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Abstract 

Background 

There is no validated outcome measure for use in children's palliative care outside 

of sub-Saharan Africa. Development of such a measure is required to realise the 

benefits of patient-centred outcome measure use that has been demonstrated in 

adult palliative care. Previous research into what is important to children and young 

people with life-limiting and life-threatening conditions has primarily focused on 

those with a cancer diagnosis. Much of this pre-existing research focuses on the 

perspectives of proxies, rather than those of the child or young person.  

Aim 

To develop an outcome measure, the children's palliative outcome scale (C-POS), 

for use by children and young people with life-limiting and life-threatening conditions 

and their families, and to establish face and content validity, comprehensiveness, 

comprehensibility, feasibility, and acceptability of use. 

Methods 

A sequential mixed-methods study was conducted in three phases, following the 

principles of patient-reported outcome measurement design described by Rothrock 

and the Consensus-based Standards for the selection of health Measurement 

Instruments (COSMIN). 

Phase 1 - gathering input 

A systematic review was conducted with the aim of appraising the evidence on 

optimal recall period, response format and mode of administration to enable children 

and young people to participate in self-reporting on their health outcomes.  A young 

person's advisory group was also consulted on the same topic.  

To inform face and content validity of C-POS a semi-structured qualitative interview 

study was conducted to seek the perspectives of children and young people, their 

parents/carers and siblings, health care professionals and NHS commissioners on 

priority symptoms, concerns, and care priorities. Participants were also asked to 

identify their preferences for the design of C-POS, in terms of recall period, 

response scale format and administration mode.  
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Phase 2 - item generation 

Part 1: Parents and professionals with experience in caring for a child or young 

person with a life-limiting or life-threatening condition participated in a three-round 

modified ranking-type Delphi survey with the aim of establishing which outcomes 

identified in phase 1 of this thesis should be included in C-POS.  

Part 2: The young person’s advisory group were asked to select their priority 

outcomes from the items ranked in rounds 2 and 3 of the Delphi survey.  

Part 3: An item generation meeting was conducted with key stakeholders to develop 

initial C-POS versions based on the evidence collected so far. 

Phase 3 - item improvement 

Cross-sectional cognitive interview study to establish acceptability, 

comprehensiveness, and comprehension of the initial C-POS versions within the 

target population.  

Results 

Phase 1 - gathering input  

Systematic review: Findings showed that children under five years old cannot validly 

and reliably self-report health outcomes.  Face scales demonstrated better 

psychometric properties than visual analogue or Likert scales. Computerised and 

paper scales generally show equivalent construct validity and children prefer 

computerised measures. Children seven years old and younger often think 

dichotomously so may need two response options.  Those over eight years old can 

reliably use a three-point scale. 

Qualitative interview study: 106 participants were recruited: 26 children, 40 parents, 

13 siblings, 15 health care professionals and 12 commissioners. Children found a 

short recall period and a visually appealing measure with 10 questions or fewer 

most acceptable. Children with life-limiting conditions were more familiar with using 

rating scales such as numeric and Likert than their healthy siblings and emphasised 

the importance of completing the measure alongside interactions with a healthcare 

professional. Parents assumed that electronic completion methods would be most 

feasible and acceptable but a small number of children preferred paper measures. 
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Participants described many inter-related symptoms, concerns and care priorities 

impacting on all aspects of life. Data revealed an overarching theme of pursuing 

‘normality’, described as children’s desire to undertake usual childhood activities. 

Parents need support with practical aspects of care to help realise this desire for 

normality.  

Phase 2 - item generation 

Part 1: Delphi survey (n=82). Ranking agreement between participants increased 

over the rounds, indicating movement towards consensus. Agreement between 

professional and parent ranking was poor. Professionals prioritised physical 

symptoms, whereas parents prioritised psychosocial and practical concerns.  

Part 2: 22 children and young people attended the young person's advisory group. 

They prioritised items related to living a ‘normal life’ such as seeing friends and 

attending school, in addition to items prioritised by the adult participants in the 

Delphi survey.  

Part 3: 22 participants attended the item generation meeting. Five 

age/developmental stage appropriate child/young person and proxy-reported 

versions of C-POS were drafted.  

Phase 3 - item improvement 

Forty-eight individuals participated (36 parents; 12 children) in cognitive testing of 

the C-POS versions. This revealed challenges in the acceptability of some items for 

parents of non-verbal children and refinements were made.  C-POS content and 

length were acceptable, and all questions were considered important. Parents 

reported that completing a measure that asks about what matters may be 

distressing but this is anticipated and acceptable. 

Conclusions 

This thesis demonstrates the development of the first UK patient-centred outcome 

measure for use with children and young people with life-limiting and life-threatening 

conditions and their families.  By following established methodological criteria for 

patient-centred outcome measure development this thesis demonstrates that C-

POS has robust face and content validity and is feasible and acceptable for use 

within the target population.
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Chapter 1 Background 

1.1 Paediatric Palliative Care 

1.1.1 Epidemiology 

It is estimated that each year 21 million children and young people with life-limiting 

or life-threatening conditions require input from palliative care services worldwide 

(1). Life-limiting conditions are those for which there is no hope of cure and from 

which children will die.  Life-threatening conditions are those for which curative 

treatment may be feasible but may fail (2).  Life-limiting and life-threatening 

conditions can be placed in to four groups (Table 1). 

Table 1 Together for Short Lives categories of life-limiting and life-threatening conditions in 
children and young people (3). 

Category Title Description Example 

1 Life threatening conditions for 

which curative treatment may 

be feasible but can fail 

Access to palliative care services 

may be necessary when treatment 

fails.  On reaching long-term 

remission or cure there will no 

longer be a need for palliative care. 

Cancer, liver, kidney, or 

heart failure 

2 Conditions where premature 

death is inevitable 

There may be long periods of 

intensive disease directed 

treatments aimed at prolonging life.  

Children may be severely disabled 

but have long periods of relatively 

good health. 

SMA type I, Duchenne 

muscular dystrophy 

3 Progressive conditions without 

curative treatment options 

Where treatment is predominantly 

palliative and may extend over 

many years. 

Batten disease, 

mucopolysaccharidoses 

4 Irreversible but non-

progressive conditions causing 

severe disability leading to 

susceptibility to health 

complications and likelihood of 

premature death 

Palliative care may be needed at 

any stage and there may be 

unpredictable and periodic 

episodes of care. 

Severe cerebral palsy,  
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Children may move between groups or be in more than one group at any one time 

(3).  More recently it has been proposed that there should be a fifth category, 

reflecting the growing awareness of the need for palliative care to start in the 

antenatal period when life-limiting or life-threatening conditions are diagnosed 

before birth: 

5. Unborn children with major health problems who may not live through birth, 

infants who may survive for only a few hours/days, infants with birth anomalies 

that may threaten vital functions, and infants for whom intensive care has been 

appropriately applied but developed an incurable disease (4). 

Within England, there are estimated to be over 86,000 children living with a life-

limiting or life-threatening condition (Figure 1-1), with this number predicted to 

increase to between 96,000 and 121,000 over the next 10 years (5).  This rise is in 

part due to advances in medical care such as increased survival of preterm babies, 

increased use of home ventilation and more aggressive management of the 

complications of life-limiting and life-threatening conditions in intensive care (6-8). 

This is resulting in increased pressure on the resources of paediatric palliative care 

teams, as these children and young people often have increased dependency 

requirements (2, 9).  

Almost 400 life-limiting and life-threatening conditions have been identified as  

appropriate for palliative care among children and young people (10).  It is estimated 

that deaths due to such conditions may account for 50% or more of the 5,000 

deaths of children and young people in England and Wales each year (5).  Mortality 

is highest in those under one year old, mainly due to perinatal and congenital 

conditions.  It then decreases in middle childhood before rising again in 

adolescence(5). Acquired natural causes such as cancer are more prominent in 

these age groups (5).  The prevalence of life-limiting and life-threatening conditions 

is highest for those with congenital abnormalities (11) (Figure 1-2). Those from 

Asian, Black and Bangladeshi backgrounds are more likely to have a life-limiting or 

life-threatening condition, with the lowest prevalence in those from Chinese 

backgrounds (Figure 1-3). Those from areas of higher areas of deprivation and boys 

are more likely to have these conditions (11). 
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Figure 1-1 Prevalence of life-limiting/life-threatening conditions in England (with 95% 
confidence interval in lighter shading) in children 0-19 years overall and for age 2001/02 - 
2017/18 (11). 

 

Figure 1-2. Prevalence of life-limiting/life-threatening conditions in England (with 95%) 
confidence intervals in lighter shading) in children age 0-19 years by diagnostic group for 
2001/02-2017/18 (11). 
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Figure 1-3. Prevalence of life-limiting/life-threatening conditions (with 95% confidence intervals 
in lighter shading) in children in England age 0-19 years by ethnic group for 2001/02-2017/18 
(11). 

The wide range of life-limiting and life-threatening conditions, along with longer 

survival and the use of more aggressive treatments are adding to care complexity 

for these children and young people.  The changes that children and young people 

go through during childhood (physical, emotional and cognitive), the role of the 

family in care, and ethical and legal issues also contribute to this complexity (12).  

Health care professionals caring for children and young people with life-limiting and 

life-threatening conditions need a way to ensure that they are giving the right care to 

the child or young person and their family at the right time. 

1.2 Symptoms and concerns in children and young people with life-
limiting and life-threatening conditions 

Symptoms and concerns in children and young people with life-limiting and life-

threatening conditions are reported to be multidimensional, falling within physical, 

psychological, social, and spiritual domains, with quality of care and practical 

considerations also being key considerations (13).  Symptoms and concerns occur 

across the disease trajectory and there is overlap across diagnostic groups (13).  

This means that the experience of symptoms and concerns for children and young 

people and their families is similar across the range of life-limiting and life-

threatening conditions.   Children and young people and their parents do not view 
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symptoms and concerns as independent, stand-alone constructs, rather as 

interrelated items that either facilitate or inhibit each other (14). 

There is evidence that towards the end of life children and young people experience 

multiple physical symptoms including pain, lack of energy, weight loss, sleep 

disturbance, nausea and vomiting (15-25), with one study showing that children with 

cancer experienced a mean number of eleven symptoms in their last week of life 

(26). These symptoms are not always adequately identified or managed (27).  Good 

control of physical symptoms is imperative and should be prioritised before any 

other concerns can be addressed (28). 

Psychological concerns including feeling sad, feeling nervous, irritability, worry and 

insomnia have been reported by children and young people with life-limiting and life-

threatening conditions (29). Social concerns such as isolation, stress on family 

relations and children and young people being concerned about the impact of their 

illness on their parents have also been reported (13, 30, 31).  Spiritually children 

have been shown to worry about death and the uncertainty surrounding it (32, 33).  

Other reported concerns of children and young people and their families include the 

whole family being able to participate in normal life, and parental empowerment to 

be able to care for their child at home (28, 34). 

Many studies of symptoms and concerns in children and young people with life-

limiting and life-threatening conditions have only considered children with cancer, 

with children and young people with other diagnoses often not being included in 

research (13).  There is also evidence that much of the research exploring the 

symptoms and concerns of children and young people with life-limiting and life-

threatening conditions uses proxy reporting, with children being excluded from 

participating.  One systematic review found that children and young people were not 

interviewed in 30% of such studies, instead reports from proxies such as health care 

professionals and parents/carers were used (13).  It is important that future research 

into symptoms, concerns and care priorities for children and young people with life-

limiting and life-threatening conditions focuses on including them as participants as 

they may have different views than proxies such as parent/carers and health care 

professionals (35).  Children and young people also have experiences and 

relationships in their wider environment, such as school, which proxies will not be 

fully aware of (36, 37).  
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1.2.1 Paediatric Palliative Care Provision in the UK 

Palliative care services for children and young people with life-limiting and life-

threatening conditions in the UK are grouped into three tiers (3) – universal, core 

and specialist services (Figure 1-4) (38).  All children in the UK have access to 

universal services such as GPs and education.   

 

 

Figure 1-4.  Levels of children and young people’s palliative care services in the UK (3). 

Most children and young people with life-limiting and life-threatening conditions will 

require access to core care services, which may also be available to other children 

with health care needs.  These core services include community paediatricians, 

children’s community nursing (CCN) teams, respite care and children’s hospices.  

The UK currently has 54 children’s hospices, some of which provide specialist 

paediatric palliative care services and some providing core services. There is no 
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data on how many hospital and community teams there are providing core children’s 

palliative care services in the UK (39).   

Recent data from England show that there is variation in access to core services, 

with 93% of what were at the time Clinical Commissioning Groups (CCGs; now 

integrated care boards) commissioning CCN teams during working hours.  This 

number falls to 67% during nights and weekends, which has an impact on the 

provision end of life care in the home setting (40).  This is in part because there are 

too few CCNs employed by the National Health Service (NHS).  The Royal College 

of Nursing safe staffing levels suggest there needs to be 5,500 CCNs in England, 

but as of 2019 there were only 574 (39).  The nurse vacancy rates in children’s 

hospices are also rising as there are not enough skilled children’s nurses to fill 

posts, and there is also a shortage of allied healthcare professionals to support 

children and young people with life-limiting and life-threatening conditions and their 

families (39).  Local authorities in the UK have a legal duty to provide short breaks 

(respite care) to families of children with disabilities, including those with life-limiting 

and life-threatening conditions (41).  These can be provided via centres (such as 

children’s hospices), foster placements or direct payments.  This allows them to 

spend time doing things that other families might do and can relieve stress on the 

whole family.  In 2019, 21% of local authorities were failing to commission short 

breaks for children and young people (39).  These gaps in core services have an 

emotional and psychological impact on children with life-limiting and life-threatening 

conditions and their families and may affect management of distressing symptoms 

and achievement of preferred place of care.  There is no data available on the 

availability and staffing levels of core paediatric palliative care services post the 

COVID-19 pandemic, but it is anticipated that there are still significant challenges 

within the sector. 

Specialist paediatric palliative care services can provide complex symptom 

management, respite care, end of life care in preferred place, compassionate 

withdrawal of life-sustaining treatment, sibling support and bereavement services 

(3). These services are accessed when required and children and young people and 

their families may require varying levels of input depending on their current level of 

need.  The UK has provided many of the developments and innovations in children 

and young people’s palliative care provision (42).  Paediatric palliative medicine (the 

contribution doctors bring to the provision of children and young people's palliative 

care) was recognized as a sub-specialty in the UK in 2009.  In 2019 there were 18 
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Paediatric Palliative Medicine Consultants in the UK.  However, the Royal College of 

Paediatrics and Child Health estimate 40-60 are needed to provide high quality, 

equitable palliative care to all children and young people with life-limiting and life-

threatening conditions who require it (43).  

The National Institute for Health and Care Excellence (NICE) guidance states that a 

specialist paediatric palliative care team should contain the following: 

• a paediatric palliative medicine consultant 

• a nurse with expertise in paediatric palliative care 

• a pharmacist with expertise in specialist paediatric palliative care 

• experts in child and family support who have experience in end of life care 

(for example, in providing social, practical, emotional, psychological and 

spiritual support) (44). 

 
In 2017, only 29% of CCGs (now integrated care boards) commissioned services 

that provided this suggested specialist paediatric palliative care multi-disciplinary 

team (40). 

Provision of paediatric palliative care services across the UK is inconsistent and 

incoherent, as it is not centrally managed (45).   There are finite resources within 

paediatric palliative care services, and no national guidelines or measures to help 

providers to direct these resources to those who need them the most.  The impact of 

this is that distressing symptoms may go unmanaged, and the emotional and 

psychosocial impact of life-limiting and life-threatening conditions on children and 

young people and their family will not be addressed. Without assessing and 

addressing these symptoms and concerns, children and young people with life-

limiting and life-threatening conditions will not be able to maximise their 

opportunities in life.   

1.2.2 Definition of paediatric palliative care 

Palliative care for children and young people with life-limiting and life-threatening 

conditions is described as an active and total approach to care that begins at the 

point of diagnosis or recognition and continues throughout the child’s life and death 

(3).  The World Health Organisation (WHO) defines children’s palliative care as ‘the 

active total care of the child’s body, mind and spirit, and also involves giving support 

to the family’ (46).  Palliative care should continue regardless of whether or not a 
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child or young person receives treatment directed at their disease (47).  It embraces 

physical, emotional, social, and spiritual elements, focusing on enhancing quality of 

life and support for the whole family. Paediatric palliative care should help children 

and young people and their families deal with their medical conditions, while 

enabling them to live life to the fullest (48, 49).  This definition fits with the multi-

dimensional experience of symptoms and concerns reported by children and young 

people with life-limiting and life-threatening conditions and their families discussed 

above. 

The needs of children with life-limiting and life-threatening conditions are unique and 

usually somewhat different from those of adults requiring palliative care (50), with 

many such conditions being extremely rare.  As children’s palliative care should 

begin at diagnosis of a life-limiting and life-threatening condition, many tend to 

require input from palliative care services for extended periods of time, sometimes 

into adulthood (51).  Children’s palliative care should be active and dynamic in its 

approach.  Children should be free from distressing symptoms, and children and 

young people and their families should receive support to reduce the emotional and 

psychosocial effects of their condition, while optimising their opportunities in life (3). 

This thesis will use the above definitions of children’s palliative care and consider 

paediatric palliative care to: 

• begin at diagnosis of a life-limiting or life-threatening condition and continue 

regardless of whether a child is receiving potentially curative treatment. 

• embrace the physical, psychological, social, and spiritual/existential aspects 

of care for children and young people. 

• include support for both the child or young person and their family. 

 

1.3 Centredness in Paediatric Palliative Care 

Over recent decades, the concepts of person-, family- and child-centred care have 

been developed and used within healthcare in an effort to move the focus of care 

away from the more traditional biomedical model.  These concepts see the patient 

as a person, are holistic and multidisciplinary and recognise that people may need 

more than one professional to support them (52, 53).  This recognition that patients 

have needs beyond the physical or biological aspects of illness is reflected in the 
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definition of children’s palliative care (54).  It is also recognised by NICE in their 

recommendation that a specialist paediatric palliative care team is multi-professional 

(55). 

