expansive’ and administered at
Rehabilitation Clinic. ‘succinct’ instruction baseline.
wording.
Study 3 Long or short PIMS'.  HSQ-12. Reliability test-retest:
General practice patients Original and revised Long or short SF-36.
of the Lonsdale Medical versions. PIMS, as
Centre. administered at
baseline.

" T Administered alternately.

2 Administered alternately in the wider study.
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Part one

PART 1: BACKGROUND



Chapter 1. Health related quality of life and its measurement

Chapter 1. Health related quality of life and its measurement

1.1 Introduction

The subject of this chapter is health related quality of life and health outcome
measurement for health services research in mixed ambulatory care (general practice
and hospital outreach and outpatient clinic settings), and also in the general population.
The main purpose is to investigate the adequacy of existing measures in meeting the
requirements of health services research. The literature review is primarily concerned
with the need for subjective measures of health. ‘Subjective’ is taken to refer to the

self-reported perception or experience of an individual'.

1.1.1 Overview of the chapter

It will be shown that a generic measure that specifically addresses the impact of any
condition on life is needed in health services research. One such measure is the People
Generated Index developed by Ruta and Garratt (1994) which is based on an
individualised approach. Structured questionnaires with standardised items are also
needed, to assess the outcome of treatment in pre-defined areas of life relevant to the
aims of the therapy, and to develop a theoretical and empirically based body of
knowledge. The impact of health, as well as that of a condition, on life should be
addressed, to include members of the general population who do not consult a doctor
about their illnesses or syniptoms. Measures such the Short Form 36 (SF-36) (Ware et
al., 1993) contain such items but they are general and do not specifically address areas
of life of known importance to people. The model of the required new measure is
described, and the definitions of health, quality of life (QoL) and health related quality
of life (HRQoL), on which it is based, are given.

The concepts of health, QoL and HRQoL are examined first, to show that the new
measure should be based on a HRQoL concept of ‘impact of any condition, or of health,
on life’, and to justify the definitions used in the thesis. The main approaches to
measuring the concepts are illustrated by four commonly used or recently developed

innovative instruments (and two short versions), whose validity is well reported. The

! Health status questionnaires have been described as subjective if they are completed by the individuals concerned,
or if the items concern variables which have not been observed (reported ability to climb stairs for example, rather
than observed climbing) or constructs not measurable directly (McDowell and Newell, 1987).
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choice of the four measures is justified and their suitability for measuring the impact of
any condition, or of health on life, is discussed. A list of criteria, referred to as the
Criteria for Assessing Measures in Ambulatory Care (CAMAC) is then drawn up.
Finally the extent to which other existing measures meet these criteria, and the need for

the new measure, is examined.

Statistical issues, including statistical techniques used in scaling, and their consequences
for the psychometric properties of the measures, will be covered in later chapters.

Definitions of the psychometric terms used will be given in the Glossary in Appendix 1.

1.1.2 Background and the aims of the literature review

There is a need for measures that assess health status and health related quality of life
from the perspective of the patient, in addition to objective clinical scales (Albrecht,
1994; Bowling, 1995a; Jenkinson, 1995; Angermeyer and Kilian, 1997; Ben-Shlomo,
1999; Chren, 1999; Katz, 1997; Johnson, 1998; Blaivais, 2000). There is now greater
awareness of the need to assess the outcome of health interventions in ways more
meaningful to patients (Curtis et al:;, 1997; Han and Gliklich, 1997; Chwalow, 1998).
There is also greater recognition that their perspective differs from that of clinicians in
some of the most important aspects of outcome (Jenkinson, 1994b; Bowling, 1997a;
Woodend et al., 1997). Both disease specific and generic scales have been developed to
reflect the patient’s perspective (Jenkinson et al., 1999; Curtis et al., 1997; Jenkinson et
al., 1994a), although instruments developed specifically for ambulatory care settings are
often disease specific, for example for patients with diabetes or asthma (McColl et al.,
1995). These measures are more responsive to change because of their greater
specificity and relevance to a particular patient group (Lamping, 1997; Bowling, 2001).
Generic measures, particularly the SF-36, are also more widely used, for measuring both
population health and outcomes of health services and for cross study comparisons.
Their suitability for use with patients in settings that involve a variety of conditions and
degrees of severity is well documented. This is demonstrated by the exponential growth
in the number of references to QoL and HRQoL in MEDLINE, from the 1960s. The
number of references to QoL between 1989 and 1993 was around 1 500 (Ruta and
Garratt, 1994), but was 4036 in the year 2000 alone. For HRQoL, the number grew
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from 40 between 1966 and 1974 to 4 936 between 1991 and May 1993 (Albrecht,
1994}) but was only 373 in the year 2000.

However, weakness in the theoretical underpinning of instrument development in the
field of health measurement is acknowledged (Albrecht, 1994; Hunt, 1997; Diamond
and Becker, 1999). It is claimed that there is little consensus over definitions (Gladis et
al., 1999; Smith et al., 1999), that theories or models of quality of life and health status
are not usually made explicit (Becker, 1998), and that it is not always clear what is being
measured. For example, Gill and Feinstein (1994) sampled 75 articles with quality of
life in the title, and where at least one quality of life measure was used, but QoL was

defined in only 15% of the articles.

1.1.2.i Summary of aims

The main aim of this chapter is to assess the need for a new manageable patient-based

HRQoL instrument for use in mixed ambulatory care settings, and which can also be

used for a general population. This will be achieved by establishing a set of criteria for

assessing health measures in ambulatory care settings, appraising the suitability of

existing instruments, and justifying the need for a new instrument. In short, the aims are

to:

o Establish criteria for assessing the suitability of health related measures in
ambulatory care settings;

e Appraise the suitability of existing instruments;

e Assess the need for a new instrument.

1.1.3 Literature search strategy

A literature review should be systematic, comprehensive and up-to-date (Fitzpatrick et
al., 1998; Lancaster et al., 1997). Four main sources of literature were used to ensure
that the coverage was comprehensive. These were key texts, databases, journals and

'grey’ literature, see Box 1.

Fifteen key texts were first identified, including first and second editions of two books.
Six were comprehensive reviews of QoL and HRQoL scales (Bowling, 1995a; 1997a;
2001; McDowell and Newell, 1987; 1996; Spilker, 1996; Wilkin et al., 1992). Four

were classic texts on the development of concepts of QoL, including seminal research
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studies (Andrews and Withey, 1976; Bradburn, 1969; Campbell et al., 1976; Gurin et
al., 1960). Finally, four more recent texts were chosen to cover other aspects of health
measurement, for example, evaluation, applications, psychometrics and scale
development (Fitzpatrick et al., 1998; Jenkinson et al., 1994a; Oliver et al., 1996;
Stewart and Ware, 1992).

To ensure that the literature was up-to-date, searches of databases covering the last five
years (1996 to 2000) were carried out. The search terms (‘key words”) were ‘quality of
life’, ‘outcomes’, ‘ambulatory care’, ‘arthritis’, ‘cardiovascular disease’ and ‘respiratory
disease’ (common chronic conditions), see Box 1. Using the checklist of inclusion and
exclusion criteria, and the relevant searches (#2 to #6 in Box 1), the titles were scanned
on screen for relevance. The abstracts of potentially relevant papers were printed and
read. The papers of those that were found to be relevant were then photocopied, and the

final selection was made.

Box 1. Database searches, 1996 to September 2000

Search engines

Embase, Medline, Psychlit

Psychometric properties of existing
scales (including comparisons
between scales).

Patient based/ individual QoL
measures.

Related concepts and definitions.
Measures of quality of life for adults
of all ages.

- Key words Search number: Keyword:
#1 Quality of life
#2 #1 and outcomes
#3 #1 and ambulatory care
#4 #1 and arthritis
#5 #1 and cardiovascular disease
#6 #1 and respiratory disease
Inclusion and Inclusion: Exclusion:
exclusion Methodological issues of Substantive results based on existing
criteria measurement. scales.

Disease specific measures.
Symptom scales.

Clinical measures.

Measures of patient satisfaction or
quality.

Measures for use with hospital
inpatients.

Measures for use in terminal care.
Measures for use with minority groups.
Cross cultural adaptation of
instruments.

Prevention, screening, health policy.
Non-English language titles.

A hand search of the indexes of five periodicals, the Journal of Epidemiology and

Community Health, Medical Care, Quality of Life Research, Social Science and
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Medicine and Statistics in Medicine was carried out, covering the years 1993 to 2001.
Using the checklist of inclusion and exclusion criteria shown in Box 1, the titles were
scanned by eye for relevance. The abstracts of potentially relevant papers were read.

The papers of those that were relevant were then photocopied and the final selection was
made.

The ‘grey’ literature consisted of references that were identified less formally, for
example through colleagues, meetings or conferences. Access was granted to Professor
Bowling’s hard copy library of pertinent QoL and HRQoL literature (over 100 articles).
Some references known to the author, for example Ham (1999) and Honderich (1995)
were included to support particular points made in the discussion. Altogether the

references spanned the years 1920 to 2000.

1.1.3.i Results of the searches

Two hundred and twenty two references were included in the literature review. These
are indicated by ‘*’ in the reference list at the beginning of Volume 2. Details of the
sources of each reference are available from the author. Table 1 shows the numbers
cited in each of the four sources. Seventy-seven (35%) were cited in more than one
source. For example, the Embase search produced 2322 separate titles. The abstracts of
259 of these were printed and 21 papers were photocopied. Including others identified
through key texts and the periodicals, 38 references in the bibliography were ‘hits’ in the

original Embase searches.
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Table 1. Sources of literature

Source Cited in:
Original source Secondary source' Tertiary source’
(%)* n (%)’ n (%)’ n
1. Key texts : ) 15 = (60) 133 g ® 17
2. Databases:
Embase an 38
Medline (34) 75
Psychinfo (17 37
Total 41) 92
3. Hand searches of ()] 20 = 1
periodicals
4. ‘Grey’ literature (13) 28
n=222

T Cited in the original source.