1.3.1 Person-centred care 

Person-centred care is an increasingly common approach used to conceptualise 

care and is cited as key to quality healthcare (56).  Person-centred care has become 

one of the major goals of health policy around the world despite there being no 

globally accepted definition (52, 57).  It emphasises participation rights, good 

communication, patient-provider relationships and shared decision making (52).  

Children exist in the context of a family and excellent care for the child must include 

attention to family needs (56).  The care given by a parent is the most influential for 

a child’s long-term health and well-being (58), and this care is especially important 

when a child is seriously ill (59).  When a child is unwell, the whole family is affected 

and care must be planned around the whole family (60).  Parents of children with 

life-limiting and life-threatening conditions need more psychological support to 

prevent them becoming distressed, which in turn leads to benefits for their children 

as their home environment will be more settled and parental caring capacity will be 

enhanced (59).  Table 2 summarises some of the most widely used concepts of 

person-centred care. Although most of the concepts of person-centred care outlined 

in Table 2 include family and friends, either explicitly, or through dimensions such as 

‘understanding the person as a whole’, their focus is on adults with autonomy (52).    
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Table 2 Commonly used concepts of person-centred care 

Author Dimensions 

Stewart et al (61) 1. Understanding the person as a whole 
2. Agreeing to the plan for healthcare management 
3. Including prevention and promotion of health 
4. Focusing on the doctor/patient relationship 
5. Being realistic about personal limitations 
6. Exploring the experience of the illness 
 

Picker Institute (62) 1. Respect for patients’ values, preferences and 
expressed needs. 

2. Coordination and integration of care 
3. Information, communication, and education 
4. Physical comfort 
5. Emotional support and alleviation of fear and 

anxiety 
6. Involvement of friends and family 
7. Transition and continuity 
8. Access to care 
 

Mead and Bower  (63) 1. Biopsychosocial perspective 
2. Patient as a person 
3. Shared power and responsibility 
4. The therapeutic alliance  
5. The doctor as a person 
 

Kitson (57) 1. Patient participation and involvement 
2. Relationship between the patient and healthcare 

professional 
3. The context of where care is delivered 

Sidani and Fox  (64) 1. Holistic care 
2. Collaborative care 
3. Responsive care 

 

1.3.2 Family-centred care 

Family-centred care  is a concept that is widely used within children’s healthcare 

(65). There is no single definition of family-centred care. The advantage to this is 

that in can be adapted very easily to different circumstances (66). Family-centred 

care has been described as an approach to healthcare delivery that is dependent on 

an ongoing relationship between patients, their families and health care 

professionals and is considered a standard in paediatric care (67).  Family-centred 
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care is based on the understanding that the family is the child’s main source of 

strength and support and that child and family perspectives and information are 

important in clinical decision making (68).   

For many children with life-limiting and life-threatening conditions, day to day 

management of care is the primary responsibility of their family, with many 

parents/carers having to administer medical and nursing interventions that would 

traditionally have been carried out in a hospital setting (69).  In order to be able to do 

this, parents need to gain knowledge of their child’s treatment and condition (69, 

70), learn how to identify and respond to symptoms (69, 71) and develop 

relationships with health care professionals (69, 72). Parents/carers want to be 

involved in care decisions but do not want to be solely responsible for them (73). 

The child and family perspective and information are important in clinical decision 

making (68). 

Family-centred care offers a way for parents to be involved in their child’s care and 

is about empowerment, respecting personal autonomy and recognition of human 

rights (69). It has been purported to be the ideal system to involve parents and 

families in children’s healthcare. Shelton et al (1987) developed a framework for 

embedding family-centred care in practice and enabling collaboration and 

partnership between families and healthcare professionals (74) (Figure 1-5).  This 

framework has been criticised for focusing more on the parents than the child (75).  

The active members in care are the healthcare professional and parent, with the 

child taking a more passive role (35) and the perspective of the ill child is not very 

prominent (76). Family-centred care has been criticised for being poorly defined and 

having different meanings across professional and patient groups (73).  The 

evidence base relating to the impact of family-centred care on parental satisfaction 

and care delivery is weak  and outcomes are difficult to measure (60).   
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1. The family is a constant in the child's life.  

2. Parent–professional collaboration should be facilitated across all  

levels of health care.  

3. The racial, ethnic, cultural, and socio-economic and diversity of  

families should be respected.  

4. Family strengths and individuality and respecting different methods  

of coping should be respected.  

5. Complete and unbiased information should be shared with families.  

6. Family-to-family support and networking should be encouraged  

and facilitated. 

7. Healthcare practices should respond to the child and family  

developmental needs.  

8. Policies and practices should be adopted that provide families with  

emotional and financial support.  

9. The design of health care should be flexible (added by Johnson 1990 

(77)). 

Figure 1-5. Components of Family-Centred Care (74, 77) 

 

1.3.3 Child-centred care 

Since the publication of the United Nations Convention on the Rights of the Child 

(1989) there has been a growing focus on children and young people as social 

actors and agentic beings, with a right to be involved in their own healthcare 

decisions (36, 78).  Agency in children’s healthcare has been defined as children’s 

capacity to act deliberately, speak for oneself, and actively reflect on their social 



Chapter 1. Background 

35 

 

worlds, shaping their lives and the lives of others. This definition entails that multiple 

forms of expression can be used to speak for oneself, including speech and bodily 

expressions, and that the capacity of children to enact agency is not dependent on 

adults as facilitators (79). A child can be an agentic being even if under law they do 

not have the capacity to make healthcare decisions alone. Article 12 of the United 

Nations Convention on the Rights of the Child supports this by stating that ‘every 

child has the right to express their views, feelings and wishes in all matters affecting 

them, and to have their views considered and taken seriously (78). 

NICE (2021) recommends involving ‘all children and young people in decisions 

about their healthcare, unless they do not wish (or are unable) to be involved’ 

(80). This recognition that children need to be active agents and have a right to 

participate means that they need to be positioned as equal partners in their 

healthcare, rather than as passive recipients (36). The relatively recent concept of 

child-centred care means positioning children and young people and their interests 

at the centre of thinking, and including them as active participants in healthcare (35).  

Child-centred care is considered an evolution of family-centred care whereby the 

central importance is the child and their participation in their own health and well-

being needs (35). This shifts the focus onto the family being around the child, rather 

than the child being part of the whole family (35, 66).  Unlike a family-centred 

approach, taking a child-centred approach to care acknowledges the wider 

environment and relationships a child has outside of the family, such as friends and 

education, and recognises that they have their own needs and rights to privacy and 

dignity.  It also involves acknowledging that children’s views are not always the 

same as their parents or healthcare professionals and the best interests of the child 

or young person must be the paramount consideration (35).  The child is focused on 

as a person with their own experiences and wishes which need to be respected and 

negotiated, and which are separate to those of the family (81). Child-centred care 

still recognises the central role of the family in the child’s life.  The Department of 

Health states the following principles underpin child-centred care (82): 

• a holistic view of the child, seeing them as more than just their illness. 

• concern for the overall experience of the child and family. 

• acknowledgement of children, young people, and their parents as partners 

in care.  
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• advocacy for services to be co-ordinated around the child and family's 

needs. 

• ensuring appropriate transition to adult services.  

The provision of children and young people’s palliative care fits with the above 

principles of child-centred care, in that it is holistic and encompasses physical, 

social, emotional and spiritual aspects of care for the child and family (54). It also 

reflects the notion that paediatric palliative care should offer support for the whole 

family to allow the children and young people to live their life as well as possible (48, 

49).  This thesis will take a child-centred approach, acknowledging that children and 

young people can be active agents in their own healthcare and have a right to be 

heard in matters that affect them. This includes being participants in research that 

affects them. 

1.4 Outcome measurement 

1.4.1 Health outcomes and their measurement 

A health outcome is defined as a change in current or future health status 

attributable to preceding healthcare (83).  This definition comes from Donabedian’s 

widely used three-part framework for assessing quality healthcare (83, 84). The 

other two components of this framework are structure and process (Figure 1-6), 

which are considered easier to measure than outcomes (85).  Structure refers to the 

professional and organisational resources associated with the provision of 

healthcare such as availability of medications, resources, equipment, service hours 

and staff training (83, 86). Process addresses things done to and for patients to 

deliver the desired outcome, for instance, hospital referrals, medication 

prescriptions, staff visits and information giving (83, 86).  This three-part approach to 

healthcare is possible because good structure increases the likelihood of good 

process and in turn, good process increases the likelihood of good outcome (83, 

87).  Outcomes are considered an important part of this process as they directly 

affect the patient and family, allowing care to be focused on the needs of the 

individual and what is most important to them, thus promoting a child-centred 

approach to care (85). This thesis will use the Donabedian definition of an outcome 

– a change in current or future health status attributable to a preceding healthcare 

intervention (83). 
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Figure 1-6. Donabedian model of structure, process, and outcome. 

 

A patient reported outcome measure (PROM) is defined as any measure of a 

patient’s health status, elicited directly from the patient.   PROMs range from single 

item symptom ratings e.g., pain scales, to complex multidimensional health-related 

quality of life tools (88).  PROMs are standardised, validated questionnaires that are 

completed by patients to ascertain perceptions of their health status, perceived level 

of impairment, disability and well-being (89, 90).  PROMS are considered to be the 

gold standard for measuring subjective experiences, because each construct is 

inherent to each patient and the information comes directly from the patient (91, 92).     

Many palliative care patients, including children and young people with life-limiting 

and life-threatening conditions will be too unwell or cognitively unable to self-report 

on their own health outcomes (93).  Therefore, a measure which allows for proxy 

completion if the child is too unwell or unable to self-complete is required.  Such 

measures are termed patient-centred outcome measures (PCOMs) (92, 93).  These 

can be completed by a parent or proxy, and in addition to assessing patient 

outcomes they allow assessment of needs of unpaid carers, such as parents, in 

relation to concerns such as care organisation and financial constraints.  This 

promotes a child-centred approach to care by incorporating outcome assessment for 

the whole family (87, 94).   

The use of PCOMs in adult palliative care has been shown to improve service 

quality and promote patient-centred care (95) as well as leading to better symptom 

recognition, more discussion of quality of life and increased referrals (93).  It has 

been recommended that outcome measures are used in palliative care to improve 

awareness of unmet need, understand different models of care delivery, and allow 

for national and international comparison (94, 96).  Evidence for the use of PCOMs 

in paediatric palliative care is lacking, partly due to the absence of validated 

measures.  There is some evidence from one systematic review that integrating 

PROMs into routine clinical care for children and young people with chronic 
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conditions could positively impact health-related quality of life, especially in the 

psychosocial and emotional domains (97). No evidence was found that PROM use 

changed referral rates or consultation duration in paediatric chronic conditions (97).  

This review included seven articles from six studies, and all included child self-

report.  As PCOMs for children and young people continue to be developed and 

validated it is imperative that research focuses on the benefits of using these in 

routine clinical care and where possible evidence for this is sought directly from 

children and young people. 

It is intended that once developed and validated, the Children’s Palliative Outcome 

Scale (C-POS) will be used as a clinical tool to assess symptoms and concerns of 

children and their families. This will allow the focus of current care to be on what 

matters most and promote a dialogue between the child family and clinician. In 

addition, C-POS could be used as an outcome measure in paediatric palliative care 

research studies, strengthening the quality of evidence generated. Another future 

uses of C-POS is comparison of different service models. As discussed in section 

1.2.1 paediatric palliative care delivery models across the UK vary and there is 

currently no evidence on the best way to provide such care (45). 

1.4.2 Patient-centred outcome measures in paediatric palliative care 

It is important that during PCOM development the correct outcomes are chosen to 

be measured, as easily obtained but irrelevant outcomes are of little use (86, 92).  

The adult palliative care literature suggests that symptom assessment measures do 

not capture the broader concerns of those living with advanced illness, such as 

information needs, family and practical issues, and health-related quality of life 

measures are often weighted towards symptoms and function, which may be less 

relevant and applicable in palliative care (98).  For a PCOM to assess paediatric 

palliative care outcomes it needs to incorporate not just physical symptoms but also 

the social, emotional and spiritual concerns of the child and family as defined by the 

World Health Organisation definition of paediatric palliative care (54).  It also needs 

to be centred around the symptoms and concerns most important to the child and 

their family. 

During the past decade, measuring outcomes in children and young people 

palliative care has repeatedly been identified as a research priority (99-102). Two 

Delphi surveys of professionals and parents of children with life-limiting and life-

threatening conditions highlighted the need to measure and compare outcomes 
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(103, 104).  The lack of outcome measures available for end-of-life and children 

were also highlighted as priority research areas by the Medical Research Council in 

2009 (100).  A 2016 systematic review to identify health-related quality of life 

measures that could potentially be used with children and young people with life-

limiting and life-threatening conditions concluded that there were currently no ideal 

outcome measures available (105).  Domains, recall period and response format of 

existing measures were not appropriate for children receiving palliative care and the 

methodological quality of included papers was limited (105). The most frequently 

used measure was the PedsQLTM generic core scale, however confirmatory factor 

analysis does not support its construct validity in children with life-limiting and life-

threatening conditions, suggesting that development of a new measure is required 

(106).  Other measures such as the Memorial Symptom Assessment Scale (MSAS) 

lack content validity as palliative care patients were excluded from validation studies 

and it was developed for children and young people with cancer (29, 107).  Since 

the publication of this review, there has been further work in in the USA, Africa, and 

Belgium to develop a PCOM for paediatric palliative care (108-110). These are 

described further in section 1.4.3. 

1.4.3 Existing patient-centred outcome measures used in children and 
young people with life-limiting and life-threatening conditions. 

PediQuest  

PediQuest is a computerised measure designed to capture symptoms and quality of 

life in children and young people with cancer (111).  It incorporates the PedsQL 

4.0TM (112), an adapted version of the MSAS 7-12 and 10-18 (29, 107)  and a 

question asking how sick a child has felt (109).  The MSAS was adapted to provide 

three age-appropriate versions – a 24 item self-report version for ages 13-18 year 

olds, an eight item self-report version for seven to twelve year olds with simplified 

response options administered alongside a parent proxy version asking the 

remaining 16 items.  The parent proxy version is also used for two to six year olds 

(113).  The adapted 10-18 version was shortened from 31 to 24 items in order to 

focus on symptoms known to be distressing in those with advanced cancer (hair 

loss, headache, weight loss, dizziness, taste changes, mouth sores and swelling of 

arms/legs removed) (109).  The seven to twelve year old version was adapted by 

removing itch and adding dyspnoea (109).  The PediQuest has been tested for 

feasibility, comprehensibility and acceptability in a pilot study. Validity and reliability 
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data for the adapted MSAS, and the PediQuest measure as a whole, have not yet 

been published (109).  The original MSAS validation studies excluded children with 

advanced cancer, many of who may have different symptom experiences to those 

who are undergoing curative treatment  (107, 114). The PedsQLTM has been 

reported to not be valid in a palliative care population for several reasons (115).  

Parents of children with life-limiting conditions reported that the content of several 

items was not applicable to their children - particularly items relating to physical 

functioning and school functioning. Items such as being able to walk 100 metres or 

run were not relevant for children and young people who were in a wheelchair or 

spent most of their time in bed. School functioning items such as being able to pay 

attention in class and keep up with schoolwork were also often regarded as not 

applicable (115).  Furthermore, confirmatory factor analysis did not support the 

factor structure of the PedsQL in this population, suggesting that hypothesised 

health-related quality of life structures between children with life-limiting and life-

threatening conditions and other populations may be different (115). As PediQuest 

is designed for those with advanced cancer it’s content may not be valid for those 

with non-malignant life-limiting and life-threatening conditions or those near end of 

life. 

African Children’s Palliative Outcome Scale (C-POS)  

The Palliative care Outcome Scale (POS) measures are a family of tools designed 

to measure patients’ physical symptoms, psychological, emotional, spiritual, 

information and support needs (116).  The POS measures are specifically 

developed for use among people severely affected by diseases such as cancer, 

respiratory, heart, renal or liver failure, and neurological diseases (116).  Until 

recently all the POS measures were designed and validated for use with adults. 

The African children’s palliative outcome scale (APCA CPOS) began development 

in 2009 and was revised in 2014 (117).  Expert consensus on key domains was 

obtained from paediatric palliative care experts and items were developed from this 

(Appendix A . The key domains identified for the measure were pain, symptoms, 

distress, quality of life, communication, and family support.  The initial APCA C-POS 

consisted of 14 questions: nine for the child or young person and five for their 

parent/carer.  Answers were scored using a 5-point Likert scale with numerical or 

descriptive labels (faces or hand scale) (118, 119). The tool was revised after pilot 

testing and review by paediatric palliative care experts from across sub-Saharan 
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Africa to include 12 questions: seven for the child or young person and five for the 

parent/carer (120, 121)) (Appendix B ).  The faces and hands scales were removed, 

and only verbal anchors for 0 and 5 included (121).  Face and content validity, 

acceptability, and feasibility of use in practice has been demonstrated (122). 

Psychometric testing has recently been completed and is pending publication.  

Validation work showed that adolescents needed a separate measure to younger 

children (120).  Development of the APCA C-POS began before recent accepted 

guidance on PROM development was proposed, and therefore the development 

process differs from this in that input on item generation was initially sought from 

expert children’s palliative care health care professionals and not children and 

young people and their parents/carers, who are key stakeholders in the 

development of such a measure (123).   

Belgian Children’s Palliative Outcome Scale 

The Belgian version of C-POS was adapted from the African version, starting with 

forward and back translation in to French, followed by a qualitative pilot study to 

assess face and content validity with children and parents (110) (Appendix C ).  The 

original 12-item African version was amended to include 22-items, with face and 

content validity in children and young people 8-18 years old in Belgium (110).  The 

measure has the same overall domains as the African C-POS.  Psychometric testing 

of the Belgian C-POS is pending publication (110).  The need to make significant 

changes to the African version of C-POS may reflect the differences in population 

between the two regions.  The Belgian version was piloted in children with cancer 

and neurological conditions whereas many of the children and young people 

included in the development of the African C-POS had conditions such as HIV and 

sickle cell disease. In high income countries these are seen as chronic conditions, 

rather than life-limiting or life-threatening and children and young people with such 

illnesses may have very different experiences to those with conditions such as 

cancer of metabolic conditions.  Culturally, the two settings are also very different 

which may explain some of the adaptations required to the Belgian version.   
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1.4.4 Considerations when developing a PCOM for children and young 
people. 