2 Cited in the secondary source.

3 Based on a total of 222 references. Percentages do not add to 100 as many references were identified
from more than one source. '

The largest proportion of references (60%) was cited in the key texts, and a further 17
(8%) were citations in these references. A systematic search of the Embase, Medline
and PsychInfo databases produced 38, 76 and 37 relevant references respectively. Hand
searches of the five periodicals provided 20 relevant titles, see Table 2. Twenty-eight of
the references were obtained from less formal sources (some of which overlapped with

other sources).

Table 2. Number of papers cited in periodicals (1993 to 2000)

Periodicals searched No. of abstracts  No. of references ~ No. of relevant
printed/ read photocopied references
Journal of Epidemiology and 10 15 7
Community Health
Medical Care 31 18 3
Quality of Life Research 30 7 7
Social Science and Medicine 25 15 3
Statistics in Medicine 16 7 0
Total v 112 62 20

1.2 The development of concepts and models of health and quality of life

The terms: heaith, health status, perceived health status, subjective health status,
HRQoL and QoL are often encountered in the literature on health measurement.
However they are often undefined and sometimes used interchangeably (Hunt, 1997).

Although the concept of QoL is vague, the ways the term is understood and used have

24



Chapter 1. Health related quality of life and its measurement

been described and placed it in an historical context (Bowling, 1995a). The concepts of
health, quality of life and health related quality of life are discussed and defined here,
and the model of HRQoL on which this research is based is specified.

1.2.1 Health

Health and the operationalisation of health are not always clear in the literature. For
example the first aim of the current Labour government’s ‘Our healthier nation’
programme is to ‘improve the health of the population as a whole by increasing the
length of people’s lives and the number of years people spend free from illness’
(Department of Health, 1998). Health was not defined but operationalised through
objective indicators such as mortality rates from heart disease, stroke and cancer, suicide
rates and accident rates. This illustrates how concepts of health are operationalised
without first being defined. Health policy is thought to be based on a medical model of
health (Ham, 1999) characterised by a predominantly individualistic? approach which is
associated with concepts of curative treatment® and functional fitness* (Stacey, 1977).
Two components of this model were identified by Illsley (1977) as disease (the
pathological processes of the body) and engineering (the body is a machine to be
repaired by technical means). Ham (1999) suggested that the medical model provided a
justification for the pre-eminence of the medical profession on matters of health and the
way NHS resources are organised. The medical model of health can be criticised for its
incompleteness. It does not reflect all lay definitions of health, particularly of positive
health, and nor does it take account of social science research on the causes of ill health.
The experience of ill health or ‘dis-ease’, which cannot be discerned by health

professionals, is also not addressed (Bowling, 1997b).

Health is difficult to define as it is a complex and multifaceted concept (Victor, 1991),
and there is no consensus over its definition. ‘Beyond the WHO definition of health,
which is seen as embracing ‘positive health’ there is no accepted definition. As with
quality of life, it can be defined as a series of component definitions’ (Bowling, 1997a).
Health was defined by the World Health Organisation (WHO) as ‘a state of complete
physical, mental and social well-being and not merely the absence of disease or

infirmity’ (World Health Organisation, 1948). This definition has been quoted in

2111 health lies within individuals rather than originating from social systems.
3 There are specific cures for particular illnesses.
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discussions on health for over half a century (Stewart, 1992; Jenkinson et al., 1993a;
Albrecht, 1994; Bowling, 1997a). A component on autonomy was added relatively
recently (World Health Organisation, 1984). The original definition was adopted by the
World Organisations of General/Family Practitioners (WONCA?) with one small '
amendment, the word ‘complete’ was replaced by a perhaps more realistic ‘optimal’
(Bentzen, 1995). The WHO definition was considered to be broad and idealistic to the
point of being utopian (Seedhouse, 1986) but useful as a broad working model
(Bowling, 1997b) and now suitable for operationalisation (McDowell and Newell,
1987). A social science model of health holds that a broad model of health is needed
because of the many influences on health outcome. These include: ‘patient psychology,
motivation and adherence to therapy, coping strategies, socio-economic status,
availability of health care, social support networks and individual and cultural beliefs
and behaviours’ (Bowling, 1997a). The WHO model of health reflects the social model
of health (Bowling, 1998b).

1.2.1.i Lay definitions of health

More than a decade ago Hunt and colleagues (1986) described health as follows. ‘Very
little is known about good health, how it is conceptualised by people, its distribution in
populations and with what particular characteristics it is associated. There is virtually
no agreement on the concept of health’. This view can be criticised on the grounds that,
over the last three decades, social scientists have investigated the public’s definitions of
health and common themes were identified (Herzlich, 1973; Blaxter, 1985; d’Houtard et
al., 1990). The themes were summarised by Wright (1990) as health as being, health as
having and health as doing.

Herzlich’s (1973) study was based on interviews with a sample of the French public.
The three concepts of health to emerge were described as health-in-a-vacuum (health as
being), as a reserve of health (health as having) and as equilibrium (health as doing).
Health as being reflects the medical model® insofar as it is viewed in a vacuum,; that is

health involves absence of illness. A person has health unless there is something

* Individuals need to be fit for work.

5 World Organization of National Colleges, Academies, Associations of General Practitioners/Family practitioners -
World Organization of Family Doctors.

® Traditionally measures of morbidity and mortality based on clinical, radiological and laboratory tests were used to
evaluate the outcome of treatment (Jenkinson et al., 1993a), with the emphasis on impairment and disability rather
than handicap.
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definitely wrong. This is also expressed as ‘health is unawareness of the body’. Health
as having means having a reserve of health, for example a bank of physical fitness. That
is, health is a state of having positive aspects such as strength and robustness. Health as
doing resembles the WHO definition more closely and is viewed as an equilibrium of
health; that is health involves physical well being and social relationships. In this,

possession of health is associated with a person’s whole quality of life.

Blaxter’s (1985) study of the public’s definitions of health and illness suggested that
there were five distinct concepts: disease, illness, function, fitness and malaise. Disease
appeared to be the existence or absence of ‘chronic’ disease, and illness the frequency of
illness or symptoms, or freedom from disease. Function covered the consequences of
health status for ‘normal’ activities and relationships. Physical fitness or unfitness was a
more positive dimension including wellbeing, strength or energy. All parts of the body
were in ‘good working order’. Malaise or psychological wellbeing concerned symptoms
such as tiredness and sleep disturbance (which may be, but are not necessarily

symptoms of illness), good psychological adjustment and psychological or emotional
fitness.

A more recent psycho-sociological study of 4000 people attending a medical centre for a
routine health check, also carried out in France, aimed to illuminate health promotion
policy (d’Houtard et al, 1990). Participants were asked ‘What is, according to you, the
best definition of health?’. The resulting definitions were arranged in a scalar structure
that included bipolarity by age and socio-economic class, mirroring the findings of
Blaxter and Patterson (1982). The most positive and egocentric definitions tended to be
given by those in the higher socio-economic classes and the most negative and socio-
centric by those in lower classes. Altogether 41 themes of health were placed in ten
groupings, from hedonistic use of life and equilibrium to physical aptitudes and absence

of sickness.

Lay definitions of health vary by age, sex and social status. Those in higher socio-
economic groups appeared to be more likely to define their health in positive terms than
those in lower socio-economic groups (Blaxter and Patterson, 1982). Women were
more likely to associate energy and vitality with their ability to perform household tasks,

while men were more likely to associate energy and fitness with ability to participate in
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sports. Those aged 60 and over were more likely than younger people to define health
in terms of ‘being able to do a lot, work, get out and about’ (Cox et al., 1987; 1993).
Victor’s (1991) analysis of data from the Health and Lifestyle Survey showed that,
regardless of age and sex, health was defined as a psychological, rather than a physical
or social model. Within the older age groups, those who were aged 85 and over were
less likely to describe health as being physically fit than those aged between 65 and 74
(Victor, 1991).

1.2.1.ii Concepts of health in relation to lay views

Lay, and theoretician’s, conceptions of health are not incompatible. For example,
McDowell and Newell (1987) suggested that a reserve of health implied resilience and a
resistance to disease that, in its turn, had implications for the likelihood of future
disease. This reflects the lay definition of ‘health as having’. Other descriptions reflect
the definition of ‘health as doing’. For example, Lamb et al. (1988) described health as
the ability to cope with stressful situations, maintenance of a strong social-support
system, integration in the community, high morale and life satisfaction, psychological
well-being, levels of physical fitness as well as physical health. Hunt et al. (1986)
included social, psychological, physical and functional capacities with the proviso that
these should be relative to time, place and contemporary technology. As stated earlier,
the medical model of health, which focuses on negative heath (the absence of disease),
reflects the lay definition of ‘health as being’. However, few theoretical definitions

cover the range of lay perspectives.

Greater emphasis on health as functioning arose from the need to operationalise the
concept of health. McDowell and Newell (1987) pointed out that the majority of scales
were based on the concept of functioning, operationalised as: ‘a healthy person is
physically and mentally capable of accomplishing all that he or she needs or wishes to
do’. A more limited definition was ‘the ability of individuals to perform their normal or
usual behaviours and activities which can be observed’ (Bentzen, 1995). This does not
include new activities in which the individual may wish to participate. The definition
adopted in the Medical Outcome Study (MOS) framework was also limited: ‘the ability

to perform various daily activities and functions for example walking, performing
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household tasks, working’ (Stewart, 1992). The emphasis was thus on activities of daily

living rather than on mental wellbeing or life satisfaction.