Establishing face and content validity 

Content validity is defined as the degree to which the content of a measure is an 

adequate reflection of the construct to be measured (13). Face validity is the degree 

to which items of a measure look as though they are an adequate reflection of the 

construct to be measured (124).  To develop a child-centred outcome measure for 

children and young people with life-limiting and life-threatening conditions that has 

face and content validity it is essential to find out what outcomes are important for 

children and young people and their families. As previously discussed, children and 

young people with life-limiting and life-threatening conditions are frequently excluded 

from taking part in research about them (13). This goes against the principles of 

child-centred care and children being agentic beings with the right and ability to be 

involved in matters that concern them.   Involving children and young people with 

life-limiting and life-threatening conditions in research about what symptoms, 

concerns and care priorities are important to them during the development of a 

PCOM is considered an essential component of content validity (125). 

Proxy reporting and inter-rater reliability 

Inter-rater reliability is an important measurement property of a PCOM as they are 

intended to be used by proxies as well as patients.  Inter-relater reliability is defined 

as the extent to which scores on a measure are the same with different observers 

e.g., child and parent.  Therefore, it is important to understand similarities and 

differences that may be found between child and proxy reporting  (124).  As 

previously discussed, some children with life-limiting and life-threatening conditions 

will have illnesses that render them unable to complete a PCOM, either due to 

illness severity or impaired cognition.  Proxy reports of symptoms are influenced not 

only by the child’s experience, but also by the proxy’s own health state and their 

expectations for the illness and symptom trajectory (126).  Discordance is more 

pronounced during times of high symptom burden (126), and parents are often more 

negative regarding their child’s health-related quality of life if their child has a chronic 

disease, and more positive if they are healthy (127).  Patient proxy agreement is 

well known to be higher in more observable domains, such as mobility, than less 

visible domains such as emotions (128).  Differences in correlation between physical 
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domains and psychosocial/emotional domains have also been reported.  Physical 

and observable domains are consistently correlated more highly than social and 

emotional ones (129-135). 

Research into parent/proxy and child correlation in report of health outcomes shows 

variation in correlation dependant on the child or young person’s age (129-131, 

133).  Child and parent/proxy agreement for health-related quality of life in healthy 

children (129), childhood brain tumour survivors (130) and in children with epilepsy 

(133) found that younger children’s scores correlated more closely with those of 

parent/proxies than those of adolescents.   

In some studies children have reported having better health related quality of life 

than their parents have reported for them (136).  However, in a systematic review of 

14 studies no clear conclusion could be drawn as to how parents’ perceptions of the 

impact of illness might differ from their child’s perception (137). 

A meta-analysis of nine studies examining whether a child’s self-report of pain 

agreed with that of a parent found that a child’s report of pain did not correlate 

strongly with the assessment of the child’s pain by a parent (138).  Most studies had 

a small sample size (less than 80) and there was a variation in age ranges between 

the included studies as well.  This may have led to cognitive and developmental 

factors affecting results.  Four of the nine studies included in the meta-analysis used 

a different pain scale for the child and parent/proxy, which may have been a cause 

for the weak correlation between scores.   

In a population of children and young people with life-limiting and life-threatening 

conditions it will not always be possible to obtain child self-report. It is important 

when developing a PCOM for paediatric palliative care to have an understanding of 

the reliability of child-proxy agreement, for which the current evidence is mixed.  

Further evidence on inter-rater reliability between child and proxy should be 

obtained during psychometric testing of a PCOM to ensure the measure is working 

as expected. 

Acceptability, feasibility, and self-report of health 

Feasibility refers to the ability of a patient to be able to complete a measure (139). 

When developing a PCOM for children and young people, age and cognitive 

development must be considered (140). Children have a unique awareness of their 
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own experiences when it comes to reporting on their health and well-being (141) 

and the face validity of reports of health-related aspects is much greater when 

children and young people report their own perceptions (142).  In order to be able to 

respond to PCOM questions, people must be able to go through four cognitive 

processing tasks: understanding and interpreting the question, retrieving the 

required information from memory, making a summarised judgement and reporting 

the judgement (143).  In addition to this, people must have at least a rudimentary 

self-concept, understand the basic notions of health and illness, be able to pay 

attention, understand the questions, discriminate between the response options, 

recall health experiences and write a response (144).  It has been proposed that 

people respond in one of two ways when going through these four cognitive 

processes: optimizing, whereby all four stages of cognitive processing described 

above are gone through, or satisficing, where a respondent gives superficial 

responses that appear reasonable (145). Two types of satisficing have been 

identified. Weak satisficing occurs when respondents execute all four cognitive 

processing stages but are less thorough in doing so (146). Less thought may be 

given to question meaning, memory may be searched less thoroughly, integration of 

retrieved information may be more careless and/or the response option may be 

selected more haphazardly. This results in respondents offering the first answer that 

they think will be acceptable to achieve the goal of responding to the survey 

question.  Strong satisfcying occurs when respondents omit the retrieval and 

judgement steps altogether (146). Questions are interpreted superficially, and a 

response option is selected based upon the cues in the question itself. A response 

option is selected that seems easily defensible with very little thought (146). This 

may account for differences in the reliability of responses between respondents and 

for the effects of question wording (146). Low motivation, difficult questions or the 

cognitive abilities of the respondent may lead to satisficing rather than optimising.  

Due to age and developmental stage, children are often less cognitively able than 

adults, so may be more prone to satisficing, as they are less likely to understand 

complex questions and response formats (146, 147).  Variability in children’s 

development and ability means chronological age is not the only element for judging 

when children can self-report their health and complete a questionnaire. PCOMs for 

children and young people will need to have different versions for those with 

different developmental abilities to ensure feasibility, validity, and reliability.  To 

inform PCOM development, evidence is needed on which response scales formats 

e.g., Likert and faces scales, children and young people can use at different 
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ages/developmental stages.  Evidence is also needed on recall ability at different 

ages and developmental stages. This evidence will ensure that the measure is 

feasible for use in the intended population. 

Acceptability of a PCOM refers to the patient’s willingness to complete a measure 

(139).  For children and young people, consideration needs to be given during 

measure design to preferences for administration mode (for example paper and 

pencil vs computerised), length and completion time to ensure acceptability.  

Evidence is needed on what children’s preferences are for these aspects of a 

PCOM. 

1.5 Summary 

A health outcome is defined as a change in current or future health status 

attributable to a preceding healthcare intervention (83). This chapter has 

demonstrated that there is currently no valid and reliable PCOM for use with children 

and young people with life-limiting and life-threatening conditions in the UK. 

Development of such a measure has repeatedly been cited as a research priority 

due to the potential to improve care quality and awareness of unmet need, allow for 

service comparison and promote a child-centred approach to palliative care.  There 

is a rising prevalence of life-limiting and life-threatening conditions within children 

and young people in the UK.  This increased prevalence has not been met with an 

equivalent increase in healthcare resource.  Development of a PCOM for this 

population may allow care to be focused on the symptoms and concerns that are 

most important to the children and young people and their family and support good 

care.   

Development of a new PCOM for children and young people with life-limiting and 

life-threatening conditions is complex due to differences in age and developmental 

stage, the range of different life-limiting and life-threatening conditions children and 

young people may experience and the need for the family to be an integral part of 

their care.  A child-centred approach to PCOM development needs to be taken, 

where children and young people are considered as agentic beings with a right to be 

involved in research and decisions regarding the healthcare they receive, while the 

needs of their family are also taken into consideration. This involvement of children 

and young people and their family in the measure development process will ensure 

that a PCOM is developed with robust face and content validity. Evidence is needed 
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on aspects of measure design such as recall period, response format and 

administration mode, all of which may be affected by the children and young 

people’s age and/or ability.  Ensuring these aspects are considered during the 

design stage will ensure that a PCOM is acceptable and feasible for use with its 

intended population.  These aspects of measure design will be reviewed further in 

Chapter 4 and Chapter 5.
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Chapter 2 Overview of Study Design and Methods 

2.1 Introduction 

This chapter outlines the aims and objectives of this thesis. It also summarises and 

justifies the main methodological and theoretical aspects of the study design and 

procedures.  This includes an overview of study design, the ethical and legal 

considerations of conducting research with children and young people with life-

limiting and life-threatening conditions and their families, and the patient and public 

involvement work conducted throughout this PhD. 

2.2 Aims and objectives 

2.2.1 Aim 

To develop a child-centred outcome measure (C-POS) for use by children and 

young people with a life-limiting or life-threatening condition and their families, and 

to establish face and content validity, comprehensiveness, comprehensibility, 

feasibility, and acceptability of use. 

2.2.2 Objectives 

i. To determine optimal recall period, response format and administration 

mode for child-centred outcome measures in children and young people 

ii. To establish child and family priorities for outcomes of care 

iii. To establish healthcare professional and commissioner priorities for 

outcomes of care 

iv. To develop a list of candidate priority outcomes to be included in C-POS 

v. To gain stakeholder consensus on items to be included and construct first 

versions of C-POS  

vi. To establish acceptability, comprehensiveness, and comprehension of C-

POS versions
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2.3 Overview of study Design 

The design of this study is based upon the principles of PROM development 

described by Rothrock, and the COnsensus-based Standards for the selection of 

health Measurement INstruments (COSMIN) (123, 148-150). Figure 2-1 shows the 

PROM development process described by Rothrock, incorporating the phases of 

this thesis.  As discussed in Chapter 1, the need for a new instrument has already 

been identified by a previous systematic review which highlighted that there are no 

existing outcome measures suitable for use with children and young people with life-

limiting and life-threatening conditions outside of sub-Saharan Africa (105).  Having 

identified that development of a new measure is necessary, this thesis focuses on 

the Rothrock processes of gathering input, item generation and item improvement 

phases, using a sequential mixed methods approach, following the COSMIN 

standards on assessing the quality of content validity studies of PROMs (149). 
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Figure 2-1 Components of PhD mapped on to Rothrock’s PROM development process. 

This thesis is split in to three phases (Figure 2-1): 

• Phase 1 - gathering input (objectives i-iv): 

o Systematic review of optimal recall period, response format and 

administration mode for children and young people self-report of 

health outcomes. 

o Young person’s advisory group (YPAG) workshop with children and 

young people to establish relevance, comprehensibility and 

acceptability of response formats, recall periods and administration 

modes. 

o Qualitative semi-structured interview study to establish symptoms, 

concerns, priority outcomes of care and measurement preferences 

for children and young people with life-limiting and life-threatening 
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conditions, their parents/carers and siblings, health and social care 

professionals, and service commissioners. 

o Development of a list of candidate priority outcomes to be included in 

C-POS 

• Phase 2 – item generation (objective v): 

o Delphi survey to gain stakeholder (parent/carer and health and social 

care professional) perspectives on which outcomes identified in 

phase 1 should be included in C-POS. 

o YPAG meeting with children and young people to establish their 

priority outcomes from those identified in phase 1. 

o Item generation meeting with key stakeholders to agree on final items 

for inclusion in C-POS, along with recall period and response 

formats. 

o  First versions of C-POS constructed based on evidence collected 

during phase 1 and 2. 

• Phase 3 – item improvement (objective vi): 

o Cognitive interviews with children and young people with life-limiting 

and life-threatening conditions and their parents/carers to establish 

acceptability, relevance, comprehensiveness, and comprehension of 

initial C-POS versions. 

o Revision and retesting of C-POS versions as indicated. 

The final output of this thesis will be parent/carer and child/young person versions of 

the C-POS with face and content validity, that are acceptable and feasible for use 

within the defined population, ready for psychometric testing.   

2.4 C-POS and my contribution 

The research presented in this thesis forms part of a larger study aiming to develop 

a child-centred outcome measure that can be used by children and young people 

affected by life-limiting and life-threatening conditions and their families, and to test 

its psychometric properties. Figure 2-2 shows an overview of the entire study, taken 

from the grant application. 
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Figure 2-2 Overview of complete C-POS study 

My PhD incorporates objectives i) – v) of the C-POS study outlined in Figure 2-2. My 

contribution is shown in the green boxes within the red outline. My contribution at 

each stage is outlined below by thesis objective: 

• Objective i) – I was responsible for developing the systematic review 

protocol, conducting the review, and disseminating results. 

• Objectives ii) - iv) – the protocol and ethics application for this were written 

prior to commencement of this PhD.  I attended the ethics committee and 

was responsible for conducting and co-ordinating recruitment, data 

collection, ethics amendments, data analysis/interpretation and 

dissemination of results. Recruitment and data collection were conducted by 

me, and researchers employed on the C-POS study; data analysis and 

interpretation were led by myself with other C-POS team members 

contributing.  I was responsible for dissemination of the main results. 

• Objective v) – I was responsible for developing the protocol for the Delphi 

survey, applying for ethics approval, co-ordinating recruitment and analysing 

and disseminating results.  I also designed and led the item generation 
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meeting and YPAG meetings. I was responsible for dissemination of this 

phase. 

• Objective vi) – I developed the cognitive interview study protocol and gained 

ethical approval for the study.  I was responsible for co-ordinating 

recruitment and analysing and disseminating results. I was also responsible 

for obtaining patient and public involvement (PPI) feedback on participant 

information sheets. 

Objectives vi)-viii) of the original grant application do not form part of this thesis and 

will not be discussed further. 

2.5 Mixed methods 

The methods used for a research study should be informed by the underpinning 

research paradigm, epistemology and ontology, and the aims and objectives.  

Epistemology is the study of how we come to know what we think we know, what 

exactly we do know, how knowledge is structured and on what basis knowledge 

claims are made (151). Ontology is concerned with the nature of reality and what 

there is to know about the world (152). The aims and objectives of this thesis are 

best answered by using a sequential mixed methods approach, as described in the 

COSMIN standards for assessing the quality of content validity studies (149, 153).   

Qualitative research focuses on the ‘what, why and how’ questions whereas 

quantitative research focuses on ‘how many’ (152). Mixed methods research is an 

approach whereby researchers gather both qualitative and quantitative data using 

the rigorous methods associated with each approach, integrate results from the two 

and draw interpretations based on the combined strengths of both sets of data to 

understand the research problem and describe different aspects of a phenomenon 

(154-156).  This genre of research has gained traction in recent years, having first 

been described in the late 1980s (156, 157). It is recommended that a mixed 

method approach be used when developing patient-centred outcome measures 

(123). 

A mixed methods approach has some challenges. It requires more time and 

resource to carry out than a study using qualitative or quantitative methodology 

alone.  Researchers need to be trained in both qualitative and quantitative methods 

(153, 158).  However, using a mixed methods approach also has advantages. If a 

study is designed well it can compensate for the weaknesses of one approach with 
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the strength of another, provide analytic texture to work and modify or strengthen 

the analytical findings when the results of each genre support, corroborate or 

contradict each other (155).  For example, in quantitative research you don’t hear 

the direct voice of participants, and qualitative research is not intended to enable 

generalisability (153, 157). 

The research presented in this thesis forms an exploratory sequential mixed-

methods design, with the first versions of C-POS as the output (153).  The initial 

qualitative interview phase allowed for a deep understanding of the complexity of 

symptoms, concerns and lived experiences of children and young people with life-

limiting and life-threatening conditions and their families. It also allowed for 

exploration of the relevance, comprehensibility and acceptability of different recall 

periods, response formats and administration mode of a PCOM. The findings from 

the systematic review were combined with data from the qualitative interviews and 

young person’s advisory group to inform the recall period, response format and 

administration mode of C-POS.  A quantitative Delphi survey allowed for a 

consensus of which of these symptoms, concerns and care priorities are of the most 

importance to stakeholders (parent/carers, and health and social care professionals) 

and should be considered for inclusion in C-POS. Evidence of priority of items to be 

included was further strengthened by work with a young person’s advisory group 

(YPAG). The item generation meeting was conducted with expert stakeholders who 

were presented with the evidence from the above work and the first versions of C-

POS were generated from this.   Finally, cognitive testing of C-POS allowed for 

exploration of respondent’s comprehension, retrieval, judgement, and response 

when using the measure to ensure that the questions are interpreted as intended 

and that the measure has content validity and is acceptable for use by the target 

population (143, 148).   

2.6 Epistemological, ontological and theoretical considerations and 
reflexivity 

All research has a philosophical foundation (158). In any research study it is 

important to consider ontology, epistemology and the overarching paradigm or world 

view, which also takes methodology in to account (152).  Epistemology is ineluctably 

linked to research.  This link becomes problematic in mixed methods research 

because of the philosophical differences between paradigms in the structure and 

confirmation of knowledge between qualitative (interpretivist paradigm) and 
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quantitative (positivist paradigm) studies (151).  Failure to resolve this paradigmatic 

tension threatens the credibility of mixed methods research (151). A way to combine 

findings from paradigmatically distinct studies of common phenomena to maintain 

the integrity of methods and findings is required (151). 

Within the mixed methods research community, pragmatism as a philosophical 

stance, has been promoted (158).  Pragmatists argue that researchers should use 

whatever methods are needed to obtain optimum results, even if this involves 

switching between paradigms (159). They argue that philosophical disagreements 

are not fundamental and that research methods are not intrinsically linked to specific 

philosophical positions. Pragmatists argue that methods can be combined based on 

their practical utility and that paradigmatic tensions can be ignored (158).  However, 

taking a pragmatist position may underestimate the actual influence of philosophical 

assumptions on research methods. This influence is particularly significant for 

combining qualitative and quantitative approaches (158, 159).  Ontological and 

epistemological assumptions inevitably influence researchers’ purposes and actions, 

and are not easily abandoned or changed (158).   