Concepts of health have developed from survival to freedom from disease, to the
individual’s ability to perform daily activities and finally (from the late 1980s) to a
current emphasis on positive themes of health, happiness, social and emotional
wellbeing and quality of life (McDowell and Newell, 1987; Bowling, 2001). The WHO
(1948) definition became more widely accepted as it became more measurable.
Although not emphasised, ‘absence from disease’ was retained in the definition. The
WHO (1948) definition of health will be used in this research as it expresses a social

model of health, and it encompasses the range of lay definitions of health.

1.2.1.iii Health status

The word ‘status’ indicates a description of an individual’s circumstances in relation to
a concept of health. Health status is an operationalisation of health (Bowling, 1997a).
Jenkinson et al. (1993a) defined health status as ‘a level of health in terms of physical,
social and mental well-being’ and Bentzen (1995) as ‘the defined well-being of a person
in terms of physical, mental and social condition or function’. These definitions imply
that health can be operationalised by measuring, physical, mental and social wellbeing
(or condition) as well as functioning. The change in emphasis, from survival and
freedom from disease, to positive health, wellbeing and happiness, has lead to the
measurement of subjective aspects of health, which are more meaningful to patients, and

to individuals in the population.

Health status is also a function of factors that are external to the individual such as the
environment, the community and significant social groups (Lerner, 1973), which are
measured by objective health indicators (McCall, 1975; Becker, 1998). In addition,
assessments of the health status of individuals with a specific disease, for example,
diabetes, should include symptoms, disabilities and the emotional effects of the disease
(for example, the implications of injecting insulin and fears about future health). It is
not possible for a single scale to address these aspects of health as well as functioning

and wellbeing. Nevertheless reliable and valid generic scales are needed to make
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comparisons across patient and population groups. These can be supplemented with

domain and disease specific scales.

1.2.1.iv Summary of health

There is at present no agreement over how health should be defined, although there
appears to be a consensus on the need for a broad concept of health, on the lines of the
WHO (1948) definition and for subjective as well as objective measures of health. It is
important to understand what is being measured. Although the intended meaning can
often be inferred from the context and methods of the research being described
(Hankiss, 1983), doubt has been expressed over the wisdom of using undefined terms as
the basis for assessing health care outcome which could influence the lives of patients
(Hunt, 1997).

Definitions of health appear to have moved from concepts that can be measured
objectively to those that need to be measured subjectively, for example from survival to
emotional wellbeing and happiness. All relevant aspects of health should be measured,
both objective and subjective, and subjective measures should include wellbeing as well
as functioning. A single scale cannot cover all aspects of health but there is a need for a
broader measure based on the WHO definition, which can be supplemented with more

specific scales.

1.2.2 Quality of life and health related quality of life ‘
This section will discuss first the concept of quality of life (QoL), and then the concept
of HRQoL, which is an aspect of QoL.

1.2.2.i Quality of life

Popular conceptions of QoL include the ‘good life’ as portrayed in the BBC television
series in the 1980s. In this ‘the good life’ consisted of carrying out enjoyable and
productive activities, while freed from the stresses, and constraints to individual
development, of regular employment. Another conception concerned standard of living,
including for example, ownership of washing machines that save time and labour,

televisions that provide entertainment, and central heating that also saves time and
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provides physical comfort. These were discussed by the characters in Michael Frayn’s

(1991) novel, ‘A landing on the sun’, in relation to a government investigation on QoL.

However there are as many definitions of QoL as there are people (Liu, 1976) and it is
acknowledged by theoreticians that ‘so far the question of what is quality of life remains
philosophical’ (Bowling, 1996a). QoL is essentially subjective which means that the
concept is difficulty to define and operationalise in measurement, and there is no
consensus on the definition (McDowell and Newell, 1987; Bowling, 1996a; Hunt,
1997). However, it is generally thought to vary by age, culture and period in time
(Hunt, 1997) and to be an individual concept (Ziller, 1974; Andrews and Withey, 1976;
Campbell et al., 1976; Liu, 1976; Joyce, 1988; O’Boyle et al., 1993; Garratt and Ruta,
1996). Some investigators questioned whether it was possible or even necessary to
define QoL (Grimley Evans, 1992; Hunt, 1996; Oliver et al., 1996). The lack of
engagement with formal conceptual definition of quality of life has been justified by
some on the grounds of the highly pragmatic nature of health care research (Hanestad,
1996). Nevertheless, it is important to develop the body of knowledge on QOL so that
health care can be directed towards pertinent aspects of individuals’ lives, and it will be

argued that it is possible to identify key components.

Historical development of the concept of quality of life

Two important historical developments in the concept of QoL were early Greek
philosophy and the debate on social wellbeing that emerged at the end of the Second
World War (Hanestad, 1996). Although early Greek philosophy influences current
thought on QoL, it centres on notions of happiness and the setting and attainment of
goals in life (Oliver et al., 1996), without explicit mention.of quality of life. The first
known reference to the concept of quality of life was in 1920, in the context of

government support for the poor (Pigou, 1920).

Emphases on QoL, both academically and in the media, have focussed on the capability
and wellbeing of an individual, and therefore of society as a whole (Albrecht, 1994). In
America particularly, the possession of material goods was included, possibly
influenced by the use of economic indicators throughout the West to measure wellbeing
(Campbell, 1976). For example Gillingham and Reece (1979) described QoL for the

individual as: ‘the level of satisfaction he achieves as a result of his consumption of
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market goods, leisure, public goods, and other physical and social characteristics of the
environment in which he is located’. It became apparent, however, that satisfactory
external material circumstances alone did not guarantee quality of life (Campbell, 1976
and 1981). For example, during the post war years, increased wealth was accompanied
by a decrease in personal safety, by a loss of family solidarity and reduced confidence in
the government. Individuals did not share equally in this wealth and neither for them,
nor the population as a whole, was quality of life ensured by a good standard of living.
QoL is increasingly associated with ‘perceived satisfaction and/or happiness with life
rather than objective conditions’ (Hanestad, 1996) although financial security is still
seen as a component of QoL (McFarlane et al., 1981). Perceptions of material
circumstances as well as the adequacy of material circumstances should be included
(McDowell and Newell, 1987). QoL should also cover perceptions of social and other
aspects of an individual’s circumstances, as well as inner satisfaction that may not be

related to circumstances.

Social indicators research

The social indicators research model investigates the associations between correlates of
proxy measures of QoL (for example happiness, emotional wellbeing, life satisfaction
and the ‘good life’) and objective population characteristics. Thé wellbeing research
models investigate the relationships between QoL and subjective variables such as
social networks (Headey and Wearing, 1992). Associations were found between
wellbeing, life satisfaction, happiness and QoL and both subjective and objective
variables, although high levels of wellbeing have also been reported regardless of
economic circumstances (Gurin et al., 1960; Headey and Wearing, 1992). However,
some results on subjective variables were contradictory (Bowling and Browne, 1991;
Bowling, 1994) and have been misinterpreted. For example, Easterlin (1974) plotted
personal happiness ratings against gross national product (GNP) on a logarithmic scale,
for 14 countries of different wealth, using Cantril’s (1965) data. The distribution was
uniform, but when the data were plotted on a linear scale, an association between

happiness and GNP was demonstrated (Veenhoven, 1991).

This research was valuable in demonstrating the relationships between variables

associated with QoL and the life circumstances of individuals, but failed to investigate
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the nature of QoL. Relatively little of the variance in the measures of these concepts
was explained by the subjective or objective variables (Inglehart and Rabier, 1986).
This demonstrated the amorphous nature of QoL. Even when self-nominated ‘important
areas of life’ were entered into a regression model on a proxy measure of QoL, only a
small proportion of the variation was explained (16%) (Bowling and Windsor, 2001).
Another criticism is that satisfaction and fulfilment were used as proxy measures of
QoL, when they are arguably only part of the concept. For example Ivan Denisovich in
his Siberian labour camp went to bed a ‘satisfied man’ but in no other way could his

QoL be described as good (Solzhenitsyn, 2000).

The measurement of quality of life

In view of the individualistic nature of QoL, and the difficulty of explaining the
variation in proxy measures, it must be questioned whether it can be defined and
measured. It is argued here that QoL is a multi-dimensional concept, and that,
depending on the focus (for example, the dimensions of HRQoL) relevant components
can be identified and operationalised. This is necessary to increase the body of
knowledge on QoL by developing and testing theories on what constitutes QoL, which
can be used for example, to inform therapy programmes that are beneficial from the

patient’s perspective.

Approaches to the measurement of QoL have to some extent polarised between
structural questionnaires with standard items, and individualised schedules in which
individuals nominate their own relevant aspects of QoL. For example, Browne et al.
(1997b) categorised QoL as belonging either to a standard needs model (that is, the
extent to which certain universal needs are met), or to a psychological processes model.
The latter focuses on the psychological processes involved in self-evaluation of QoL. It
was argued that a ‘psychological process’ model is preferable because of the lack of
consensus on what constitutes a good or poor quality of life for the individual. This is
criticised because of the implicit assumption that, first QoL can only be measured on an
individual basis, and secondly structured questionnaires can not include individuals’
views of the importance of scale items. In addition individualised measures do not
usually explore the psychological processes involved in self-ratings of QoL in any

detail. Recognition of QoL as an individual construct lead to research that focussed on
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lay perceptions definitions of QoL, as well as to the development of individualised
measures of QoL. It was demonstrated that an individual’s QoL is determined more by
the perceived quality of important areas of life, than by circumstances of life, which
included the presence of a LSI (Bowling and Windsor, 2001). This supported the
‘component’ model of QoL, and the assumption that a core of components of QoL of
common relevance could be identified. Important components found were family, home
life and marriage (Hall, 1976) and relationships with others, financial circumstances,
own health, other’s health, work and social life (Bowling, 1995b). Older respondents
defined QoL in terms of ability to get out and about, and health (Bowling, 1995c¢)
particularly in relation to loneliness and dependence (Age Concern, 1974), and family
activities, social contacts, emotional wellbeing, health and material circumstances
(Farquhar, 1995b).

Individualised measures of QoL are based on relative deprivation theories and assume
that the concept is too individual for components to be specified. Multiple deprivation
theory (MDT, or ‘ideal real gap theory’) holds that in the developed world, basic needs
have largely been met, and QoL is determined by subjective comparisons (Tatarkiewics,
1975). Michalos (1985) identified seven standards: what one wants, what others have,
best past experience, expectations, needs, personal goals, and what one deserves.
Calman’s (1984) definition of QoL as the extent to which a person’s hopes and
ambitions are matched and fulfilled by experience was used in the conceptual basis of
the Patient Generated Index (Ruta et al., 1994b). Check lists, or cues are used in the
administration of individualised QoL instruments, which is a tacit acknowledgement
that items of common relevance exist and can be identified (Joyce et al., 1999; O’Boyle
etal., 1995). These theories have yet to be demonstrated, do not specify the components
of QoL and do not acknowledge that QoL also depends on the gratification of basic bio-
psychological needs (Veenhoven, 1991) reflecting Maslow’s (1954; 1962a; 1962b)

needs model.

Bowling and Ebrahim (2001) defined QoL as a broad concept which encompasses
perceptions of, and satisfaction with, physical health, psychological well being (for
example, anxiety and depression), independence, social relationships, social and
material circumstances and external environment (the natural and built environments).
They also referred to the mediational model of QoL proposed by Barry (1997). In this,
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perceived QoL is mediated by interrelated variables that include the self-constructs of
self-esteem, self-efficacy and perceived control. QoL was assumed to be dependent
(subject to the mediating variables) on 'objective life conditions' such as family and
social contacts, leisure activities, physical health and safety. Individual’s subjective
ratings of QoL were theoretically influenced by cognitive mechanisms. However, the
context of this model was mental health (Zissi et al., 1998). These relationships have
not been adequately tested empirically, and perceived wellbeing and life satisfaction,
were assumed to be proxy measures of QoL. The WHOQOL Group’s (1993) definition
of QoL also takes individuals’ perceptions into account, and the components of QoL as

well as subjective comparisons.

In this thesis, QoL is therefore defined in relation to individuals as: ‘perception of their
position in life in the context of the culture and value systems in which they live and in
relation to their goals, expectations, standards and concerns. It is a broad ranging
concept incorporating in a complex way the persons’ physical health, psychological
state, level of independence, personal beliefs and the relationship to salient features of
the environment’ (The WHOQOL Group, 1993). It is recognised that the definition was
developed in the theoretical context of health, but the concept defined is global.

1.2.2.ii Health related quality of life

HRQoL generally refers to the concept of QoL, in relation to health. In common with
the concepts of health and QoL, HRQoL theorists do not agree on a definition. The
concept of health related quality of life (HRQoL) evolved inductively from a loosely
integrated body of research on health status, financial performance, wellbeing and QoL
(Albrecht, 1994). This happened mainly in the disciplines of sociology (functional
theory), social psychology (positive wellbeing and general QoL theory), economics

(utility theory) and psychology (health psychology).

Some investigators defined HRQoL in relatively limited ways, for example as
‘functional status, perceptions of well-being, and life satisfaction which are related to a
person’s health’ (Bentzen, 1995). Others appear to equate QoL with HRQoL, although
the context can make it clear that HRQoL is being referred to. For example, in
gerontology the QoL of older people is measured by concepts of life satisfaction and

morale (Neugarten et al., 1961; Havighurst, 1963; Williams and Wirths, 1965;
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Bradburn, 1969; Lawton, 1975; Andrews and Withey, 1976; Palmore, 1979). The
National Association for Mental Health (MIND) and World Federation for Mental
Health (WFMH) (1985) defined QoL as a balance between stressors, life events,
environmental/social factors and resources, which includes knowledge, sense of
competency, security, coping skill, a stable value and belief system and a support
system). The context was the de-institutionalisation of people with mental illness. This
can be contrasted with Holmes and Dickerson’s (1987) definition which concerned the
response of individuals to factors which contribute to ‘normal’ daily living (personal
satisfaction, self-esteem, performance ability, comparison with others, previous
knowledge or experience and economic status). The context of this definition was the
care of cancer patients. The broader model of QoL used should be specified, as well as
the more specific components relevant to the concept. For example, Cella and Bonomi
(1995) define HRQoL as ‘the extent to which one’s usual or expected physical,
emotional and social well-being are affected by a medical condition or its treatment’.
This definition incorporates the impact of both health and treatment on QoL, defined as

wellbeing.

The more individualised definition of Bowling and Ebrahim (2001) will be used in this
thesis: ‘the perceived impact of health on optimum levels of physical, psychological and
social wellbeing and functioning, level of independence and control over life, and
satisfaction with these levels’. Thus, HRQoL ‘essentially relates to the perceived effects
of health status on the ability to live a fulfilling life’ (Bowling, 1996a). In effect,
HRQoL is defined as ‘our perceptions of the effect of our health on our lives’ (Bowling,
1998). The components include functional ability including role functioning, the degree
and quality of social and community interaction and psychological wellbeing. Other
domains of health, such as somatic sensation (for example, pain), symptoms,
perceptions of health, fitness and also health care, for example satisfaction with
treatment, outcomes, health status and future prospects as well as adjustment, coping
and life satisfaction, should also be included (Bowling, 1995b). The broader domains
were identified as emotional, psychological, physical and social wellbeing (Bowling,
1997b).
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Use of health related quality of life in health care

Although QoL is nebulous and is often not defined in the literature (Bowling, 1995b),
there appears to be agreement on the components that ought to be included (Pope and
Tarlov, 1991), notably physical, emotional and social functioning. HRQoL is often
operationalised from a functionalist perspective (see page 40), with components that
relate to the ability to perform activities of daily living and to perform role obligations
such work or caring for family members, that are necessary for the functioning of
society as a whole (Bowling, 2001). The effect of health on other aspects of QoL, such
as personal feelings of wellbeing, should also be included. For example, in the area of
mental health the QoL of patients with longstanding illness was compared in three
settings, using measures of subjective wellbeing (nine domains including health), and
ihdependence, influence and privacy (five domains) (Oliver et al., 1996). The
components of HRQoL should include aspects of life relevant to individuals (and for

patients, to their treatment), as well as experiential and functioning components.

Measures of HRQoL, as well as health status and clinical indications, are needed to
assess the effectiveness of health care interventions, including stabilising and palliative
as well as curative treatments, and for the allocation of resources. From a wider
perspective, it is important to understand the factors that lead to a better or worse
HRQoL which may be amenable to manipulation by public policy (Bowling, 1998).
With the increase in life expectancy over the last 150 years, information is needed on
whether the extra years of life gained are relatively morbidity free, or if a steady decline
in health takes place (Fries, 1980). The pattern of morbidity has yet to be fully
established (Bowling, 2001). It was shown that the major causes of death at all ages in
1987 were not the same as the major causes of morbidity in 1988, and so the sources of
morbidity could not be inferred from mortality data (Victor, 1991). Similarly, the QoL
of older people can not be inferred from measures of health status. Measures of HRQoL
are needed to test traditional, and negative assumptions about old age as a time of poor
health, rather than a time of independence, activity, growth, adjustment, social
competence and life satisfaction (Baltes and Baltes, 1990; Lawton, 1991; Bowling,
2001).

A generic measure of the impact of a particular condition on life is needed to assess the

effectiveness of health care interventions, particularly those intended to confer small but
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worthwhile benefits, and to compare treatment groups. There is also a need to
investigate theories on health, particularly in old age, to measure the impact of their
health on members of a general population, and to inform public policy, including the
allocation of resources. The prevalence of unreported morbidity in the population is
high. Numerous studies showed that the amount of morbidity reported to doctors, or
detected by doctors, represented the tip of the iceberg of disease in the community
(Koos, 1954; Last, 1963; Wadsworth et al., 1971; Dunnell and Cartwright, 1972).

Very few generic instruments measure the impact of health or of a specific condition on
life. The People Generated Index (PGI) (Ruta and Garratt, 1994) is an individualised
measure of HRQoL generically, or in relation to a medical condition. Other health
status instruments, such as the SF-36 and NHP, although not specifically designed for
this purpose, are sometimes used as proxy measures of HRQoL. Some items of the SF-
36 concern the impact of health on life, but they are broad and do not specify areas
shown to be relevant to people. These scaies are discussed in more detail. A promising
battery of items generated by the publics, was developed by Bowling (1995b) and used
in conjunction with other scales and items to evaluate the effectiveness of outreach and

outpatient clinics. This was available for development into a scale (Bowling et al.,
1997).

The relationship between health and QoL is discussed further in Appendix 2.

1.2.3 The model of health related quality of life used in this thesis

As current understanding of the concepts of health, QoL and HRQoL and their
interrelationships is diverse, a model of the concepts is proposed, see Box 2.
Definitions of the concepts are given in Box 3. The three concepts of general health,
functioning, and health in relation to a medical condition or illness are shown in the
second, third and fourth columns. These are not necessarily unrelated (they could be
inclusive or overlapping concepts of health or be causally related) and others such as
‘autonomy’ could be added. Two approaches to measuring the concepts of health are
shown in the rows of Box 3. These are the assessment of, first, the concept of health

itself, and secondly the effects of the concept on life. The terms shown in boxes are

" This reflects the definition adopted here. The developers described the PGI as a measure of QoL.
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operationalisations of the concepts (for example, health status is the operationalisation
of health). Variables that measure the concepts are italicised. Arrows are not shown
because the model is not intended to explain causal relationships. In this model the
impact of any condition, or of health, on life consists of two sub-domains: limitations on

areas of life, and the importance of the areas to individuals.