An alternative philosophical approach to pragmatism for a mixed methods research 

study is critical realism. Critical realism combines a realist ontology (there is a real 

world that exists outside of our theories, perceptions and constructions) with a 

constructivist epistemology (our understanding of the world is a construction from 

our own perspectives and standpoints and there is no possibility of attaining an 

infallible view that is independent of any particular viewpoint) (160)  Unlike 

pragmatism, critical realism accepts that every researcher has epistemological, 

ontological and axiological views which are often implicit and not easily abandoned 

(160). Critical realists distinguish between three levels of ontology (161-163); 

empirical (aspects of reality can be experienced directly or indirectly), actual 

(aspects of reality that occur but may not necessarily be experienced) and real (the 

structures and mechanisms that generate phenomena). These structures and 

mechanisms cannot be directly observed but can be inferred through empirical 

observation and theory construction (159).  Critical realists believe that the choice of 

methods used should be dictated by the nature of the research problem (159).   

A critical realist world view is consistent with a mixed method approach such as that 

recommended by Rothrock and COSMIN, and also the aims and objectives of the 

research presented here. As such it is the approach taken throughout this thesis. 
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The goal of critical realist research is to identify the lived experiences and beliefs of 

participants and develop deeper levels of understanding and explanation of the 

phenomena they describe. The symptoms, concerns and care priorities that 

influence health outcomes in children and young people with life-limiting and life-

threatening conditions are complex phenomena influenced by multiple physical, 

social, and psychological factors (13).  These need to be examined holistically and 

from multiple perspectives.  The recruitment of participants from different 

stakeholder groups allows facets of reality to be examined from different 

perspectives (153) which is important within the context of child-centred care and 

outcomes.   

A critical realist approach also allows for acknowledgement of the way the 

researcher affects the research process and outcomes (123, 164). All research is 

influenced by the researcher, particularly qualitative research, and there is no 

completely ‘neutral’ or ‘objective’ knowledge (152). Reflexivity is self-appraisal in 

research, and involves examining how one’s own beliefs, judgements, personal 

experiences and behaviours influence the research process (165). It is therefore 

important that researchers recognise and reflect on any potential sources of bias 

and report on these (152).  During both the qualitative and cognitive interview 

studies I kept reflective field notes (Appendix E This enabled me to reflect on how 

my prior experience as a paediatric palliative care nurse, and my assumptions and 

values may have influenced the interview process. They also helped identify any 

challenges during interviews. I also made reflexive notes throughout my PhD on 

supervision meetings, steering group meetings, data analysis and conversations 

with researchers, clinicians, patients, and carers regarding my research, to further 

enhance reflexivity. 

2.7 COnsensus-based Standards for the selection of health 
Measurement INstruments (COSMIN)  

The consensus-based standards for the selection of health measurement 

instruments (COSMIN) criteria are methodological quality criteria (risk of bias 

criteria) for studies assessing the psychometric properties of PROMS. They also 

provide guidelines for doing methodological studies of psychometric properties of 

PROMS (164, 166, 167). The COSMIN checklist for assessing the methodological 

quality of studies on measurement properties of health status measurement 

instruments is used when designing a study on measurement properties (168).  It 
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includes standards for conducting studies on validity, reliability and responsiveness  

(168).  With regards to content validity, which is the focus of this thesis, the original 

COSMIN standards only considered whether things were done, not how. More 

recent guidance on evaluating the content validity of PROMS has been published, 

which contains new standards for evaluating the quality of PROM development 

studies (149). All COSMIN standards are based on literature reviews and 

subsequent consensus from an international Delphi survey of experts. The inter-

rater agreement of the original COSMIN checklist is adequate and inter-rater 

reliability for many items is poor. It has been suggested that this is the result of 

variability in interpreting the checklist items (169). The inter-rater reliability of the 

more recent content validity standards has not been assessed. These standards are 

considered throughout this thesis to be the gold standard when developing and 

appraising content validity of PCOMS. 

2.7.1 Content validity 

Content validity refers to the degree to which a PROM is an adequate reflection of 

the construct to be measured and is often considered to be the most important 

measurement property (149, 170). Content validity should be established before 

evaluating other measurement properties (149), as lack of content validity can affect 

all other measurement properties of a PROM.  For example, missing concepts may 

reduce validity and responsiveness, and irrelevant items may decrease internal 

consistency, structural validity and interpretability (149).  Irrelevant or missing 

concepts may lead to lower response rates and biased responses (149).  Content 

validity contains three aspects: 

1. Relevance - all items within a PROM should be relevant for the construct of 

interest within the intended population and context of use. 

2. Comprehensiveness – no key aspects of the construct being measured 

should be missing. 

3. Comprehensibility – PROM items should be understood by patients (and 

carers) as intended (149, 171). 

There are ten COSMIN criteria for good content validity, regarding item relevance, 

appropriateness of response options and recall period, comprehensiveness, and 

comprehensibility of the PROM (see Figure 2-3).  Each criteria has specific 

standards for evaluating the quality of PROM development, updated standards for 

evaluating the quality of content validity studies of existing PROMs, criteria for what 
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constitutes good content validity, and a rating system for summarizing the evidence 

on a PROM’s content validity and grading the quality of the evidence in systematic 

reviews of PROMs.  The COSMIN standards for evaluating the quality of PROM 

content validity development have informed the methodology used throughout this 

thesis.  

 

Figure 2-3 COSMIN criteria for good content validity 

2.7.2 Feasibility and acceptability 

Feasibility 

Feasibility is defined as the ease of application of a PROM in its intended context of 

use (148, 150). Aspects of feasibility include length, completion time, and type and 

ease of administration. Feasibility is not considered a measurement property as it is 

not referring to the quality of a PROM, however it is still an important consideration 

in measure development and is referred to in the COSMIN manual for systematic 

reviews of PROMS (148, 150). It is important to consider feasibility when designing 

a PROM in terms of both patients/carers completing it and clinicians/researchers 

administering it.  A PROM that is easy to complete and administer in is more likely to 

be implemented into routine clinical practice with ease.  Throughout this PhD 

aspects of feasibility were considered from the perspectives of children and young 

people, parents/carers, and clinicians by including them as research participants 

and involving them in aspects of study design and as members of the study steering 

group. 



Chapter 2.  Overview of Study Design and Methods 

58 

 

Acceptability 

Acceptability is defined as the willingness to complete a PROM (139). Acceptability 

is not considered a measurement property in the COSMIN manual, but is referred to 

in the COSMIN manual on assessing the content validity of PROMS in the context of 

using cognitive interviews to establish relevance and comprehensibility of a measure 

(149).  Acceptability of C-POS within the target population, and to those 

administering it will be considered throughout this thesis as it will have an impact on 

future implementation of the measure. 

2.8 Study oversight 

2.8.1 C-POS study core research team 

The C-POS study research team consists of several researchers from the institute - 

the principal investigator/grant holder (PhD supervisor RH), a research associate, 

two research assistants, a research project co-ordination assistant, and my two 

other PhD supervisors (KB and CES). My PhD supervisors joined the core research 

team in order to ensure consistency in guidance and decision making. Each 

member of the team had defined roles within the wider C-POS study. The core 

research team met monthly throughout the work presented in this thesis. 

2.8.2 Patient and Public Involvement  

Patient and public involvement (PPI) in research is defined as research being 

carried out ‘with’ or ‘by’ members of the public, rather than ‘to’ or ‘about’ or ‘for’ 

them.  It is an active partnership that influences and shapes the research 

(172). When using the term ‘public’ the National Institute for Health and care 

Research (NIHR) includes patients, potential patients, carers, and people who use 

health and social care services, as well as people from specific communities and 

from organisations that represent people who use services (173). Public 

involvement is considered a prerequisite for high-quality research, with the potential 

to improve its relevance, impact and quality (174).  

As discussed in section 1.3.3, there is a growing focus on children’s rights, 

promoted by the United Nations Convention of the Rights of the Child, which 

outlines a child’s rights to be involved in decisions that affects their lives and have 

their views listened to (78, 175).  This is resulting in a move towards engaging 

children in the research process, rather than relying on parents and professionals to 
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represent children (175). This involvement of children aligns with the child-centred 

approach of this thesis and acknowledges that children and young people may have 

views that differ to those of their parents and healthcare professionals and allows 

them to have a say in the things that matter to them (36, 37).  As well as recruiting 

children to phases 1 and 3 of the study, there was also engagement with an NIHR 

funded Young Person’s Advisory Group (YPAG) run by Great Ormond Street 

Children’s Hospital at several points during the study. 

A recent report on involving children in medical research has suggested that the 

best way to overcome many of the concerns regarding potential vulnerability is to 

ensure that researchers work in partnership with children and young people, and 

parents throughout the whole research process (176).  To address this need, the C-

POS steering group has three bereaved parents in its membership.  Due to their 

direct experience of caring for a child with a life-limiting or life-threatening condition, 

their input into the feasibility and acceptability of study procedures and patient 

information sheets has been invaluable throughout the study. One parent also 

attended the research ethics committee meeting for the cognitive interview study. 

The steering group also had a representative from Together for Short Lives, a 

leading UK charity for children and young people affected by life-limiting and life-

threatening conditions and their families.   

2.8.3 Great Ormond Street Hospital Young Person’s Advisory Group 

In a further effort to mitigate concerns regarding participant vulnerability and ensure 

children had a say in how the research was designed and conducted, the YPAG 

from Great Ormond Street Hospital (GOSH) were consulted at three timepoints.   

The YPAG is part of a network of groups called Generation R which are funded by 

the NIHR and/or NHS.  Their aim is to support design and delivery of paediatric 

health research throughout the UK. Work with the group involved email exchanges 

and meetings, which due to the COVID-19 pandemic were held on Zoom. Members 

of the group are between 10-21 years old and are receiving treatment at GOSH, are 

siblings of children and young people being treated at GOSH or are interested in a 

career in medicine or research.  Some of the members who are patients have direct 

experience of participating in research studies.  The group were consulted three 

times during the work presented in this thesis: 

1. July 2020 – virtual meeting with breakout rooms.  The group were given an 

initial overview of the team and the C-POS study.  They were then asked to 
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think about different recall periods, administration modes and response 

formats that would be appropriate for C-POS. Breakout rooms were used to 

gain feedback and ideas on this, supervised by a YPAG facilitator and 

member of the C-POS team. Twenty-five children and young people aged 

10-21 years attended this meeting (19 female; 6 male). 

2. October 2020 – the group were emailed copies of the child participant 

information sheets for the cognitive interview study and asked to feedback 

on content and design.  Ten members of the group responded to this. 

3. March 2021 – virtual meeting with breakout rooms.  The group were asked to 

consider how to name the different versions of C-POS (avoiding using 

chronological age which may stigmatise those with different developmental 

abilities) and to choose their top 10 outcomes from the list used in the C-

POS Delphi survey.  There were two breakout rooms, and each group was 

supported by a YPAG facilitator and a member of the C-POS research team. 

Twenty-two children and young people aged 10-21 years attended this 

meeting (17 female: 6 male). 

Using an existing YPAG had several benefits (177).  The YPAG members had 

already received training on health research and had previous experience of 

research involvement work. Parental consent to participate was already in place and 

the group already had an identity.  Members had a rapport with each other as they 

had participated in previous meeting together.  The group facilitators knew the 

members and their backgrounds well, which was helpful when the discussion 

involved sensitive topics.   

The work conducted with the YPAG as part of C-POS was highlighted in the Great 

Ormond Street Hospital PPI Impact Report 2020/21 (see Appendix F  

2.8.4 Study Steering Group 

The C-POS study has a steering group consisting of clinicians working in children 

and young people’s palliative care, academics with experience of outcome measure 

development and paediatric palliative care research, experts in the ethics of 

research with children and young people, bereaved parents and a representative 

from Together for Short Lives.   

The study steering group have been involved in the development of the C-POS 

since the design and grant application phase.  They meet with the research team at 
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regular intervals and have been an integral part of all decision making, interpretation 

and dissemination of results for the duration of the study.   

 

2.9 Considerations related to study population. 

The United Nations Convention on the Rights of the Child defines a child as anyone 

under 18 years old unless "under the law applicable to the child, majority is attained 

earlier" (78).  The term ‘child’ is generally used to refer to younger children who do 

not have the maturity and understanding to make important decisions for 

themselves. The term ‘young person’ refers to older or more experienced children 

who are more likely to be able to make these decisions for themselves (178). The 

UK has ratified the United Nations Convention on the Rights of the Child and 

therefore this definition of a child has been used throughout this thesis to define 

study inclusion criteria and intended age range for use of C-POS.  There are already 

palliative care PCOMs that have been validated in those 18 years old and over, 

such as the Integrated Palliative Outcome Scale (98).  The term children and young 

people (children and young people) is used throughout this thesis to reflect the 

range of ages and developmental stages that C-POS is intended for. 

In this thesis a parent/carer is defined as either someone with parental 

responsibility; or someone who cares for or looks after a child or young person with 

life limiting or life-threatening condition, such as other family members or adults who 

live within the same house (178).  Only those with ‘parental responsibility’ were 

permitted to sign research participation consent forms for children (178).  Parental 

responsibility is defined as someone with the rights and responsibilities that parents 

have in law for their child up to the age of 18 years in England, Wales and Northern 

Ireland, and up to 16 years in Scotland (178). 

Due to the nature of many life-limiting and life-threatening conditions in children and 

young people, developmental age is not always congruent with chronological age. 

Therefore, parents/carers were encouraged to choose the most appropriate 

participant information sheets for their child, rather than the age specific version in 

phases 1 and 3 of this thesis. 
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2.10 Ethical considerations and approvals 

2.10.1 Ethical considerations 

Ethical considerations are crucial when conducting any health-related research but 

are even more pertinent in end-of life care studies, especially in those involving 

children and young people and their parents as participants. There is a perception 

that this is a vulnerable population, and that participation will place undue burden on 

participants (179, 180). Other concerns include the potential risk of coercion from 

the study team, the potential that children and young people are unaware of their 

prognosis and that parent/carers have not come to terms with the situation (179). 

Studies in adults show an overestimation of burden and underestimation of the 

benefit of participation in end-of-life research (181). There is limited evidence on the 

benefits and burdens of participation in paediatric palliative care research to children 

and young people, families, clinicians and researchers (182).  Most studies of 

benefits and burdens of such research have been conducted with bereaved parents 

(183-187). 

There is a paucity of studies looking at the benefits of end of life care research 

participation that include the voice of the child or young person (182).  Benefits from 

the small number of studies reporting the child or young person perspective include 

the opportunity for their voice to be heard, leaving a legacy and facilitation of better 

communication with family and health and social care professionals (188-191). This 

research was confined to adolescents and young adults over the age of 14 years. 

No studies have explored the perceived benefits from the perspective of younger 

children and young people.  The potential burdens of children and young people 

participating in palliative care research have only been reported from the 

perspectives of parents/carers who reported no adverse events to participation 

(192).   

The main benefits of participation from the perspective of parent/carers have been 

cited as altruism, reflection and reconstruction of memories/creating meaning, sense 

of inclusion, opportunity to tell their child’s story and the therapeutic experience of 

sharing (191, 193-198). Lack of perceived burden is prominent in the literature but 

when depicted was described as including emotional intensity, fatigue, 

inconvenience of timing of data collection (such as not wanting to be away from a 

dying child and not being ready to face reality and discuss what is happening) (182, 

195). When distress was experienced by parents taking part in research on their 
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child’s end of life care, most reported also gaining some benefit (194). Parents who 

reported being more spiritual were more likely to experience benefit, whereas those 

who expressed decisional regret about their child’s end of life care were more likely 

to report distress (194).  Recent research suggests that parents of seriously unwell 

children can exercise their right to decline participation in research studies, with 

similar rates of refusal found in end of life versus non-end of life care studies (179, 

196). Individuals will balance the potential harms and advantages associated with 

research participation according to their own personal values and beliefs (191). If 

parents do participate they enter the research with the expectation that some parts 

will be hard (197). Studies reporting on the experience of bereaved siblings 

participating in research found a small number reporting that participation was 

emotional, but no long-term effects were experienced (192, 199).  

Several steps were taken during this PhD to mitigate some of the risks of paediatric 

palliative care research on both participants and researchers.  Participants to both 

interview studies (phase 1 and phase 3) were initially approached by a known 

member of their clinical team.  This allowed for someone whom they knew and 

trusted to provide information on the study and answer any initial questions.  It was 

made clear that declining participation would not affect any ongoing care. There is 

some evidence that some families who indicate an interest to a clinical team 

member in taking part in paediatric palliative care research do not respond to 

contact attempts from the research team.  This suggests that they are not always 

able to decline when approached by a clinician (184). By adopting a dual approach 

during this research, participants had opportunity to decline participation on more 

than one occasion, thus reducing any perceived coercion to participate.  

Any participant that became distressed during an interview was offered referral to 

their clinical team for further support (with their consent) and a distress protocol was 

followed for both the qualitative interview study and cognitive interview study 

(Appendix G ).  Details of the Together for Short Lives family helpline was also 

provided on participant information sheets for the interview studies and on the study 

information page for the Delphi survey. During research interviews, there was an 

awareness that distress does not always signal an end to an interview, however a 

break was always offered if distress was apparent and participants were given the 

option to either cease the interview or carry on if they felt able to (192).   
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Studies investigating the benefits and burdens of paediatric palliative care research 

from the perspective of researchers show reports of emotional impact due to being 

immersed in emotionally laden content (such as interviews and data analysis) (200). 

In some studies participants have used research interviews as opportunity to gain 

advice/support from health and social care professional researchers (200).  During 

all phases of this study, the research team received supervision from a qualified 

member of the clinical team in the university department. 

2.10.2 Capacity, consent, and assent 

All adult participants consented to participation. For phase 1 written informed 

consent was obtained up until the start of the COVID-19 pandemic and participants 

were given a copy of their consent form for their records.  During the latter part of 

phase 1 and for phase 3 of this study, due to the COVID-19 pandemic, consent was 

taken during a virtual interview and the process was audio-recorded (after approval 

of an ethics amendment to allow this).  The researcher electronically signed and 

dated consent forms, and these were emailed or posted back to participants 

(depending on preference).  

All children and young people aged 5-15 years required consent from their 

parent/carer to take part in the research. They were also given the opportunity to 

complete an assent form, as recommended in the Declaration of Helsinki (201). The 

process for obtaining assent from children and young people was based on an 

engagement point of view, with the aim that the child or young person is involved in 

the decision-making process (202, 203). This process is underpinned by the 

principles of respect for the child and their developing autonomy, support for the 

development of the child or young person and support for communication between 

the researcher and participant (202-204). These principles demonstrate parallels 

with the tenets of child-centred care discussed in section 1.3.3. Children and young 

people were empowered to take part in decision making to the extent of their 

capacity by being given developmentally appropriate written information on the 

study. This was strengthened by the researcher giving verbal information as part of 

the assent process and allowing the children and young people an opportunity to 

ask any questions. This verbal exchange contributed to building a rapport between 

the researcher and participant.  Allowing children and young people to take part in 

the decision-making process in this way has been said to promote autonomy, teach 

altruism and improve self-confidence (202, 203, 205). The goal was to engage the 
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child in the decision-making process by adjusting the information provided to a 

developmentally appropriate level.  The process was personalised, with the child 

taking part in the process as much as able.  If a parent consented to their child 

participating in the study but the child dissented, then the interview did not go 

ahead, thus taking a child-centred approach by recognising that children’s views are 

not always congruent with their parents. All children and young people were given 

the opportunity to complete an assent form, either using pen and paper, or virtually 

during the COVID-19 pandemic, and were given a copy of this to keep.  

In line with the Mental Capacity Act 2005 (MCA) all young people aged 16-17 years 

were assumed to have capacity unless this was otherwise established (206). The 

MCA states that an individual is unable to make a decision if they cannot: 

• understand the information relevant to the decision.  

• retain the information.  

• use or weigh the information. 

• communicate their decision (by any means). 

In this case their identified parent/carer was consulted by the clinician and 

researcher to give advice on whether they thought participation was something the 

young person would like to do and complete a consent form on their behalf.  All 

young people were also given the opportunity to complete an assent form as well.  

2.10.3 Ethical approval 

The Phase 1 semi-structured interview study received ethical approval from London 

– Bloomsbury Ethics committee (REC reference number 19/LO/0033). NHS REC 

approval was required as participants were being recruited via the NHS.  I was not 

responsible for writing this ethics application but did attend the committee meeting 

and was responsible for subsequent amendments made to the application.  After 

original ethical approval 11 amendments were made to the application.  These 

included the addition of new sites to aid recruitment, minor changes to study 

procedures and participant information sheets, and amendments to allow virtual 

interviews and transcribing and analysis off site when the COVID-19 pandemic 

started.  A full summary of amendments made to the original protocol can be seen in 

Appendix H  

The Delphi survey (phase 2) was approved by King’s College London Research 

Ethics Committee.  This study did not require NHS ethical approval as participants 
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were not being recruited via NHS sites. One amendment was made to the original 

ethics application adding new recruitment sites. The full application, approvals and 

amendment can be seen in Appendix I . 

The cognitive interview study (phase 3) received ethical approval from London – 

Bloomsbury Ethics Committee (REC reference number 21/LO/0282). Three 

amendments were granted for the addition of new sites and extension to the 

recruitment period. Full details of ethical approval can be found in Appendix L . 

2.11 Summary  

This chapter argues that an exploratory sequential mixed methods approach using a 

critical realist epistemology is the best way to achieve the aims and objectives of this 

thesis. Methodological issues are presented and discussed in relation to how study 

design was informed. Consideration has also been given to the ethical challenges of 

recruiting children and young people with life-limiting and life-threatening conditions 

and their families to research. Recruitment of participants from this population is 

essential to ensure robust face and content validity of C-POS.  The following chapter 

contains more detailed methods for the different phases of this PhD. 
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Chapter 3 Specific methods 

3.1 Introduction 

This chapter describes the specific methods used to collect the data presented in 

this thesis, based on the methodological approach presented in Chapter 2.  

Considerations relating to study design, setting, population, sample, data collection 

and data analysis are presented for each phase of the study. The specific methods 

used are presented according to Rothrock’s PROM development process as 

depicted in Figure 2-1. 

3.2 Phase 1 – gathering input. 

 

 

 

 

 

The aim of phase 1 of this study was to achieve objectives i-iv of this thesis. This 

was achieved by gathering input from key stakeholders to establish their priorities 

for care outcomes in order to inform the content validity of C-POS.  Preferences 

regarding the recall period, response format and administration mode of C-POS, 

with the aim of enhancing acceptability and feasibility were also investigated. The 

specific methods used in this phase are discussed below. 

3.2.1 Systematic review of optimal recall period, response format and 
administration mode for child self-reported outcomes (objective i) 

The systematic review presented in this thesis aimed to appraise the current 

evidence on recall period, response format and administration mode required to 

enable children and young people to participate in valid and reliable self-report of 

their own health outcomes. The systematic review was conducted and reported in 

Objectives incorporated in this phase. 

i. To determine optimal recall period, response format and administration mode 

for patient centred outcomes in children and young people 

ii. To establish child and parent priorities for outcomes of care 

iii. To establish healthcare professional and commissioner priorities for 

outcomes of care 

iv. To develop a list of candidate priority outcomes to be included in C-POS 

v.  
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accordance with the Preferred Reporting Items for Systematic Reviews and Meta-

Analyses (PRISMA) guidelines (207).  

Search strategy 

PsycINFO, Medline, CINAHL and Embase, and cited by on Scopus of selected 

articles were searched from 1st January 1980 (when outcome measurement in 

children and young people began to be reported in the scientific literature (208-210)) 

to 15th March 2020.  In addition, cited references of selected articles were 

searched.  The full protocol containing search terms is in Appendix D  

Inclusion and exclusion criteria 

Inclusion criteria:  

• Studies in children and young people up to and including 18 years old. If 

studies involved participants less than18 years old, then these were included 

if data for those 18 years and under was presented separately. 

• Primary research of self-reported health outcomes 

• Case reports ≥3 participants 

• Studies looking at recall period, response scale selection, administration 
modality and approaches to enable children to self-report in terms of their 

effect on:  

o measurement properties and factor structure of instruments (validity, 

reliability, and responsiveness) 

o acceptability and feasibility of use 

o preference for a particular mode, recall period or response format 

• Studies written in the English language 

Exclusion criteria: 

• Review/systematic review articles 

• Discussion articles 

• Editorials, reports, letters 

• Small case reports ≤3 participants 

• Studies solely in those over 18 years old 

• Written in a language other than English 
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Study selection 

All retrieved articles were transferred to EndNote version 9 and duplicates removed. 

The titles and abstracts of all retrieved articles were screened for eligibility by one 

reviewer.  If there was not enough information within the title and abstract to 

determine eligibility, then the full text article was screened.  Remaining full text 

articles were screened, with 10% screened by a second reviewer.  Any 

discrepancies throughout the process were discussed with a third reviewer.  

Data extraction 

Data from eligible studies was extracted into an Excel sheet containing: study 

authors, publication year, geographic location, objective, study design, sample 

characteristics (population, size, setting), measure characteristics reported (recall 

period, response format, administration mode) and main findings. 

Data analysis 

I originally intended to use the COSMIN checklist (148) to assess study quality. As 

the overall aim of the review was not to appraise specific PROMs and their 

measurement properties however, a decision was made to use QualSyst instead 

(211). 

QualSyst assesses the quality of studies with two scoring systems, one for 

qualitative research and one for quantitative research. The qualitative scale consists 

of ten items with scores from zero to two, yielding a maximum score of 20. The 

quantitative scale consists of 14 items with scores from zero to two, an option to 

score an item ‘not applicable’, and maximum total score of 28. Overall scores are 

reported as percentages. Mixed method studies receive two scores—one each for 

the qualitative and quantitative components (211). Inter-rater agreement was 

assessed for 10% of the included articles.  

The findings from the systematic review were synthesised narratively to appraise the 

heterogeneity of included studies, any similarities or differences in findings, and to 

explore patterns. Recommendations were made based on the quality of the 

evidence of included studies and the feasibility and acceptability of using different 

response scale types, recall periods and modes of administration when developing 

patient-reported outcome measures for use by children and young people. 
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The results of this systematic review are presented in Chapter 4. 

3.2.2 Young Person's Advisory Group (objective i) 

A virtual meeting was held with the young person’s advisory group in July 2020, with 

the aim of obtaining input on appropriate administration mode, recall period and 

response format for C-POS. The session was presented by me, and another 

member of the C-POS team attended to facilitate one of the two breakout rooms. 

The session started with a short presentation on who we were, what the term 

serious illness meant, an overview of the C-POS study and why it is important.  This 

was presented in simple, easy to understand language, with visually appealing 

slides.  The group were then split into two breakout rooms and asked to consider the 

following questions, and given examples to guide discussion: 

ii. How we give children the questionnaire (mode) – computer, paper, iPad. 

iii. How children should answer the questions (response format) – see Figure 

3-1 for examples shown to the group 

iv. How far back do you think children will be able to remember (recall period) – 

a few days, a week, two weeks, one month, longer. 

Responses were collated via the whiteboard function on Zoom and saved so they 

could be referred to later. 

 



Chapter 3. Specific methods 

71 

 

 

Figure 3-1 Response format examples shown to YPAG (112, 212-215) 
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3.2.3 Qualitative semi-structured interview study to establish 
symptoms, concerns, priority outcomes of care and measurement 
preferences (objectives ii - iv)  

Study design, setting, population and sample. 

This phase consisted of a qualitative, cross-sectional design using semi-structured 

interviews. Participants were recruited from six UK hospitals with tertiary paediatric 

services (King’s College Hospital NHS Foundation Trust, Great Ormond Street NHS 

Foundation Trust, Evelina Children’s Hospital, Guy’s & St Thomas’ NHS Foundation 

Trust, the Royal Marsden NHS Foundation Trust, Cambridge University Hospitals 

NHS Foundation Trust and Leeds Teaching Hospitals NHS Trust) and three UK 

children’s hospices (East Anglia Children’s hospice, Martin House Children’s 

Hospice and Northern Ireland Children’s Hospice).  

Inclusion criteria: 

• Children and young people: from 5 ≥17 years old living with a life-limiting or 

life-threatening condition (21). 

• Parent/carers: parent or carer responsible for the primary care needs of a 
child of any age who is living with a life-limiting or life-threatening condition.   

• Siblings: Sibling aged 5≥17 years old (by blood or relationship) of a child of 

any age living with a life-limiting or life-threatening condition.  

• Healthcare professionals: Medicine, nursing, social work, psychology or 

allied health professional who has been providing paediatric palliative care 

for at least six months – employed at any of the recruiting sites listed above. 

• Commissioners: any NHS commissioner responsible for commissioning 

children’s palliative care services. 

Exclusion criteria: 

• Children and young people: unable to communicate any views or wishes via 

their parent/caregiver, an in-depth interview, or via “draw & talk” or play 

methods; speaks a language not supported by the NHS Trust translation 

service; currently enrolled in another study. Deemed clinically unable to give 

consent/assent.  

• Parents/carers: Deemed clinically unable to give consent/assent.  

• Siblings: Deemed clinically unable to give consent/assent. 
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• Participants were purposively sampled. Purposive sampling is a non-random 

method which aims to sample a group of people with specific characteristics 

(216).  In this study it was used to ensure maximum variation in the key 

characteristics of diagnosis, age of child, geographical location, and 

profession (for healthcare professionals). 

Recruitment, consent and data collection 

Eligible parent, child and sibling participants were identified by the clinical teams at 

participating sites.  Clinical teams were asked to use the Together for Short Lives 

definitions of life-limiting and life-threatening conditions described in section 1.2.2 

when considering eligibility (217). For category 1 conditions (those for which curative 

treatment may be feasible but can fail) they were asked to only consider oncology 

patients with a poor prognosis who were unlikely to survive for the next 12 months. 

Children and young people on the organ transplant register were also considered for 

inclusion. NHS commissioners were recruited via recommendations from 

participants at the above sites, or via Together for Short Lives, the UK’s leading 

children’s palliative care advocacy charity.  

NHS commissioners and health and social care professionals were contacted via 

telephone after their contact details had been shared with the research team, to 

discuss study participation. The research team then sent those that were interested 

a study information sheet.  

A member of the clinical team approached potential child and family participants to 

discuss the aims of the study and what participation would involve. If the child and/or 

family expressed an interest in taking part, they were given an age/developmental 

stage appropriate written information sheet. Information sheets were developed 

according to the following age groups: 5-7 years, 8-10 years, 11-15 years, and 16-

18 years. However, due to the heterogeneity of life-limiting and life-threatening 

conditions, chronological age does not always equate with developmental age, so 

parents/carers were asked to select the most appropriate version for their child. 

Parents and siblings were also given appropriate participant information sheets 

regarding the study.  

After receiving the information sheet, all potential participants were given up to 14 

days to decide whether they would like to participate.  At this point they were 

contacted by the clinical or research team member who gave them the participant 
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information sheet and with their verbal consent, details (name, age, diagnosis, 

contact details) were passed on to the research team.  The research team then 

contacted participants via their preferred contact method to answer any questions 

they had regarding taking part in the study and to arrange a time and date for the 

interview to take place. Prior to the COVID-19 pandemic interviews were conducted 

in a location of the participants choice, after this an ethics amendment was 

submitted to allow interviews to take place via MS Teams (Appendix H ). Consent 

was taken as outlined in section 2.10.2. 

Data was collected by conducting semi-structured interviews.  Semi-structured 

interview schedules contain fixed questions which are be asked during the interview 

but allow for the participant to discuss subjects in the order most appropriate for 

them, and the interviewer to probe and ask questions around that. They also enable 

respondents to raise other relevant issues that are not covered by the schedule 

(216). Interviews were conducted by three members of the C-POS team.  I 

conducted 34% of the interviews. The other two members of the team were a 

research assistant with an MSc in Psychology who was new to qualitative research, 

and a research associate with a PhD that included qualitative interview 

methodology. Neither are clinically trained. All interviewers received training on 

ethical issues in conducting research with children, communication skills for children 

who have additional needs and research with children who have palliative care 

needs. Training was delivered by experts in the respective fields. The topic guide 

contained an open question asking participants to describe their/their child’s 

condition and how it affected their/their child’s life. Interviews with professionals 

asked about the main symptoms, concerns, and care priorities of children and young 

people with life-limiting and life-threatening conditions. Probes ensured that all 

domains from the WHO definition of palliative care were discussed, along with 

symptoms and concerns known to be important to children and young people with 

life-limiting and life-threatening conditions, while allowing participants to discuss 

what mattered most (13, 218). Each interview began with taking consent, followed 

by demographic questions.  Children and young people were asked about their 

hobbies to build rapport before the main interview began.  They were also given the 

option of drawing on plain paper or paper cut-outs of people to enable them to talk 

about their views and experiences (219-221). Interviews were audio-recorded, 

transcribed verbatim, and pseudonymised. 



Chapter 3. Specific methods 

75 

 

Data analysis 

Data analysis for phase 1 followed the five steps of Framework analysis: 

familiarisation, constructing a thematic framework, indexing and sorting, charting 

and mapping/interpretation using NVivo software (Version 12) (146, 162, 163). The 

framework is based on an analytical hierarchy which can be depicted as a ladder 

with five distinct phases of analysis (Figure 3-2) (146).  The arrow above the ladder 

indicates that the analysis process is continuous, flexible, and iterative and the 

researcher moves backwards and forwards between the different stages to identify 

emerging themes.   

 

Figure 3-2 Framework analysis ladder (152) 

The five steps of Framework analysis are described in more detail below. 

Familiarisation 

This stage involved listening to audio-recordings and reading initial transcripts and 

becoming immersed in the data (172). This is an important step and allowed for 

familiarisation with data collected by other members of the team.  Three transcripts 

from each cohort (child, parent, sibling, health care professional and commissioner) 

were read by two members of the team (myself and one other), along with interview 

field notes and demographic data in order to obtain a broad overview of content.  

Notes were made in the margins of each transcript about topics/ideas that were 

deemed to be significant.  The team had regular ‘familiarisation’ meetings led by me, 

to work through the initial transcripts together, discussing their emerging ideas and 

making a list of preliminary codes.  This list was added to and amended at the end 
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of each meeting.  By the end of this process the researchers felt immersed in the 

participants’ experiences and a final list of preliminary codes were made. 

Identifying/constructing an initial thematic framework 

The aim of this stage was to identify all of the key issues, concepts and themes by 

which the data could be examined and referenced. This was achieved by drawing 

on a priori issues and questions derived from the aims and objectives of the study, 

as well as by issues raised by the respondents themselves, and views or 

experiences that recur in the data (222). The list of preliminary codes constructed 

during the familiarisation phase was reviewed by the research team, along with the 

aim of the study and the results of a previously published systematic review on 

symptoms and concerns in children with life-limiting/life-threatening conditions (12).  

Themes and subthemes were arranged in a word document (a face-to-face meeting 

using Post-Its or a flipchart was not possible due to the COVID-19 pandemic) in 

order of similarity of emerging ideas (themes and subthemes). The framework was 

then piloted on a further five transcripts before being uploaded into NVivo (version 

12). A final thematic framework to apply to subsequent transcripts was agreed, with 

an ’other’ category in case any subsequent data did not fit into the framework 

categories was found.  This thematic framework was reviewed and refined as new 

data was collected throughout the analysis process (173).  

Indexing and sorting 

The thematic framework was applied to all subsequent transcripts using NVivo 

(version 12), thereby categorising them into the framework categories.  The use of 

NVivo aided transparency as it leaves a clear audit trail and decisions can be 

tracked back to the raw data (171). 

Charting 

The aim of this stage was to organise the data into a more manageable format in 

order to facilitate mapping and interpretation.  The matrix function in NVivo was 

used to generate matrices in which the data for each identified theme were ‘charted’ 

by case and code.  Each framework category was worked through, summarising all 

the data indexed to that category, for each participant. Using this approach, data 

was also summarised by participant type e.g., child, parent, sibling.    
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Mapping and interpretation 

This involved analysis of the key characteristics of the data and rereading of some 

transcripts to clarify information. Relevant and appropriate quotes were selected to 

highlight themes (170).  This stage involved moving beyond data management 

towards understanding it within the context of the research question (146).  Findings 

were brought to the C-POS project meetings and steering group for wider 

discussion.  Themes and subthemes were developed by analysing data categories 

between and within cases.   