Box 2. A proposed model of health and quality of life concepts'

Approaches to Concepts of health*:

measuring the Health or ill healthin  Functioning 111 health with reference to a
concepts of health _general medical condition or illness
The concept
(Assessments, Health status Functional Description of a
ratings and status condition/
descriptions of e.g. general health condition status
health) perception, presence

of a longstanding e.g. social functioning, e.g. severity, type of condition,

illness physical functioning duration, symptoms
The effect of the
concept: HRQoL
on life/ quality of
life Impact on life of Impact on life of a

health = Impact on life condition =
Limitations in of functioning
Limitations in important

important areas .
areas of life due to a

of life due to . .
medical condition or
health .
illness
+ +
Importance of
the areas to Importance of the areas
individuals to individuals

"Operational definitions of health, and of its effects, are shown in the boxes. Examples of variables that
measure the concepts are italicised.
2 The three health concepts shown are not mutually exclusive.

In this thesis, a measure of HRQoL was developed. HRQoL was defined as the effect of

health on pertinent domains of QoL, see Box 3, and was operationalised by measuring

¥ Patients were asked: ‘At the moment, how much does your condition (that you saw the specialist for) limit you in
these activities’. The response choices were ‘Yes, limited a lot’, ‘Yes, limited a little’, ‘No, not limited at all’ and
‘Not relevant’.

39



Chapter 1. Health related quality of life and its measurement

the self-rated impact of any condition (or of health) on a person’s life, incorporating its
perceived importance. Health is defined here to be the multi-dimensional concept
defined by the World Health Organisation (1948), see Box 3. The definition of QoL
upon which HRQoL is based in this thesis is that of the World Health Organisation (The
WHOQOL Group, 1993), see Box 3.

Box 3. Definitions of health and quality of life concepts used in this thesis

Concept Definition Source

Health Health is a state of complete physical, mental ~World Health Organisation,
and social well-being and not merely the 1948
absence of disease or infirmity’. '

Health status Health status is the operationalisation of Bowling (1997a)
health.

Quality of life (QoL) An individual’s QoL is their ‘perception of World Health Organisation
their position in life in the context of the Quality of Life Group (The

culture and value systems in which they live WHOQOL Group, 1993)
and in relation to their goals, expectations,

standards and concerns. It is a broad ranging

concept incorporating in a complex way the

persons’ physical health, psychological state,

level of independence, personal beliefs and the

relationship to salient features of the

environment’,
Health related quality =~ The perceived impact of health on pertinent Bowling and Ebrahim (2001)
of life (HRQoL) domains of life. These are optimum levels of

physical, psychological and social wellbeing
and functioning, level of independence and
control over life, and satisfaction with these
levels.

" Autonomy was added in 1984.

1.3 Current approaches used in health and quality of life scales

In this section, four measures of health, QoL and HRQoL are discussed. The purpose is
to examine how the concepts, which were discussed in Section 1.2, are measured and to
illustrate the philosophical perspectives of the scale developers. Their approaches to
scale development and methods of item generation are summarised. From these, a
checklist of criteria for assessing the usefulness of measures in mixed ambulatory care
settings, and in a general population, is drawn up. First, the choice of illustrative scales
is explained, and the philosophical approaches used in their development are described.
The SF-36 and other comparative scales that were used in the validation of the new

measure are described in more detail.
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In order to develop a set of criteria for assessing the suitability of measures used in
ambulatory care to measure the HRQoL of adults, four illustrative scales (and short
versions of two of these) were selected to represent, within the three parameters listed
overleaf, different methods of scale development and structure. Commonly used, well-
established scales and also more innovative instruments were included. (A further
intention was to identify suitable scales against which the newly developed scale could
be validated.)

First, all the generic measures reviewed in the six key texts of reviews (including both
first and second editions of two of these) were listed, see Table 3 on page 43. Measures
developed primarily for use with older people and those which only covered
independence of activities of daily living, symptoms or psychological constructs (for
example morale and social adjustment) were excluded. This was because the aim was
to assess the suitability of instruments that measure the broad health status of adults of
all ages. Measures of physical, mental and social health and functioning were included.
A total of 26 instruments was thus identified. The number of citations of each in
Medline, between the years 1975 and 2000 is shown in Table 3.

Secondly, three exclusion criteria were applied to these 26 instruments as follows:

1. Measures that did not cover broad HRQoL were excluded. For example, measures
which were limited to behaviour, or a single dimension of functioning.

2. Less reliable single item measures (for example the Delighted-Terrible Faces), and
those that contained only single item sub-scales were excluded.

3. Measures that have not been used, as well as designed for, a range of conditions were

excluded.

Eleven of the 26 measures identified satisfied these criteria, as shown in Table 3 on page
43. Two were developed using innovative methods of individualised item generation,
the Patient Generated Index (PGI) and the Schedule for the Evaluation of Individual
Quality of Life (SEIQoL). Five were less recent, that is, they were developed more than
15 years ago. These were the Duke Health Profiles, the General Well-being Scale, the
Health Perceptions Questionnaire, the McMaster Health Index and the Nottingham
Health Profile. The widely used and well-validated Sickness Impact Profile covers

perceptions of the impact of illness on behaviour, but not affective aspects of perceived
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health status (‘feelings’). The Quality of Well-being Scale also only concerns
behaviour. The remaining four sets of scales all originated from a single study, the
RAND Health Insurance Experiment.

The six measures selected included the two innovative scales (the PGI and the SEIQoL),
the Nottingham Health Profile and the SF-36 (and the two short versions).
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1.3.1 Functionalism and hermeneutics

Two of the four scales described, the Nottingham Health Profile (NHP) and the Short
Form-36 (SF-36) are associated with the sociological approach of functionalism. In this
the focus is on the interrelationships within the social system necessary for the
continuance of societies’ functioning. It is part of the theory of social systems and
concerns how the interrelationships operate and change, and their social consequehces
for individuals, sub-systems and societies. The perspective of functionalism is within
the positivist tradition, in which it is assumed that facts exist and can be measured. It is
also assumed that the investigator, and the tools used in the investigation are objective
and do not distort the research process. Investigations are based on the scientific
method and empiricism (Honderich, 1995; Bowling, 1997b; Haralambous and Holborn,
2000).

The other two scales discussed, the Schedule for the Evaluation of Individual Quality of
Life (SEIQoL) and the Patient Generated Index (PGI) although still within the bositivist
tradition, represent innovative approaches that were influenced by the hermeneutic
methods of phenomenology. A phenomenological perspective does not assume that the
behaviour of individuals is determined solely by external stimuli, and humans have a
consciousness. Humans interpret and experience the world in terms of meanings and
actively construct an individual social reality. Phenomenological sociology is based on
the concept of the social construction of reality that takes place through social
interaction between people. The construction takes place in a hermeneutic fashion, that
is by the interpretation of human interaction and the symbols used (for example, badges,
clothing, accent in speech and the use of language) (Honderich, 1995; Bowling, 1997b;
Haralambous and Holborn, 2000).

1.3.2 Functionalist approaches

1.3.2.i The Nottingham Health Profile (NHP)

The Nottingham Health Profile (NHP) is a measure of health status. It was developed in
the 1980s by Hunt and colleagues (1986) in response to the need for non-clinical data
from the perspective of the patient, that is, for a health status measure that was

subjective. The measure was intended to supplement standard clinical ‘objective’
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instruments used as predictors of ill health and mortality, by capturing aspects of health
that impacted on people’s lives, from their own point of view. It was recognised that
patient’s perspectives of their own health often differed from clinical perspectives and
that inconsistencies that can occur even in objective measures Hunt et al. (1986), due in

part to lack of concordance between clinical and pathological diagnoses (Altman, 1991).

The measure was developed from a functionalist perspective. The NHP items, and the
aims of the measure (shown by bullet points below), reflect the functionalist model of
ability to perform personal, social and economic roles, and to contribute to the smooth
functioning of society. There is more emphasis on personal concerns and roles than on
their consequences for society. For example, the functionalist perspective is more
explicit in the statements ‘I need help to walk about outside’ and ‘I’m finding it hard to
make contact with people’ than in ‘I’ve forgotten what it’s like to enjoy myself” and ‘I

have pain at night’.

Aims and objectives

The stated purpose of the NHP was to aid decision making for health care and to

facilitate more accurate measurement of the needs and problems of the community. The

initial objectives (broadened after the first phase of development) were:

o Assessment of a person’s need for care which was not based on purely medical
criteria;

e Subsequent evaluation of care provided for persons in need;

o Initial development of an indicator for surveying population health status.

The intention was to measure ‘quality of life’, to act as an indicator’ of the typical

physical, social and emotional effects of ill health. It was quickly realised that lay views

of health were multi-dimensional.

Item generation

The item content of the NHP was developed empirically on the basis of lay statements
about ill health. The initial sample consisted of relatively sick patients despite the broad
aims and objectives of the research. From 1975 onwards 768 patients with acute and
chronic ailments were interviewed and from these 2 200 statements describing the

effects of their ill health were gathered. The number of statements was reduced, in

47



Chapter 1. Health related quality of life and its measurement

several stages, to 38 by checking face validity and re-testing the statements in further
research. During this process, the objectives were generalised and expanded. The first

and second objectives were generalised and three more were added:

e Identification of groups in need of care;

e Development of social policy, by helping to determine the allocation of resources;

e Evaluation of mass aspects of the health and social services;

e Identification of consumer concerns;

e Development of theoretical understanding of different response to comparable
pathologies.