The Framework approach has many similarities to thematic analysis, especially in 

the initial stages (167), however there is greater emphasis on making the process of 

data analysis transparent and linking the stages of analysis (146, 168, 169).  The 

analytical process is systematic in nature and allows the researcher to move back 

and forth across the data until a coherent account emerges (146, 170).  This allows 

for themes to be constantly refined and may lead to the development of a 

conceptual framework (167).  It also enables comparison within and between 

groups. This approach is useful for studies with a large number of participants, such 

as this study (146). Framework analysis emphasises how both a priori issues and 

emergent data should guide the development of the thematic framework, allowing 

for both deductive and inductive coding. This is important in this study as there is 

some a priori knowledge of symptoms and concerns in this population, but this 

knowledge is largely derived from proxy-reports, and children and young people with 

a cancer diagnosis (13, 223).   

The results of this study are presented in Error! Reference source not found. and 

Chapter 6. Using the results of this qualitative interview study, findings were used to 

generate a comprehensive list of outcomes that could potentially be included in C-

POS. 

3.3 Phase 2 – item generation (objective v) 

 

 

 

Objectives incorporated in this phase. 

v. To gain stakeholder consensus on items to be included and construct first 

 versions of C-POS  
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The aim of phase 2 was to achieve objective v) of the study and gain stakeholder 

consensus on the items to be included in C-POS to enhance further content validity 

of the measure within the intended population of use, and to finalise initial versions 

of C-POS ready for cognitive testing. This was achieved by: 

1. Conducting a Delphi survey with health and social care professionals, and 

parents/carers of children and young people with life-limiting and life-

threatening conditions on priority outcomes derived from Phase 1. The full 

protocol, participant information and demographic data collection details can 

be found in Appendix K . 

2. An online workshop with the young person’s advisory group to establish 

children and young people priority outcomes from those identified in Phase 

1. 

3. An item generation meeting with the study steering group to finalise the C-

POS items, recall period and response format to be used. This meeting was 

included in the protocol for the Delphi survey which can be found in 

Appendix K . 

3.3.1 Study design, setting, population and sample. 

Delphi survey 

Design and setting 

This phase of the study was a repeated online Delphi survey. A Delphi survey is an 

established research method used to gain reliable consensus within a group of 

experts when it is hard to meet face to face or there are time constraints (104, 224, 

225). Delphi surveys have previously been used to gather evidence on the construct 

validity of measurement tools used in palliative care (225).  

There are four commonly used types of Delphi methodology: 

1. Classical – focuses on facts to obtain consensus. 

2. Decision – focuses on preparation and decision for future directions. 

3. Policy – focuses on ideas to define and differentiate views. 

4. Ranking-type – focuses on identification and ranking of key factors, items or 

issues (224). 
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Either a ranking-type or classical Delphi survey methodology would have been equally 

appropriate for this study.  In a classical Delphi survey participants are asked to score 

each item (in this case the outcomes identified in phase 1) from low to high priority 

using a Likert scale (103).  In this study, there was concern that all identified outcomes 

could potentially be scored as high priority for inclusion, leaving too many items for C-

POS.  Therefore, a ranking-type Delphi methodology was chosen, using methodology 

similar to that proposed by Schmidt et al (226). Participants were asked to rank the 

outcomes in order of priority.  This ensured participants made a clear decision about 

the relative importance of each outcome (226, 227). 

A standard ranking-type Delphi survey has three phases (226, 227);  

1. Brainstorming phase – experts list items that are important for the area of 

interest.   

2. Narrowing down phase – narrowing down of the list of items developed during 

the brainstorming phase to a number that is manageable and reasonable for the 

ranking phase. 

3. Ranking – the aim of this phase is to reach consensus in the ranking of selected 

items. 

The semi-structured interviews conducted in phase 1 replaced the brainstorming 

phase, and the outcomes identified from these were used in the narrowing down 

phase of the study, along with additional outcomes identified in a systematic review 

of symptoms and concerns in children and young people with life-limiting and life-

threatening conditions (13). 

A combination of convenience and purposive sampling was used to recruit 

participants to the Delphi survey.  Key stakeholders were purposively targeted, with 

convenience and snowball sampling then used within these populations. 

Parent/carers of children and young people with life-limiting and life-threatening 

conditions and health and social care professionals caring for children and young 

people with life-limiting and life-threatening conditions were eligible to participate. 

Both of these groups are considered experts in the field. 

Parent/carer participants were identified through: 

• Together for Short Lives (a leading UK charity for children with life-threatening 

& life-limiting conditions): 
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o Database of 140 parent experts who want to be involved in research 

– the charity emailed members a link to the survey. 

o Link to survey on quarterly newsletter 

• Parent group at the Royal Marsden NHS Foundation Trust – group were 

emailed information regarding the study along with a link to the survey web 

page. 

• Martin House Research Centre family advisory board – via email link. 

• Martin House and Northern Ireland children’s hospices – email link via family 

Facebook page. 

• Social media – a link to the survey was shared on the C-POS Twitter feed. 

Health care professional participants were identified through: 

• Association for Paediatric Palliative Medicine (APPM) – medical and nursing 

membership were emailed a link to the survey via the APPM.       

• Together for Short Lives: 
o All children’s hospices, hospital and community children’s palliative 

care teams are members - the charity emailed members a link to the 

survey. 

o Other health care professional members - the charity emailed 

members a link to the survey. 

• The survey link was sent to the Principal Investigators of the sites used for 

phase 1 of the study with a request that they disseminate to their teams and 

contacts. 

• Association of Palliative Care Social Workers – via email link. 

Social media – a link to the survey was shared on departmental and C-POS study 

Twitter feeds. 

Upon completion of the narrowing down phase of the Delphi survey, participants 

were asked to recommend other experts to take part in the survey by sending them 

a link to the survey or sharing via social media (snowball sampling). 

Inclusion criteria 

• Any health or social care professional who had been providing care to 

children and young people with life-limiting and life-threatening conditions for 

more than 6 months. 
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• Parents/carers of a children and young people with a life-limiting and life-

threatening condition aged 0-17 years inclusive 

• Bereaved parents of children and young people with life-limiting and life-

threatening condition whose child had died within 12-24 months of 

participation.  This time period was identified as being optimal in a study with 

bereaved parents who felt they would still remember what had happened, 

how they felt and what they needed clearly.  They felt that at 12 months 

enough time had passed so recall was not significantly painful (185). 

Exclusion criteria 

• Health care professionals who had been working with children and young 

people with life-limiting and life-threatening conditions for less than 6 months. 

• Individuals who cannot complete an online survey written in English.  

 

Sample size 

The COSMIN manual for assessing content validity of PROMS recommends a 

sample size of >100 for a quantitative study on content validity (228).  50 to 99 

participants per group is deemed adequate, whereas 100 or greater is considered 

very good, the highest possible rating (228).  Delphi surveys in similar populations 

have reported varied response rates ranging from 44-80% (103, 229, 230). 

Therefore, the aim was to recruit >100 participants to the Delphi survey. 

Young person’s advisory group 

A virtual meeting was held with the YPAG in March 2021 (see 2.8.3 for further 

details on the group).  A short age-appropriate presentation on the aims of the C-

POS study was given along with some simple definitions of outcome measures and 

life-limiting conditions, before the group was split into two. Older representatives 

were asked to work independently to review outcomes from those ranked during 

rounds two and three of the Delphi and choose their top 10. Younger 

representatives were asked to choose their top ten outcomes from this list as a 

group. Both groups were also asked to suggest names for the C-POS versions (as 

age bands to label measures is not appropriate in this population given common 

developmental delay). The groups facilitators led the session with support from a 

member of the research team. The intention was that working with the advisory 
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group would strengthen and broaden the perspectives of children in the study and 

ensure children’s views continued to be considered in measure design, thus 

enhancing content validity.  

Item generation meeting 

The item generation meeting was a half day virtual meeting with the C-POS steering 

group in November 2020. See 2.8.4 for group details. The agenda was informed by 

previous PCOM item generation meetings and included presentation of study results 

so far (231). The item generation meeting was included in the protocol and ethics 

application for the Delphi survey (see Appendix K ). 

3.3.2 Data Collection 

Delphi survey  

The survey was designed using SmartSurveyTM. This platform was chosen for its 

ease of use and ability to export data which are encrypted and stored within the UK. 

The survey was piloted with three participants (two health and social care 

professionals and one parent) prior to the start of recruitment. Data from these 

participants were not included in the results. This ensured the skip logic worked as 

intended and that the questions and instructions were easily understood. 

The first page of the survey was similar in format to a participant information sheet 

and explained the aim and rationale for the study, what participation would entail, 

how the outcomes being prioritised were decided upon, how data would be stored 

and steps taken to ensure confidentiality (232). Participants were asked to complete 

a consent form at the beginning of each round of the survey (this was built into the 

survey platform) to indicate consent to participation.  In the event that participants 

found the content of the survey distressing, they were given the contact number for 

the Together for Short Lives helpline on the study information page.  This helpline is 

run by experienced staff who are used to talking to parents who are distressed. 

Each round of the survey was left open for two to three weeks, depending on 

response rate. 

The following demographic data were collected: 
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• Health care professionals – profession, current role, length of children and 

young people palliative care experience, place of work, gender and age. 

• Parents/carers – age, relationship to child, child’s diagnosis, child’s age, ethnic 

background of child and parent/carer, gender of child and parent/carer and 

area of residence. 

•  

Narrowing down 

Outcomes included in the narrowing down phase were those identified from the 

qualitative interview study conducted in phase 1, and additional items from a recent 

systematic review on symptoms and concerns in children and young people with life-

limiting and life-threatening conditions (13).  Outcomes were presented in random 

order and participants were asked to select the 20 that they thought were a priority for 

inclusion in C-POS. They were also asked to suggest outcomes that were missing. A 

free text box was available for choices to be justified. Items were eligible to be moved 

into the Delphi ranking rounds if: 

• They were selected by >50% of participants (233) or, 

• If more than 30 outcomes were selected by >50% of participants then only 

those selected by >30% of participants were included in subsequent rounds 

(227). 

• If new outcomes were suggested during round 1, they were compared with 

existing items and discussed by the research team and members of the 

steering group to gain expert consensus on whether they should be added to 

round two for evaluation by participants (234, 235).  

For this round of the Delphi survey, results were analysed as a whole by participant 

group (parents/carers and health and social care professionals). Participant email 

addresses were collected for invitations to subsequent rounds to be sent. 

Ranking rounds (round two and beyond) 

It was anticipated that two to three ranking rounds would be needed in order to 

obtain consensus on the final outcomes to be included in C-POS. Participants in the 

ranking rounds needed to have participated in previous rounds.  For round two (first 

ranking round) participants were presented with the results from the narrowing down 

round outlining items that were removed, any relevant comments from participants 

and any new items that had been added. Participants were then asked to rank the 
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remaining outcomes in order of priority for inclusion in C-POS.  Items were ranked in 

descending order, from the most to least important. Participants were asked to 

explain their justifications for their rankings in a free text box.  Weekly reminders 

were sent to participants via email.   

For the second ranking round onwards, participants were again sent an email with a 

link to the survey.  They were given the following feedback from the previous round: 

• the median rank of each item and where they ranked each item,  

• Kendall’s W coefficient of concordance (in layman’s terms i.e., weak, 

moderate, or strong agreement),  

• top half rank (the percentage of experts who ranked items in their top 50%)  

• relative comments/justifications made by respondents.   

Results were presented for the participants in full and stratified by group 

(parent/carer and professional) (234).   Participants were again asked to rank 

outcomes based on the feedback above.  From the second ranking round onwards 

items to be ranked were presented according to median rank rather than in random 

order to aide achievement of consensus (226).  Participants were again asked to 

justify their ranking decision in a free text box.  Finally, participants were asked 

whether they would be willing to participate in a further round if consensus has not 

been reached.  Weekly reminders were sent to all participants.   

Data was analysed in the same way as the first ranking round.  If consensus has 

been reached (Kendall’s W >0.7) then the study would stop (233).  If consensus has 

not been reached and >50% of respondents indicated they would be willing to 

participate in another round a further round would be conducted.  If <50% of 

respondents were willing to take part in a further round, the study will stop.  In 

palliative care, perfect agreement may often not be realistic due to different values, 

world views and ethical dilemmas concerning medical decision making (236). There 

are a diverse range of life-limiting and life-threatening conditions that affect children 

and young people, and they are cared for in a wide range of settings which adds to 

this complexity.  Lack of agreement could potentially have implications for the 

acceptability of C-POS; however it was anticipated that items that reflect the key 

priorities of all key stakeholders would be able to be incorporated in to the measure. 
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Young person’s advisory group 

After listening to the presentation, the group were split into two. The group 

containing older participants were asked to choose their top 10 outcomes from those 

used in the Delphi ranking rounds. Younger participants were asked to work as a 

group to choose their top 10 outcomes from the same list. 

Item generation meeting 

The meeting began with a presentation giving an overview of the study and the 

results from the qualitative interview study, previous developmental work (13, 237, 

238), the Delphi survey, young person’s advisory group and findings on 

measurement perspectives from our qualitative interviews.  Discussion was led by 

the me, starting with the overarching themes found in the qualitative interview study 

followed by suggestions on potential wording of questions. Discussion was had 

regarding priority items for inclusion and measure design aspects (recall period, 

response format and administration mode).  After the item generation versions of the 

C-POS were drafted ready for cognitive testing.   

3.3.3 Data analysis 

Delphi survey 

Data were exported from SmartSurveyTM and analysed using STATA v16. 

Demographic data was analysed using descriptive statistics. 

Narrowing down 

All symptoms and concerns that were not selected by >50% of participants from 

each group (parents/carers and professionals) were eliminated. If more than 30 

items were selected by >50% of participants, then the items selected by >30% of 

participants were included in subsequent rounds. 

Ranking rounds 

Analysis of the ranking rounds consisted of: 

• the median rank of each item,  
• Kendall’s W (to measure the level of agreement between participants)  
• Percentage of participants placing each item in the top half of their list (226, 

227) 
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• Cohen’s kappa was used to determine agreement between parent/carer and 
healthcare professional rankings. 

Kendall’s W was interpreted according to guidance by Schmidt et al (226) on 

conducting ranking-type Delphi surveys: 

• ≥0.1 – very weak agreement 
• ≥0.3 – weak agreement 
• ≥0.5 – moderate agreement 
• ≥0.7 – strong agreement 
• ≥0.9 – unusually strong agreement 

Once consensus was reached (K≥0.7) then the ranking rounds would stop.  I 
anticipated that this would occur within two to three ranking rounds. 

Free text comments were collated by symptom and concern and analysed 

thematically.   

Results for this study are presented in Chapter 7. 

3.4 Phase 3 – item improvement (objective vi). 

 

 

 

This phase of the study aimed to achieve objective vi) which was to establish 

comprehensiveness, comprehensibility, and feasibility of C-POS within the target 

population. See Appendix L for the full study protocol and associated 

documentation. The study was conducted and reported according to the Cognitive 

Interview Reporting Framework (239). 

The COSMIN methodology for evaluating the content validity of a PROM state that a 

cognitive interview study or other pilot test should be performed to evaluate 

comprehensibility and comprehensiveness of a PROM (149).  If this was not 

performed the total quality of PROM development will be rated as inadequate.  This 

phase of the study follows the COSMIN standards for evaluating the quality of a 

cognitive interview study (149). 

Cognitive interviewing is a method which draws on cognitive theory to help 

understand whether or not questions in a measure can be answered, and whether 

Objectives included in this phase. 

vi. To establish acceptability, comprehensiveness, and comprehension 

 of initial C-POS versions.  
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the response task is being interpreted and carried out in the way intended (145, 

240). According to Tourangeau, in order to answer a question, a person must 

complete four distinct processes:  

1. Comprehension of the question 

2. Retrieval of the necessary information to answer the question. 

3. Judgement about the information needed to answer the question. 

4. Respond to the question (143). 

It is essential that the C-POS instructions, items, response to the question and recall 

period are understood as intended.  If they are not, the information obtained may be 

incorrect or respondents may not understand how to complete the C-POS (228).   

3.4.1 Study design, setting, population and sample. 

This phase of the study had a cross-sectional interview design. Participants were 

recruited from the following sites, all of whom provide care to children and young 

people with life-limiting and life-threatening conditions: 

• Leeds Teaching Hospital NHS Trust 

• Martin House Children’s Hospice 

• Royal Marsden NHS Foundation Trust 

• East Anglia Children’s Hospice 

• Evelina Children’s Hospital NHS Trust 

• Royal Hospital for Children, Queen Elizabeth University Hospital, Glasgow 

• Bradford Royal Infirmary 

• East Lancashire NHS Trust 

• Chestnut Tree House Children’s Hospice 

• Hertfordshire Community NHS Trust 

• East Cheshire NHS Trust 

• Forget Me Not Children’s Hospice 

• Leicester Children’s Hospital 

• Maidstone and Tunbridge Wells NHS Trust 
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In addition, social media was used to recruit participants via: 

• The C-POS study’s Twitter feed 

• Twitter feeds of members of the study research and steering group. 

• Together for Short Lives social media pages 

• Facebook and Twitter pages of hospices and NHS services we have been 

collaborating with. 

• Hospices and NHS sites we have working with may also share details of the 

study in their family newsletters or similar. 

Inclusion criteria 

• Children and young people: from five years old up to the age of 17 years old 

living with a life-limiting or life-threatening condition. 

• Parents/carers: responsible for the primary care needs of a children and 

young people from 0-17 years living with a life-limiting or life-threatening 

condition.  

Exclusion criteria 

• Children and young people:  

o unable to communicate any views or wishes via their parent/caregiver 

or an interview.  

o unable to read the C-POS questions or unable to understand the 

questions if they are read aloud. 

o currently enrolled in another study.  

o deemed clinically unable to give consent/assent (206, 241).  

o who do not wish to participate. 

• Parents:  
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o deemed clinically unable to give consent due to concerns regarding 

well-being or an underlying mental health condition (206).  

o who do not wish to participate. 