The 38 items were grouped by function into six dimensions of physical mobility, pain,

sleep, social isolation, emotional response and energy level. The NHP is a measure of

negative health.

Validation

Construct validation was carried out through several studies that compared different
population groups (Hunt et al., 1986). The first, in which convergent (construct)
validity was tested, included groups assumed to be at different levels of health status
(Hunt et al., 1980a). Another study compared general practice consulters and non-
consulters, controlling age and sex (Hunt et al., 1981a). In a third, ‘fit’ populations of
firemen and mine rescue workers were investigated (McKenna et al., 1980; McKenna et

al., 1981). A test-retest reliability study was also carried out.

Scoring

The six dimensions were scaled independently, from 0 (best possible health) to 100
(worst possible health). The items were dichotomous (‘yes’ for a health problem and
‘no’ for no problem). To obtain the overall score in a particular dimension, the relevant
items are weighted, added, and then transformed to span the full range. The weighting
system was based on Thurstone’s method of paired comparisons (Thurstone, 1927a;
1927b), and was criticised for a number of reasons. For example, this technique was
originally devised for measuring attitudes, and many of the items in the NHP are factual.
The sensitivity of the measure was not enhanced by the weighting system used

(Jenkinson, 1991; Jenkinson et al., 1991). The structure of the sub-scales was

’ A measure consisting of a single scale. 48
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inconsistent, as parts of it are hierarchical'® (Jenkinson, 1994c). Finally, the severe,

rather than the entire range of the concept, is covered.

Although an initial objective was to develop an indicator to be used in surveys of .
population health status, a patient sample was used in its development. The NHP is
now described as a measure of perceived distress by the developers (Hunt, 1997; Hunt,
1999). This was reflected in the content of the 38 questions and in research findings
(for example Brazier et al., 1992). The NHP is an insensitive measure, now used rarely
because of its large floor effects. In some studies 60% of respondents did not endorse

any items (Hunt, 1999).

1.3.2.ii The Short-Form Health Survey (SF-36)

The 36 item Short-Form Health Survey (SF-36) was developed to measure general
health status in the RAND Medical Outcome Study (MOS) (Brook et al., 1983; Ware et
al., 1986). The functionalist perspective is more evident in the SF-36 than in the NHP,
particularly in its emphasis on the performance of social and work roles. An example is:
‘during the past 4 weeks, have you had any of the following problems with your work or
other regular daily activities as a result of your physical health’. The SF-36 measures
HRQoL, as well as health status. Eighteen of the 36 items concern the impact of health

on life, but the areas covered are broad, as illustrated above.

The SF-36 was based on the MOS conceptual framework, in which the concept of
health was said to reflect the multi-dimensional definition of the World Health
Organisation and consisted of two broad underlying dimensions, physical health and
mental health (Stewart, 1992). The dimensions were distinguished from health
indicators, which were described as operational definitions of health. The two
dimensions were each covered by five indicators: clinical status, physical functioning
and wellbeing, mental functioning and wellbeing, social/ role functioning and
wellbeing, and general health perceptions and satisfaction. Wellbeing, which was
defined as ‘subjective internal states not observable by others such as symptoms or
feelings’, was thus part of the concept of health, and was subsumed in the two
dimensions of physical and mental health. The five indicators each contained between

two and eight components that were, in general, part of either physical or mental health.

19 Endorsement of an item logically entails endorsement of one or more others, known as Guttman scales.
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For example, the clinical status indicator consisted of presence/ severity of physical
conditions and impairments (physical health) and presence/ severity of mental illness
(mental health). Some components were part of both dimensions (for example, sleep

problems was in physical functioning and wellbeing).

Item generation

The SF-36 evolved from a lengthy process of instrument development and refinement.
A search of the literature was carried out and concepts thought to be theoretically
important to health were included. The items were derived psychometrically from the
full-length MOS scale, which was used as the criterion (Ware et al., 1993), and covered
eight dimensions, of physical functioning, role limitation physical, role limitation
mental, social functioning, mental health, energy/ vitality, pain and general health

perception.

The SF-36 takes about five to ten minutes to complete and can be administered by
telephone or face-to-face interview and by self-completion. Response rates were found
to be comparable with the shorter SF-20. (Item response was also good but lower for

older people, black patients, the less well educated and those in poverty.)

Scoring

A global score for each of the eight dimensions is obtained using Likert’s (1932)
method of summated ratings, with modifications for the general health and bodily pain
dimensions based on empirical evidence that one scaling assumption (linear association
between item and sub-scale scores) was violated (Ware et al., 1993). Otherwise, the
evidence supported the scaling assumptions''. The items are not weighted and one item,
‘change in health perception’, is not scored. The items in a particular sub-scale mainly
have the same response formats. The number of response choices varies from two for
role physical and role mental to six, for mental health and energy/ vitality. To score a
dimension, the item values are added and transformed to span the range, from 0 (worst

possible health) to 100 (best possible health).

Validation

" In each dimension, linear association between item and overall scales, approximately equal distributions of
responses to items within the same scale (tested by correlations) and approximately equal item variances are assumed
(Ware et al., 1993).
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The validity of the SF-36 was established in a variety of settings. For criterion validity
SF-36 scores were correlated with the full-length MOS parent version, and with the SF-
36 health perceptions dimension'? (Wright et al., 1992). It is unorthodox to use part of
an instrument as the independent standard, but this item was used as the criterion in
other validation studies (Hunt et al., 1981; Doll et al., 1993). Problems of
responsiveness in the SF-20 due to ceiling effects were unresolved in the two role
functioning dimensions of the SF-36. There was also evidence of a ceiling effect in the
social functioning dimension. Internal reliability was generally good, although low
Cronbach’s (1951) alphas were obtained in relation to those who were very ill and
patients with clinical complications. Bouchet et al. (2000) found that reliability over
time (test-retest reliability) was good when tested in a pilot study of 963, with intra-class
correlations of at least 0.60. It performed well in comparison with the Duke Health
Profile and the NHP.

The SF-36 is currently the most widely used health status measure (Wright, 1994) and
has been the subject of validation research in a variety of settings (Bowling, 1997a).
However Ziebland (1995) found that although sensitive to changes over time for
homogeneous treatment groups, the SF-36 was not suitable for assessing the effect of
community wide interventions. It was also unclear how much confidence could be
placed in small differences in mean scores (McHorney et al., 1993; Wright, 1994), an
important psychometric property for ambulatory care. The physical functioning
dimension concerns gross activities such as walking or stair climbing rather than the
performance of fine motor skills such as cooking or cleaning (Naughton and Anderson,
1998) and lacks applicability for older people (Hill and Harries, 1994; Hill et al., 1996).
More specific items may also be needed in the areas of emotional and mental wellbeing.
For example, 150 health workers were asked to rate statements on functional ability, on
the basis of their contribution to the quality and meaningfulness of life. ‘To be able to
use your mental abilities’ and ‘to be able to love and be loved in return’ were rated the
most highly (Berg et al., 1976). Other areas of life of known importance to individuals
in relation to their health are not adequately represented, for example financial security,

material welfare, standard of living, sexual functioning, education and religion

12 ‘In general would you say your health is: Excellent, Very good, Good, Fair, Poor?
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(Bowling, 1995b). Others identified were sleep, cognitive functioning, recreation/
hobbies and communication (Berg et al., 1976; Bergner et al., 1981).

Finally results from general population surveys demonstrated that the sub-scale
distributions were either negatively skewed (mental health, energy/ vitality and health
perceptions) or approximately exponential (physical functioning, social functioning, role
limitations physical, role limitations emotional, and pain) (Brazier et al., 1992;
Jenkinson et al., 1993b; Bowling et al., 1999). The predominance of relatively high
scores (better health) has two implications. The first is that the scales discriminate more
finely between those in poorer health, whereas good discriminatory power is needed for
relatively healthy patients in ambulatory care and population settings. Nevertheless the
SF-36 has greater discriminatory power than the NHP. Secondly, medians and inter-
quartile ranges are more appropriate summary statistics for skewed distributions, but
norm values are often presented as means and standard deviations because they are more
precise, and more concise than frequency distributions. The use of parametric statistical
methods is an important consideration when assessing the outcome of treatments

thought to confer worthwhile, although relatively little, benefit.

In addition to the SF-36, two derivative versions: the SF-12 (Ware et al, 1996a; 1996b;
Jenkinson et al., 1997b) and HSQ-12 (Radosevich and Pruitt, 1995b; Bowling and

Windsor, 1997) were used as comparative scales to validate the new measure.

1.3.2.iii The Health Status Questionnaire-12 (HSQ-12)

The eight scales HSQ-12 concern the effects of health on social, emotional and physical
functioning covering eight domains: physical functioning, role functioning - physical,
social functioning, health perception, role functioning - mental, pain, mental health and
energy/fatigue. The instrument was developed at the Health Outcomes Institute (HOI)
with the aim of constructing a short self administered survey to describe health at a
group level, to closely parallel results from the 39-item health study questionnaire
Version 2.0 (Radosevich and Pruitt, 1995b). The items were selected on conceptual and
empirical'? criteria, within the eight dimensions of the 39-item scale (analogous with

those of the SF-36).

1 Correlations and regression analysis based on administration of the 39-item scale to over 4 000 subjects.
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To score the HSQ-12, the items are re-coded, and the values added to obtain the sub-
scale scores. Higher scores represent a positive health attribute (for example, the
highest score of 100 would represent no activity limitations or freedom from pain). The
summary score represents the proportion of the maximum score obtainable for that sub-

scale.