Sample  

COSMIN recommends a sample size of at least seven for cognitive testing of a 

PROM (149). Therefore, the aim was to recruit a minimum of seven participants per 

version of C-POS to this phase of the study. If required, any amendments to the first 

version of the C-POS were planned to be made after four participants had 

completed interviews.  Then it would be retested with another three participants. Any 

further changes would then need to be retested again as per COSMIN guidance 

which states the final set of items should have been cognitively tested in the 

intended population of use (149). Participants were purposively sampled to ensure 

that all versions of C-POS were tested with children and young people of varying 

age/developmental ability and with a range of life-limiting and life-threatening 

conditions and their parents/carers. 

3.4.2 Data Collection 

Potential participants to the study were either identified by their clinical teams or 

made contact with the research team via social media. Following an introductory 

explanation from the clinical team or research team, the children and young people 

and their parent/carer were provided with age/developmentally appropriate written 

information on the study (see Appendix L They were given a minimum of 24 hours to 

consider participation and if they agreed their preferred contact details were shared 

with the research team. 

One-to-one interviews were conducted with participants either via MS Teams or 

face-to face, depending on participant preference and current COVID-19 guidance. 

Children and young people were able to have a parent/carer with them during the 

interview if they wished. Two of the interview team (including myself) attending a 

two-day training course on cognitive interviewing and disseminated our learning to 

the rest of the research team prior to interview commencement. Prior to 

commencement of the interview consent (and assent if appropriate) were taken as 

outlined in section 2.10.2. If interviews were conducted remotely then the children 

and young people and/or consenting parent/carer were asked to complete the 
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consent and/or assent form at the beginning of the interview. The consent form was 

completed via screensharing, and the conversation was audio recorded. After 

consent had been taken, a short demographic questionnaire was completed. 

Participants were then given a demonstration of the ‘think aloud’ technique and 

encouraged to take part in a practice task.  This task helped to build a rapport 

between the interviewer and participant.   

C-POS was either shared in a paper format if the interview was conducted face-to-

face, or via screen sharing on MS Teams if virtual.  Participants were asked to read 

each C-POS question out loud (younger participants could have questions read to 

them by the researcher or a parent/carer). They were then asked to speak out loud 

as they answer to elicit insights on their thought processes and decisions regarding 

responses (242) .  Concurrent verbal probing was also used during the process. 

Probes were both spontaneous to explore responses and non-verbal cues such as 

hesitations (243), and predefined (see Appendix L for topic guide) to allow for 

exploration of comprehension, recall period, response options, format and missing 

items (143, 240).  All interviews were audio-recorded and transcribed verbatim.  

3.4.3 Data analysis 

Audio recordings of the interviews were independently analysed by two members of 

the C-POS team as per COSMIN recommendations (149).  Framework analysis 

(152) was used to identify any difficulties participants had with questions, based on 

Tourangeau’s four-stage model of survey response – comprehension, retrieval, 

judgement and response (143) and Willis’ coding system for classifying 

questionnaire problems (244), which looks at clarity of questions, knowledge 

required to answer questions, problems with assumptions/underlying logic, response 

categories, sensitivity of questions, instructions and formatting. Data was inputted 

into an Excel sheet using the Framework approach described by NatCen (see 

Appendix M for example) to allow comparison between participants and question 

(145).  Interviews were analysed independently by two members of the core study 

group. I was responsible for analysing all interview data. After four interviews per C-

POS version, the research team reviewed the results and discussed any difficulties 

participants had with items and responses. Possible changes to C-POS were 

discussed and consensus on whether changes were required was agreed. 

Demographic data was analysed using descriptive statistics.  Results for this study 

are presented in Chapter 8. 
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3.5 Summary  

This chapter details the specific methods used to collect the data for each phase of 

this thesis.  The following chapters (Chapter 4-Chapter 8) present the results of 

these phases.
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Chapter 4 Results - Systematic review of optimal recall 
period, response format and administration mode for 
child self-reported outcomes (objective i) 

4.1 Introduction 

When developing a PCOM it is important that all elements of the measure design 

are considered. Selecting appropriate recall period, response format and 

administration mode are components of good content validity (relevance and 

comprehensibility) in the COSMIN methodology for assessing content validity of 

PROMS (149).  In addition, they contribute to the acceptability and feasibility of a 

PROM, reducing missing data and enhancing implementation into routine practice 

(245).  

This chapter presents the results of a systematic review of response scale type, 

recall period and administration mode in children and young people to enable them 

to participate in valid and reliable self-report of health outcomes.  This is one 

component of Phase 1 of this study (gathering input and defining concept) and 

addresses study objective i) which is to determine optimal recall period, response 

format and administration mode for patient-centred outcomes in children and young 

people. The results presented are in accepted paper format. 

 

 

 

Figure 4-1 Graphic depicting where Chapter 5 fits into the overall study 
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4.2 Enhancing validity, reliability and participation in self-reported 
health outcome measurement for children and young people: a 
systematic review of recall period, response scale format, and 
administration modality [publication 1]. 

4.2.1 Statement of contribution [publication 1] 

I was responsible for writing the systematic review protocol, conducting searches, 

study selection, data extraction, quality appraisal, data synthesis and preparing the 

manuscript for publication. JA screened 10% of the articles at the full text screening 

stage and 10% of articles at the quality appraisal stage. RH resolved conflicts at the 

full text screening and quality appraisal stages. RH, KB and CES provided 

supervision throughout. All authors were involved in critical review throughout the 

process and approved the final manuscript. 

References included in publication 1: (88-91, 105, 118, 123, 147, 148, 207-211, 

214, 245-335). 

Word count: 4118  
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Abstract
Introduction Self-report is the gold standard for measuring children’s health-related outcomes. Design of such measures is 
complex and challenging. This review aims to systematically appraise the evidence on recall period, response scale format, 
mode of administration and approaches needed to enable children and young people < 19 years to participate in valid and 
reliable self-reporting of their health outcomes.
Method PsycInfo, Medline, CINAHL and Embase were searched from 1 January 1990 to 15 March 2020, and citation search-
ing undertaken in Scopus. Articles were included if they were primary research or case reports of ≥ 3 participants reporting 
the following: recall period, response scale selection, administration modality. Quality was assessed using QualSyst, and 
results synthesised narratively. This review was conducted and reported according to PRISMA guidelines.
Results 81 of 13,215 retrieved articles met the inclusion criteria. Children < 5 years old cannot validly and reliably self-report 
health outcomes. Face scales demonstrate better psychometric properties than visual analogue or Likert scales. Computerised 
and paper scales generally show equivalent construct validity. Children prefer computerised measures. Children ≤ 7 years 
old think dichotomously so need two response options. Those > 8 years old can reliably use a 3-point scale.
Conclusion The results of this review have both clinical and research implications. They can be used to inform appropriate 
choice of PROM for use with CYP in the clinical setting. We also give eight recommendations for future development of 
self-reported outcome measures for children and young people.

Keywords Child · Outcome Assessment · Healthcare · Psychometrics · Cognition · Questionnaire

Introduction

Patient-reported outcome measures (PROMs) are validated 
questionnaires that are completed by patients to ascertain 
perceptions of their health status and well-being [1, 2]. 
PROMs range from single-item symptom ratings e.g., pain 
scales, to complex multidimensional tools measuring health-
related quality of life [3]. PROMs are considered to be the 
gold standard for measuring subjective experiences, because 
the information comes directly from the patient [4]. When 
collecting data on the health-related outcomes of children 
and young people (CYP) it is good practice to enable CYP 
to self-report whenever possible.

The design and implementation of PROMs for CYP pre-
sents methodological complexities, including consideration 

 * L. Coombes 
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of response format, recall period and the mode of adminis-
tration [5, 6]. These considerations should be addressed at 
the design stage to ensure PROMS are both feasible (ability 
to complete a measure) and acceptable (willingness to com-
plete a measure) [7]. Acceptable modes of administration 
are crucial to enable CYP to engage and provide valid and 
reliable results [8].

Careful consideration of recall period, response scale for-
mat and administration modality during all stages of PROM 
design may increase response and completion rates, whilst 
maintaining and enhancing validity and reliability. The aim 
of this review is to systematically appraise the evidence on 
response scale type, recall period, administration modality 
and approaches to enable CYP < 19 years to participate in 
valid and reliable self-reporting of their health outcomes.

Methods

This systematic literature review was conducted and reported 
in accordance with the Preferred Reporting Items for Sys-
tematic Reviews and Meta-Analyses (PRISMA) guidelines 
[9], and registered on PROSPERO (CRD42019135264).

PsycINFO, Medline, CINAHL and Embase were searched 
from 1st January 1980 (i.e., when outcome measurement 
in children began to be reported in the scientific literature 
[10–12]) to 15th March 2020. The search combined terms 
for children used in a previous systematic review [13] with 
those for different response scale formats, recall periods and 
methods of administration ( \* MERGEFORMAT Table 1 
Search terms). Additional articles were searched using ‘cited 
by’ (Scopus), forwards and backwards referencing and con-
sulting other experts in the field. The full Medline search 
strategy is reported in Supplementary Appendix 1.

Inclusion and exclusion criteria

Inclusion criteria were: (1) study population CYP ≤ 18 years 
old (studies reporting participants ≥ 19  years old were 
included if data were presented separately). Our original 
protocol planned to include those ≤ 17 years old but a large 
proportion of identified papers included 18 year olds so this 
was amended; (2) primary research of self-report of health 
outcomes among CYP; (3) studies evaluating recall period, 
response format, administration modality or approaches to 
engage CYP in self-reporting health outcomes in terms of 
their effect on measurement properties (validity, reliability 
and responsiveness) [7], acceptability (willingness to use a 
particular response format, administration mode or recall 
period), feasibility of use (ability to use a particular response 
format, administration mode or recall period) or preference 
for a particular mode, response format or recall period [7]; 
(4) written in the English language. Ta
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Exclusion criteria were case reports of < 3 participants 
(due to the risk of selection bias), discussion articles, editori-
als, reports, letters and reviews.

Study selection and data extraction

Citations were imported to EndNote (v9) and de-duplicated. 
Titles and abstracts of retrieved articles were screened for 
eligibility by one reviewer (LC). If there was not enough 
information within the title and abstract to determine eligi-
bility, the full text article was screened. Remaining full text 
articles were screened by LC. 10% of the full text articles 
were screened by a 2nd reviewer (JA). Any discrepancies 
were resolved through discussion, and a third reviewer con-
sulted as necessary (CES or RH).

Data from eligible studies were extracted into a common 
table: study authors, year of publication, geographic loca-
tion, objective, study design, sample characteristics (popula-
tion, size, setting), measure characteristics reported (recall 
period, response format, administration modality) and main 
findings.

Quality appraisal and data synthesis

QualSyst was applied rather than the COSMIN checklist in 
line with the overall aim of this review to examine response 
format, administration mode and recall period, rather than 
to appraise specific PROMs [14]. QualSyst assesses study 
quality with two scoring systems, one for qualitative and 
one for quantitative research. The qualitative scale consists 
of ten items with scores from zero to two, yielding a maxi-
mum score of 20. The quantitative scale consists of 14 items 
with scores from zero to two, an option to score an item ‘not 
applicable’, and maximum total score of 28. Overall scores 
are reported as percentages. Mixed method studies received 
two scores—one each for the qualitative and quantitative 
components [15]. Inter-rater agreement was assessed for 
10% of the included articles.

Results were synthesized narratively to appraise the het-
erogeneity of included studies, and any similarities or differ-
ences in findings. The results were used to make recommen-
dations on recall period, response format and administration 
mode when developing self-reported health outcome meas-
ures for CYP.

Results

Study selection

The search identified 13,207 articles after deduplication. A 
further 8 were identified via reference searching. 187 articles 
required full text review and 81 met the inclusion criteria. 

Of the articles included, 45 reported on response format 
[16–60], seven on recall period [61–67], 24 on administra-
tion mode [68–91], four on both recall and response format 
[92–95] and one on response format and administration 
mode [96]. The PRISMA flowchart is shown in Fig. 1 [9].

General Information on Included Studies

Tables 2, 3 and 4 summarise included studies and qual-
ity scores. Supplements 2 and 3 provide details of quality 
scores by item. The majority of included studies were con-
ducted in Europe (n = 25/81) [17–20, 22, 26, 34, 37, 40, 
41, 44, 50, 59, 65, 69, 71, 72, 75–78, 82–84, 87], the USA 
(n = 31/81) [16, 28, 29, 36, 38, 46–48, 51, 53, 54, 57, 58, 
61–64, 66–68, 70, 74, 79, 80, 85, 86, 89, 90, 92, 95, 96] and 
Canada (n = 18/81) [21, 23–25, 27, 32, 39, 42, 43, 49, 52, 55, 
56, 60, 81, 88, 91, 93] with two from Australia [31, 33], and 
one each from Japan [45], Korea [35], New Zealand [73], 
Kenya [94] and Jordan [30]. With respect to study design, 
n = 68/81 used quantitative methodology, n = 11/81 quali-
tative methodology and n = 2/81 mixed methods. Settings 
were predominantly home, school/nursery or hospital, and 
the 33,834 participants ranged from 3 to 18 years and were 
either healthy children (n = 30) or had one of a wide range 
of medical conditions (n = 50).

Quality of included studies

Study quality ranged from 38 to 96%, with 10/81 scoring 
less than the 55% quality inclusion threshold recommended 
by the QualSyst [15]. The main reasons for poor scoring 
were small sample size, using parametric statistical tests 
without stating whether data was normally distributed, 
treating data from Likert scales as if it was interval, using 
Pearson’s correlation coefficient instead of intraclass correla-
tion coefficient [97] and not stating randomisation methods. 
Qualitative papers rarely discussed reflexivity, the role of 
the researcher in the interview process or the connection 
to a theoretical framework. These low scoring studies were 
included in the review as it is often difficult to determine 
whether quality scoring elements were not reported rather 
than not taken into consideration.

Response format

50 papers investigated ability to use specific response for-
mats [16–60, 92–96] (see Table 2 for details). The majority 
reported on one or more of the following pictorial scales, 
(faces pain scale revised (FPS-R) or Wong-Baker faces) 
(n = 24), visual analogue scales (VAS) (n = 15), and Likert 
scales (numerical or word descriptor) (n = 14). The meth-
odology for these studies was mainly quantitative, assess-
ing acceptability, feasibility, validity and reliability. Nine 
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qualitative studies used cognitive interviews to assess chil-
dren’s understanding of response formats.

One study demonstrated that 3-year-olds exhibited a ‘yes’ 
bias to knowledge and preference-based questions even 
though they knew the answer should be ‘no’. By the age of 
5–6 years this response bias did not exist in preference-based 
questions and was only weakly associated with knowledge 
questions regarding familiar objects [45].

Pictorial scales (n = 24 studies)

Most pictorial scales for children are ‘faces’ scales. These 
are generally used for self-reporting pain and show a series 
of faces with graded intensity from ‘no pain’ to ‘worst pain 
possible’ [24]. Children are asked to point to the face that 
best shows how they are feeling. Most studies in this review 
have used either the Wong-Baker Faces scale (n = 5) or the 
FPS-R (n-19). The Wong-Baker scale has six cartoon-like, 
hand drawn faces ranging from smiling to crying with a 
score of 0–5 [98]. The FPS-R was adapted from the original 

FPS which had seven faces [99]. The FPS-R excludes smiles 
and tears and has six hand-drawn faces rather than seven so 
that it can be scored from 0 to 5 allowing scoring to be in 
line with other pain measures [32]. There is also a simplified 
version of the FPS (S-FPS), designed for children 3–5 years 
old, which first asks the child if they are in pain and if they 
respond ‘yes’ then they are shown a three-point faces scale 
[27].

From the age of seven, the use of six-point faces scales 
shows construct (convergent and discriminant) validity [16, 
41, 49, 56, 96]. Convergent validity was found with numeri-
cal/verbal rating scales, VAS and the Poker Chip Tool in 
children 6–8 years old (r > 0.7 or p < 0.001) [22]). The Poker 
Chip (known as Pieces of Hurt) tool involves children being 
asked to pick the number of Poker Chips that represent their 
level of pain. One chip represents a small amount of pain and 
four the most amount.

Cognitive interview studies showed that children of 7 and 
over are generally able to understand and complete faces 
measures [96]. In younger children, the evidence on ability 

Fig. 1  PRISMA flowchart of 
study selection process [9]
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to use faces scales is mixed. Two studies report that six-
point faces scales are valid (convergent validity r > 0.71 
with word descriptor scale; discriminant validity p < 0.001 
before and after a painful procedure) and reliable (test–retest 
reliability r = 0.9, p < 0.005) in children as young as three. 
These studies had relatively low quality scores and data on 
3–7-year olds was analysed together [36, 57]. Other studies 
have shown that not all children under 7 years are able to 
understand six-point faces scales, and some have difficulty 
in using the middle of the scale [33, 49, 93, 96]. There is 
no evidence that ability to use faces scales differs between 
healthy children and those with underlying conditions.

Although faces scales tended to demonstrate convergent 
validity with other response formats such as VAS and the 
Poker Chip tool in children between 4 and 7 years, scores 
tend to be skewed low, suggesting children are scoring at the 
extremes and are unable to use the middle response option 
[31]. Studies of the S-FPS suggest that from 4 years, a three-
point faces scale can be used reliably, although 4-year-olds 
tend to use the scale anchors thus rendering it dichotomous 
[26, 27].

Scales with smiling anchors lead to reporting of higher 
pain scores in 5–13-year-olds, compared to those with neu-
tral face anchors, although scores between the two scales 
correlate [23–25]. Children aged 5–12 years expressed a 
preference for cartoon like faces in one study [24].