The HSQ-12 has been validated (Bowling and Windsor, 1997) and used in the UK
(Livingston et al., 1998; Bond et al., 2000; Frances et al., 2000; Smith and Frances,
2000). The results supported its use with older populations, particularly those with
chronic illnesses, although relatively few problems were revealed among younger
populations. It was said to require supplementation with more sensitive and/ or domain
specific scales in the areas of interest or intervention, but it provided an acceptable,

brief, core measure of HRQoL (Bowling and Windsor, 1997).

1.3.2.iv The SF-12

The SF-12 was constructed by the developers of the SF-36 at the Medical Outcomes
Trust (MOT) to yield the two summary scores of the SF-36 in a questionnaire one-third
the size of the original (Jenkinson and Layte, 1997). The UK version was derived from
a large-scale data set from the UK on the SF-36. Factor analytic methods were used to
derive the weights for constructing the physical and mental component scales (PCS-36
and MCS-36) from the SF-36. The resulting two component scale scores were highly
correlated with corresponding SF-36 components. The scale was validated in a variety
of patient groups (Jenkinson and Layte, 1997; Jenkinson et al., 1997a). A total of 36
dummy variables were constructed, one for each response to the 12 item variables
recommended by the SF-36 developers, aside from reference values. The dummy
variables were regressed onto the PCS-36 and MCS-36 scores and the resulting
weights (regression coefficients) for each were then used to construct the SF-12 physical
and mental component (PCS-12 and MCS-12) scores. The instructions for scoring the
SF-12 involve the creation of 36 indicator variables, application of  weights and final
addition of the regression constant (Ware et al., 1995a). In practice it was found easier
to re-code the 12 items to the B weights, sum the values obtained and add the constant

specified.
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The SF-12 was validated, by using the SF-36 from which it was derived as the reference
measure (Ware et al., 1995b). For criterion validity, the PCS-12 consistently agreed
with the PCS-36, and it agreed with the three best SF-36 physical scales: physical
functioning, role physical and bodily pain 30 out of 36 times. The PCS-36 performed
better than the PCS-12 in 11 of the 12 tests. Conclusions based on the MCS-12 agreed
with those based on the MCS-36 in all four comparisons that were made between
groups that differed in the presence and severity of mental conditions. In the mental
health tests the MCS-12 performed worse than the MCS-36 in three of the four tests.
Norms were published for the US.

When the PCS-12 and MCS-12 scales were constructed by Jenkinson and Layte (1997)
using SF-36 data from the Oxford healthy lifestyles survey, they provided almost
identical information to the PCS-36 and MCS-36, on illnesses that had wide variation in
terms of their impact on health status. When these scoring systems were applied to
three treatment groups, the PCS-12 and MCS-12 scores were again found to be virtually
identical to the PCS-36 and MCS-36 (Jenkinson et al., 1997a). The same degree of ill
health, and of change over time was indicated. The SF-12 was recommended where a
brief generic measure is required, but not if a more reliable profile of scores across eight
domains is needed (because four areas of health are tapped with only a single item).

The SF-12 can also be scored in eight dimensions (Ware et al., 1996b) although little

information on validity is available.

1.3.3 Approaches influenced by hermeneutics

The approaches to measurement described in this section, which are referred to as
individualised approaches, were influenced by phenomenology. QoL was recognised to
be a concept that is interpreted and constructed individually. Respondents are asked to
nominate their own important areas of life, rather than completing standardised items in
a structured questionnaire. It was not feasible to elicit more than five important areas of
life. The approach cannot be described as qualitative because the methods used do not
involve in-depth interviews, or other qualitative methods. As in all measurement scales,
the positivist assumption, that the concepts of QoL and HRQoL can be measured, is

made.
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1.3.3.i The Schedule for the Evaluation of Individual Quality of Life (SEIQoL)

The Schedule for the Evaluation of Individual Quality of Life (SEIQoL) was derived
from human judgement analysis. It is a measure of QoL. This was not defined, but was
said to be ‘what the individual determines it to be’ (Hickey et al., 1999). The concept
was operationalised as ‘the level of functioning of each individual in those areas of life
that he or she believes to be the most important’ (O’Boyle et al., 1992). SEIQoL
interviews are introduced with the words: ‘Happiness or satisfaction depends on those
parts or areas of life which are important to us. ...These important areas of life
determine the quality of our lives’ (O’Boyle et al., 1995). The concept of QoL thus

appears to be based on ‘happiness and satisfaction in life’.

Ratings of the relative importance of the areas are derived indirectly through the
technique of Judgement Analysis (JA) (Stewart, 1988). The structure of an individual’s
judgement ‘policy’ is quantified by using multiple regression, to model how items of
information (the ‘cues’) are used to make judgements. The SEIQoL is designed for use
with patient and general bopulations and is administered by interview. A more recent
version, the SEIQoL-DW makes use of a direct weighting technique in place of JA
(Hickey et al., 1996).

Method of administration and item generation

There are three stages in the administration of the SEIQoL. An individual is first asked
to list the five most important areas of their life (the ‘cues’) which determine their QoL.
They are then asked to rate their own life in each of the areas nominated, on a vertical
visual analogue scale labelled at each end ‘As good as could be’ and ‘As bad as could
be’. The ratings of the five areas, referred to as ‘levels’, are transferred to a bar chart
and the respondent is asked to rate their overall QoL on a single VAS, which they are
shown below their bar chart. Finally the individual is presented with a minimum of 30
hypothetical bar charts, of which one third are duplicates for testing internal reliability,
and asked to rate each one for overall QoL ona VAS. A relative weight for each of the
areas is obtained from multiple regression models using the bar chart ratings. The
overall SEIQOL index score is then obtained by multiplying each weight by its level and

summing across the five cues.
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Judging 30 hypothetical bar charts can be complex, particularly for older respondents or
those with cognitive difficulties, and so a simpler version, the SEIQoL-DW, was
developed (Hickey et al., 1996; Browne et al., 1997a). In this, the individual determines
the weight (importance) of their chosen areas directly by manipulating five overlapping
circular discs of different colours around a central pivot to form a pie chart. The areas

of the sectors are intended to represent the relative importance of the nominated areas.

In follow-up studies the entire process is repeated and, if new areas are nominated, then
the original areas are reassessed (O’Boyle et al., 1992). In this way the dynamic nature
of quality of life is reflected (Hickey et al., 1999). However patients affected in many
different areas, or every area of life, could obtain the same SEIQoL index score as those

only affected in five areas.

The developers described the SEIQoL as useful in research and as having potential for
facilitating clinical consultations resulting in joint decision making and patient

satisfaction (Hickey et al., 1999).

Validation

The SEIQoL was stated to be sufficiently reliable for group comparisons with a test-
retest reliability coefficient of 0.88 (O’Boyle et al, 1992). Good construct validity was
established for individual important areas of life (O’Boyle et al., 1992; O’Boyle et al.,
1993) but not for the overall QoL rating score (Ruta and Garratt, 1994). Criterion
validity was assessed through comparison with disease specific and general measures of
health status and satisfactory correlation coefficients were achieved (O’Boyle et al.,
1992). Responsiveness to change was assessed by comparing scores before and after
hip replacement surgery spanning an interval of about seven months (O’Boyle et al.,
1992). An effect size of 0.48 was obtained which indicated moderate change (Kazis et
al., 1989).

The SEIQoL has a valuable role to play in hypothesis generation on the components of
QoL but is unsuitable for self-completion, and therefore for research in busy clinical
settings, and for investigating pre-defined goals of health care interventions. The areas

of life nominated tend to be broad because if narrow items are nominated, and if
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necessary, respondents are asked to clarify which broader area of life is concerned

(O’Boyle et al., 1995).

1.3.3.ii The Patient Generated Index (PGI)

The Patient Generated Index (PGI) developed by Ruta and Garratt (Ruta and Garratt,
1994; Garratt and Ruta, 1996) is a measure of HRQoL. The model of QoL was based
on Calman’s (1984) definition: ‘the extent to which our hopes and ambitions are
matched by experience’ (Garratt and Ruta, 1999). The developers aimed to reflect the
subjective and individualistic nature of QoL by allowing patients to define QoL in a way

that was meaningful to them.

The PGI was initially developed and validated on the Grampian Health Outcomes Study
(GHOSY), in which different approaches to outcome measurement were compared in a
sample of over 1700 patients (Ruta, 1998). In contrast to the SEIQoL, which asks about
the five most important areas of life, the PGI asks about the five most important areas of
life affected by a medical condition. Several versions are available, including one that
concerns the effect of health. It has been applied to patients with low back pain (Ruta
and Garratt, 1994), menorrhagia, suspected peptic ulcer, and varicose veins (Garratt and
Ruta, 1999). |

Method of administration and item generation

Patients nominate the five most important areas, or activities of their life, affected by a
condition. They are asked to ‘Write down the five most important areas or activities of
your life that are affected by your (condition)’. To assess the effect of their condition
they are asked to: ‘Write down a score out of 100 that you would give to reflect how you
were affected when you were at your worst in the last month’. The scores range from 0
for ‘the worst you could imagine’ to 100 for ‘exactly as you would like it to be’.
Respondents are also asked to rate how badly affected they are in the remainder of the
lives. This is treated as a sixth area of life in the scoring, which unlike the SEIQoL,
addresses the QoL of those affected in more than five areas of life. The value attached
to improving the nominated areas is assessed by asking the respondent to ‘spend’ a total

of 60 (12 in some versions) points, by distributing them between the areas. An overall
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PGI score is obtained by weighting the ratings with the points spent on each area, to

obtain an index between 1 and 100 (Garratt and Ruta, 1999).

Validation

The acceptability of the PGI, when administered in a postal study of 1746 patients with
one of four conditions: low back pain, menorrhagia, suspected peptic ulcer and varicose
veins, was found to be low (59%) (Garratt and Ruta, 1999). Similar results were
obtained in a population study of 161 people with limiting long-term illness (MacDuff
and Russell, 1998). Although unsuitable for self-completion (a simplified version is
being developed), the PGI was very acceptable when administered by interview.
Results from Garratt and Ruta’s (1999) test-retest reliability study suggested that the
PGI was sufficiently reliable for group comparisons, but not for comparing individual
patients. Evidence for the validity of the PGI was inclusive, but for patients with low
back pain, analgesic uscle and strength was related to PGI scores. For those with
suspected peptic ulcers, the PGI scores were associated with the presence of a family
history of ulcer disease, and the scores were associated with GPs’ ratings of symptom
severity for those with low back pain and varicose veins. The content validity of the
PGI was supported in a community study of patients with atopic dermatology. Ten
areas of life included in the PGI assessment, for example, swimming and sleep loss, did
not feature at all in the Dermatology Life Quality Index (DLQI), but all ten items in the
DLQI appeared in the PGI assessment (Herd et al., 1997). The PGI compared well with
the SF-36 in ability to assess responsiveness to change (Garratt and Ruta, 1999). It also
compared well, in this respect, with the SF-36 and Euroqol, in a study of 89 patients
with obstructive sleep apnoea, before and after treatment (Jenkinson et al., 1998). There
is evidence that the PGI may be more responsive than the SEIQoL because of its focus
on health. An effect size of 0.61 was found when comparing scores before and after
treatment for low back pain, an intervention which is not thought to be as effective as

hip replacement surgery in improving QoL (Ruta and Garratt, 1994).

Although the content validity and responsiveness to change of the PGI is promising, the
effectiveness of therapy in areas of life no longer perceived as important, is not always
captured, as patients are not asked to reassess the areas that they originally nominated.

It is the view of the developers that the dynamic nature of QoL would be denied by
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reminding patients of their previous responses (Garratt and Ruta, 1999). Nevertheless,
and despite its current unsuitability for self-completion the PGI, has an important role to
play in hypothesis generation on HRQoL, and also in identifying areas of life which are
of importance to patients in relation to specific conditions. In comparison to the '
SEIQoL, the areas nominated appeared to be more specific (Bowling, 1995b; O’Boyle et
al., 1995; Herd et al., 1997).

1.3.4 Weighting in relation to the importance of items

There is recognition in the literature that ‘the various aspects of life are not equally
important to everyone’ (Becker et al., 1993). Angermeyer and Kilian’s (1997)
combined importance satisfaction model of QoL incorporated the importance to
individuals of particular domains of life. Changes in valuations of importance due to
resigned adaptation to living conditions, or to improvement in an area of life, referred to
as ‘dynamic QoL’ (O’Boyle et al., 1992; Allison et al, 1997), should also be
incorporated (Angermeyer and Kilian, 1997). Methods of reflecting the relative
importance of items vary to some extent by whether the measure is characterised by a
more structured, or by an individualised approach. For example, the views of
theoreticians are only reflected in standardised approaches. There is not always a
consensus between patients and health professionals on which areas of life are perceived
to be the most important in improving health care. For example, Hanson and Franklin
(1976) found that although both staff and quadriplegic patients rated the use of arms and
hands as the first priority for recovery, staff rated sexual function as second priority, but
this was rated fourth by the patients. It is important for health professionals to be aware

of patients’ priorities when developing programmes of therapy.

In psychometrically based approaches, such as the SF-36, Likert scales are often used, in
which each item is assumed to be of equal importance, and is not weighted. The relative
importance of each item to the concept being measured can also be reflected in the
number of items in the scale that address it (Jenkinson, 1994c). In an alternative scoring
system of the SF-36 and the SF-12, the relative importance of the items to the two
underlying dimensions of physical and mental health is reflected by differential weights

derived from factor analysis. The dynamic nature of the concept being measured is not
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captured in these approaches as decisions on what is important are made at one point in

time on behalf of future respondents.

In the NHP, in which the items were generated empirically, weights were derived from
Thurstone’s (1927a; 1927b; 1928) Law of Comparative Judgement. Panels of judges
ranked items or statements by the degree of the concept being measured (McKenna et
al., 1981), in this case the degree of severity reflected in the statements, rather than their
importance. However, the approaches are not polarised in the way suggested by Browne
et al. (1997b). The Audit of Diabetes Dependent QoL. (ADDQoL) developed by
Bradley et al. (1999) also contains items derived empirically, but incorporates self-
assessment of their importance. The response categories of the ‘importance’ component
are assigned values from 0 for ‘not at all’ to 3 for ‘very important’. The values are used
to weight the items. This can be criticised because it is assumed that, for example, those
who indicate that an ‘important’ aspect of their life is ‘a great deal worse’ score the
same as those who endorse ‘very important’ and ‘quite a lot worse’. In this method the

importance of each item, rather than the relative importance of all items is assessed.

In individualised QoL approaches, assessment of the relative importance of items is a
component of the instrument’s structure, as described for the SEIQoL and PGI. The
weights represent the relative importance of the areas, or of improving the areas,
respectively. The dynamic nature of QoL over time is reflected, if the important areas of

life originally nominated are assessed at each point in time.

1.3.5 Conclusions on current approaches

It is concluded that individualised QoL approaches are promising, particularly for their
validity in relation to the concept being measured (criterion validity). The components
of QoL generated can be used to inform theories on what constitutes QoL. This is
relatively undeveloped in comparison to relative deprivation theories. Theories on
individuals’ perceptions of the relationship between the components of QoL and other
dimensions (for example, relative deprivation) should also be investigated to take

forward the broader body of knowledge on QoL (Kuhn 1970; 1972).

Standardised measures, however, can include a larger number of more specific items

and are more suitable for administration in the busy clinical settings of ambulatory care.
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Comparisons can be made between patient (and population) groups, and theories can be
tested on the concepts being measured. The extent to which specific goals of therapy
have been met at a group level can only be assessed using pre-defined items. Although
the relative importance ‘of items can not be judged by individuals in a structured
questionnaire (respondents would be required to place a relatively large number of items
in order of importance), self-ratings of the importance of each item should be obtained,
as a separate sub-domain. The items should be generated empirically from appropriate

samples of the population, to ensure relevance to the intended study populations.

1.4 Criteria for assessing health and quality of life instruments
The suitability of health and quality of life measures for use in ambulatory care is

summarised in the following checklist of criteria (CAMAC), see Box 4.
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Box 4. Criteria for assessing measures in ambulatory care (CAMAC)

1.

10.

The underlying model and what is being measured should be made explicit. Any
assumptions should also be made explicit and tested if possible. The concept being -
measured should be relevant to patients in ambulatory care, for example the HRQoL
concept of the impact on life of a condition (or of health).

The conceptual model should incorporate relevant aspects of life affected by the condition
or health (items), ratings of life in each of these (scaling), and the importance of each to the
individual (not necessarily used as weights in the scoring).

The questionnaire should reflect the individual’s perspective. It should be suitable for self-
completion including postal studies and for administration in conjunction with other
instruments, and by interview if required.

Question wording should clearly address the model used including whether positive or
negative health (or both) is involved.

Items and response choices should be relevant to a general adult population, as well as to
patients, particularly to those who are relatively healthy.

As many items and response choices as possible should be included but within the limits
which are dictated by acceptable response rates and administrative burden.

Standard items should be used but individuals should be able to add important areas of life
not included in the scale.

The items should be weighted if appropriate, and any scaling assumptions made should be
justified. The number of dimensions should be determined statistically.

The scaling method should, if possible, be appropriate for the use of parametric statistics
and the appropriateness should be explained.

The instrument should be reliable and valid with emphasis on acceptability and sensitivity,

including discriminatory ability between those in better health.

1.5 The suitability of existing generic measures used in ambulatory care

The 26 generic measures of health and QoL designed for all adult age groups, which

were identified in Section 1.3 were assessed against the CAMAC. Reviews of these

instruments are available, in the six review texts used here and others (for example,

Jenkinson et al., 1993a). Box 5 on page 64 summarises the extent to which the

CAMAC are met.
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As discussed in Section 1.3, some measures (for example, The COOP/ WONCA charts
(Nelson et al., 1983; Nelson and Berwick, 1987; Nelson and Berwick, 1989; Van Wheel
et al., 1995) consist of single item scales which lack discriminatory power. Others do
not not measure broad health status or HRQoL. For example the Sickness Impact
Profile (SIP) (Bergner et al., 1976; 1981) and its UK version, the Functional Limitations
Profile (Patrick, 1982; Charlton et al., 1983) measure changes in behaviour due to
sickness. Although items on emotional wellbeing are included, they focus on
behaviour, for example, 'T laugh or cry suddenly’. Some, for example the McMaster
Health Index Questionnaire (Chambers et al., 1976) are limited to functioning (physical,
social and mental). The SF-36 and its short versions also emphasise functioning and the
intended concept measured is broad health status rather than HRQoL, although it is
commonly used as a proxy measure of HRQoL. The importance to the individual of the

scale items is not reflected in any of these measures.

Apart form the SF-36, the NHP and the SIP, It was often difficult to find information on
the models used by the scales’ developers and the measures did not satisfy other
important criteria. Most notably the importance of the items to respondents is not
incorporated and nor is there scope for additional respondent items. Thus the values of
the scale developers are imposed on respondents, even if lay members of the public
were involved in the initial process of item generation. The only two measures that
satisfy these two important criteria are the PGI and the SEIQoL. These measure
HRQoL and QoL respectively. Such individualised measures achieve better response
rates if administered by interview. It was concluded that there is no currently available
generic, standardised HRQoL instrument that both reflects respondents’ own

perceptions and interests adequately, and is suitable for use in busy clinical settings.
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