Likert scales (n = 14 studies)

These studies were carried out with children 8 years and 
over, except one which had a lower age limit of 6 years [59]. 
Most showed that children from 8 years old can understand 
and use a 4 or 5-point Likert scale [20, 34, 42, 43, 46, 95], 
with scores correlating strongly with a VAS [59]. Cognitive 
interview studies (5–18 years) demonstrated that if children 
struggled with Likert scales, it was usually with the mid-
dle points of a scale [34, 42, 92] with the term ‘moderate’ 
being perceived as confusing [44, 46]. One study found 
that children 13–18 years old could not use a 4-point Lik-
ert scale as they were unable to quantify the differences 
between response options. Addition of a fifth point created 
more divergence and was harder to understand [94]. Four 
studies in children 8–18 years used item response theory to 
examine scale performance [17, 38, 53, 60]. Three found 
that using a five-point scale led to disordered thresholds and 
performance was enhanced by using a three-point scale [17, 
38, 60]. One study in 9–10-year-olds showed that a five-
point scale was not fully utilised [53]. Negatively formu-
lated questions were shown to have no effect on reliability 
in one study [20]. As with faces scales, there is no evidence 
that ability to use a Likert scale differs between healthy and 
unwell children.Ta
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Visual analogue scales (n = 15 studies)

A visual analogue scale is usually a 100 mm long horizontal 
line with verbal descriptors at each end expressing extremes 
of feeling. Respondents mark a point on the line that best 
corresponds to the severity of their symptom or feeling 
[100].

At all ages the VAS seems to be less valid and reliable to 
use than faces or Likert scales, with slight pain on a verbal 
rating scale corresponding to a wide interval of 7–65 on 
a VAS scale [18, 57]. In children aged 5–7 years, cogni-
tive ability, chronological age and the ability to conduct a 
seriation task (arranging circles in order of size) seems to 
be the best predictor of ability to use a VAS [47, 48]. Cogni-
tive ability was less important after the age of seven [48]. 
This finding is supported by a study in children 9–12 years 
with learning impairment who only used the scale anchors, 
whereas children without learning impairment of the same 
age were able to use the whole VAS [21]. One study sug-
gests that for those over 8 years old, the addition of picto-
rial anchors allowed children to make greater use of the full 
scale [29].

Other scales (n = 6)

The Pain Block Scale is a pictorial ordered block scale with 
a score between 0 and 10. This demonstrates agreement with 
the FPS-R and has discriminant validity in children from the 
age of 4–7 years who can count to five [35].

Two studies in children 3–14 years showed that the Poker 
Chip tool has convergent validity with faces scales (r = 0.67; 
p < 0.001) [30, 54] and one in children 4–7 years old showed 
convergent validity with VAS and VRS (r = 0.7) [31]. One 
study showed that 65% of 4–7-year olds understood the scale 
[93].

The coloured analogue scale (CAS) resembles a ruler, 
with one side showing a wedge-shaped figure filled with 
colour that progresses from white to red as the figure widens. 
The other side shows corresponding numerical ratings from 
1 to 10 cm. One study demonstrated discriminant and con-
struct validity with the VAS, and children from 5 to 16 years 
found the CAS easier to use than the VAS [55].

Preference of scale (n = 13)

13 studies asked children 3–18 years their preference of 
scale [18, 22, 30, 36, 41, 44, 50, 51, 54–56, 59]. In all stud-
ies using a faces scale this was preferred to VAS and Likert 
scales [22, 30, 36, 41, 54, 56, 57]. In all but one study, Likert 
scales were preferred to VAS [36, 50, 51, 59]. Four studies 
examined preference for the CAS, and in three it was pre-
ferred to FPS-R, VAS and Likert scales [22, 51, 55]. The 
FPS-R was preferred to the CAS in one study [41].

Recall period (n = 11)

11 studies reported on recall period [61–67, 92–95] (see  
Table 3 for details). Of these, 5/9 compared daily diary 
reports to retrospective questionnaires. Four of these were 
conducted in children 8 years and over and one in children 
from 6 years old. They showed that shorter recall periods 
lead to better correlation with daily diaries, with 7–14 days 
being optimal [61–65]. The other six studies were cognitive 
interview studies. These suggest that children under 8 years 
old cannot understand the concept of a week [92] and some 
could not understand the term ‘yesterday’ [93]. Those over 
8 years could use both 7 day and 4-week recall periods [66, 
67, 92, 95]. One study asked children 13–18 years old their 
recall preference and they suggested that 24 h was preferable 
but that one month would be easy to remember as they had 
monthly clinic appointments [94].

Administration mode (n = 24)

24 studies reported on administration mode with children 
aged 4–18 years [68, 70–91, 96] (see  Table 4). The major-
ity compared paper and pencil PROMs with an identical 
computerised version. Most studies showed moderate to 
strong correlation between paper and computerised ver-
sions [71, 75, 76, 81, 83, 84, 87–89, 91]. All studies that 
asked preference for mode showed preference for computer-
based measures [71–73, 78, 81, 87, 91]. Sensitive subjects 
such as stress, coping, alcohol and tobacco use were more 
likely to be reported using web-based measures in children 
8–18 years [70, 74, 78, 79]. One study showed that those 
under 8 years needed help completing a computerised meas-
ure [96]. There was fewer missing data with computerised 
measures. It was not always clear whether this was due to the 
inability to move on until a question was completed [75, 82, 
85]. Strong factorial invariance was found across telephone, 
face to face and mail [86], and computer and telephone 
methods were also shown to be strongly correlated [90].

Discussion

This review provides evidence that CYP over 5 years old can 
meaningfully report on aspects of their own health, provid-
ing consideration is given to age, response format and recall 
period. CYP as young as 4 years old expressed a preference 
for completing measures regarding their health via a com-
puterised method.

To self-report health-outcomes, children must have at 
least a rudimentary self-concept and ability to express this, 
understand the basic notions of health and illness, be able 
to pay attention, discriminate between the response options, 
recall health experiences and write a response [92]. Until 



Chapter 4. Results - Systematic review of optimal recall period, response format and 
administration mode for child self-reported outcomes (objective i) 

119 

 

 

Quality of Life Research 

1 3

4–5 years old, children’s language and thought processes 
are limited, so their ability to go through these process is 
also limited [101]. Children as young as 3 years of age were 
included in some of the studies in this review but results 
were presented alongside those of children ranging from 
6 to 17 years old. The results of this review suggest that 
most children over five are able to reliably self-report on 
their health to some degree, with children younger than this 
exhibiting a ‘yes’ bias in response to questions [45].

Response format

Up until 6–7 years old, children view themselves in predomi-
nantly physical terms and their response to questionnaires is 
mainly dichotomous [102]. This is demonstrated in studies 
of 3–7-year-olds using a 3-point faces scale where only the 
anchors were used [26, 27]. Evidence on the ability of CYP 
over 7 years old to use 5- or 6-point response formats is 
mixed. This may be a reflection of variability in children’s 
development, with chronological age having less of an influ-
ence than cognitive ability [5]. Difficulty with the middle 
of scales was found in cognitive interview studies in those 
5–18 years using Likert scales [42, 44, 92, 94]. In contrast, 
evidence from other cognitive interview and validity and 
reliability studies showed that those over 8 years old can 
understand 5-point Likert scales [20, 34, 42, 43, 46, 95] and 
that children over the age of 7 years can validly and reli-
ably use scales with six faces [16, 33, 49, 93, 96]. However, 
item response theory studies show that the use of 5-point 
Likert scales led to disordered thresholds and 3-point scales 
functioned better in those 8–18 years old [17, 38, 60]. As 
data for all ages was usually presented together, it is not 
possible to ascertain whether older children can reliably use 
a 5-point response format. The VAS was less reliable and 
valid than Likert or faces across the age span [18, 57] and 
functions better with pictorial anchors [29]. There was an 
overwhelming preference at all ages for faces scales, with 
the VAS being the least preferred, suggesting that children 
are motivated by visually appealing response formats. It 
is recommended that when developing PROMS for CYP 
consideration is given to making them visually appealing to 
improve acceptability. It is also recommended that a dichoto-
mous response format is used for those aged 5–7 years and 
a 3-point response format should be considered for those 
seven and over. Validity of response formats should not be 
evaluated solely in terms of convergent and discriminant 
validity of the measure, as this will often be high. Cogni-
tive interview studies should also be undertaken, to give 
greater insight into how response format is understood. This 
review found no evidence that children who had underlying 
health conditions, were able to more reliably use any of the 
response formats described than their healthy peers.

Recall period

Evidence on recall period is limited, with only 11 studies 
reporting on this. These suggest that recall period should 
be kept to 24–48 h for those under 8 [92, 93]. Those over 
8 years old are able to respond reliably to events that occur 
over the past 7–14 days [66, 67, 92, 95]. It is recommended 
that when developing PROMs for CYP the recall period is 
kept to no more than 48 h for those under 8 years. From 8 
years old CYP seem to be able to recall the past 14 days, but 
due to data being presented for wide age ranges is unclear 
from what age CYP may be able to recall further than this.

Administration mode

Online and paper-and-pencil response formats demon-
strated moderate to strong correlation [71, 75, 76, 81, 83, 
84, 87–89, 91], similar to findings in adults [103] and there 
was an overwhelming preference for a computerised format 
[71–73, 78, 81, 87, 91]. Sensitive questions are more likely 
to be answered honestly in a computerised measure, prob-
ably as this method of data collection is perceived as more 
anonymous [70, 74, 78, 79]. There was fewer missing data 
on computerised versions of measures, possibly because 
children were not allowed to move to the next question if 
a response was left unanswered [75, 82, 85]. Those under 
8 years old may need help from an adult to complete com-
puterised outcome measures [96]. It is recommended that 
PROMS developed for CYP of all ages include a computer-
ised version to enhance acceptability.

Strengths and limitations

This systematic review provides evidence of children’s abil-
ity to self-report on their health outcomes in terms of recall 
period, response format and administration mode of measures 
but has some limitations. The inclusion criteria only incorpo-
rated articles published in the English language and searches 
were carried out in health-related databases; further evidence 
may be found in educational research. There were relatively 
few studies on recall period (n = 11) and the effects of cogni-
tive ability rather than chronological age (n = 2) which high-
light areas for future research. This review identified 13,215 
articles for screening, another eight were included as a result 
of hand-searching and communication with experts. The 
assessment of recall period, response format and administra-
tion mode was a small part of these studies and as such, was 
not included in the paper keywords. The quality of included 
studies was poor in some instances which could have affected 
the reported results. These were included as it is often not 
possible to assess which aspects were addressed but not 
reported in the published paper. This is particularly relevant 



Chapter 4. Results - Systematic review of optimal recall period, response format and 
administration mode for child self-reported outcomes (objective i) 

120 

 

 

1828 Quality of Life Research (2021) 30:1803–1832

1 3

for older studies that were published before current reporting 
guidance was developed. Sample size was sometimes small, 
but it is well known that recruiting to paediatric research, 
particularly when this includes children with an underlying 
health condition, can be challenging [104]. A large number of 
studies were researching pain focused measures, rather than 
having a multi-dimensional focus.

Most included studies did not stratify their results by 
age, presenting data for wide age ranges. This makes 
it impossible to distinguish variation in ability by age 
group. As cognitive ability usually improves with age, it 
is recommended that when developing PROMs, psycho-
metric testing is stratified by age and/or cognitive ability. 
PROM developers should also consider having different 
versions for different age groups or developmental ability 
to account for this. Future research could also take fur-
ther steps to appraise the reliability of CYP self-report by 
using multi-indicator approaches, such as lack of response 
variability, excessive response variation and extreme, 
inconsistent or improbable response patterns, to assess 
invalid responses at the individual level [105].

Implications for developing PROMS for CYP.
From this systematic review we make eight recommen-

dations for developing PROMS for CYP. These are:

1. Proxy measures should be used for those under 5 years 
old.

2. Measures should be visually appealing, to improve 
acceptability.

3. PROM studies should be analysed and reported in devel-
opmentally appropriate age bands.

4. Developers should consider different versions of a meas-
ure for different age groups.

5. Development should include both cognitive interview 
studies, and psychometric testing to enhance under-
standing of how children formulate answers.

6. 5–7 years olds should be given a dichotomous response 
format; those 7 years and over should be given a three-
point response format.

7. Recall period should be kept short, no more than 48 h 
for those 5–7 years.

8. PROMS should have a computerised version.

We propose that these recommendations are used 
alongside the COSMIN and Rothrock [14, 106] guidance 
on PROM development and validation.

Conclusion

Development of PROMS for CYP is complex and chal-
lenging due to diversity in developmental stage and cog-
nitive ability. Children < 5 years old are unable to reliably 

report on their own health outcomes. Children < 8 years 
old cannot accurately recall beyond the past 48 h and can 
only reliably use a dichotomous response format. Chil-
dren find visually appealing measures, in a computer-
ised format more acceptable to use. Future work should 
focus on the impact of cognitive ability on self-report in 
CYP, reporting results of validation studies in smaller 
age ranges and establishing whether CYP with underly-
ing health conditions are more able to report on their 
own health outcomes than their healthy peers. The results 
of this review have both clinical and research implica-
tions. They can be used to inform appropriate choice of 
PROM in the clinical setting. Our eight recommendations 
for developing PROMS for CYP can be used to further 
research in PROM development for CYP.
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Supplementary Appendix 1. Full search strategy 

Children 
1 exp child/  

2 exp p?ediatrics/  

3 (child* or adolescen* or p?ediatric* or youth* or juvenile or teen* or young people or 

schoolchild* or school age* or kid*).ti,ab.  

4 1 or 2 or 3 

Response Scale format 
5 (response scale or likert scale or visual analog* scale or VAS or numerical rating scale or 

verbal rating scale or faces scale or dichotomous scale or yes no response or response option*).ti,ab. 

Recall period 
6 (recall period or recall interval or patient recall or recall bias).ti,ab. 

Method of administration 
7 (outcome measure adj2 (paper or (paper and pen) or tablet or tablet computer or app or 

application or telephone or face to face or internet)).ti,ab. 

8 (measure adj2 (paper or (paper and pen) or tablet or tablet computer or app or application 

or telephone or face to face or internet)).ti,ab. 

9 (scale adj2 (paper or (paper and pen) or tablet or tablet computer or app or application or 

telephone or face to face or internet)).ti,ab. 

10 (questionnaire adj2 (paper or (paper and pen) or tablet or tablet computer or app or 

application or telephone or face to face or internet)).ti,ab. 

11 (survey adj2 (paper or (paper and pen) or tablet or tablet computer or app or application or 

telephone or face to face or internet)).ti,ab. 

12 7 or 8 or 9 or 10 or 11 

Combine the above 
13 14 or 15 or 21 

14 4 and 13 and 22 

Exclusion criteria(21) 
24 (addresses or biography or comment or directory or editorial or interview or festschrift or 

lectures or legal cases or legislation or letter or news or newspaper article or patient education 

handout or popular works or congresses or consensus development conference or practice 

guideline).pt 

25 23 not 24 

26 (limit to 1980-current; humans; English language; all child 0-18 years). 
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4.3 Summary  

This chapter presents the results of a systematic review aiming to evaluate the 

evidence on response format, recall period and administration mode required to 

enable children and young people to validly and reliably self-report on their own 

health.  The results have informed the development of C-POS, as outlined in the 

rest of this thesis.  The evidence strongly suggests that children and young people 

under the age of 5-years-old are unable to self-report on their own health, and 

therefore a proxy-version of the measure is required for this population.  It also 

highlights that children and young people prefer measures with visually appealing 

response formats. 

This systematic review also highlights several knowledge gaps in the existing 

literature.  Only eight of the 81 included articles recruited children and young people 

with life-limiting and life-threatening conditions (301, 305, 324, 328, 336-339), and of 

these only two recruited participants with non-malignant conditions (328, 340). 

Although the data suggests that ability to self-report on health does not differ 

between healthy and unwell children, this needs further exploration in relation to 

those with life-limiting and life-threatening conditions, due to the small number of 

articles including such participants.  In addition, many children and young people 

with life-limiting and life-threatening conditions have cognitive impairments because 

of their condition.  Only two papers (254, 341) included in this review included 

children and young people with cognitive impairment, highlighting another gap in the 

literature. 

The next chapter in this thesis, along with results from cognitive testing of C-POS 

(Chapter 8) will aim to address some of the gaps in knowledge with regards to 

response format, recall period and administration mode highlighted above in 

children and young people with life-limiting and life-threatening conditions and thus 

inform development of C-POS.
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Chapter 5 Children and young people's perspectives on 
measure design (objective i) 

5.1 Introduction 

This chapter aims to further address phase 1, objective i) of this thesis, by 

identifying children and young people's preferences regarding design and 

administration of C-POS (Figure 5-1). Data on these elements collected as part of 

the semi- qualitative interview study conducted in phase 1 are presented in 

accepted paper format. A summary of the workshop conducted with the young 

person’s advisory group aiming to establish relevance, comprehensibility and 

acceptability of different response formats, administration modes and recall periods 

used in PROMs designed for children and young people is also presented. 

 

 

 

Figure 5-1 Graphic depicting where Chapter 5 fits into the overall study. 
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5.2 Design and administration of patient-centred outcome measures: 
the perspectives and preferences of children and young people with 
life-limiting/life-threatening conditions and their family members 
[paper 2]. 

5.2.1 Statement of contribution [publication 2] 

RH wrote the initial protocol for this study. I was responsible for amendments to the 

initial protocol, leading on and conducting data collection, leading on and conducting 

data analysis, interpretation of the data and preparing the manuscript for publication. 

Other authors contributions: data collection: DB and AR; data analysis: DB, AR, DH 

and HS.  RH, KB and CES provided supervision throughout. All authors were 

involved in critical review throughout the process and approved the final manuscript. 

References included in publication 2: (1, 3, 10, 13, 88-90, 93, 105, 112, 122, 123, 

148-150, 152, 168, 182, 212, 214, 218, 237, 279-281, 283, 304, 313, 314, 322, 324, 

334, 342-361). 

Word count: 3668 
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5.3 Young Person’s Advisory Group  

The young person’s advisory group (YPAG) was held in July 2020. The aim was to 

establish relevance, comprehensibility, and acceptability of response formats, recall 

periods and administration modes in children and young people. The methods used 

for this are described in section 3.2.2. 

Administration mode 

The majority of participants expressed a preference for a computerised or app-

based measure.  The reasons for choosing this approach included inclusivity for 

those who were unable to write, feeling more comfortable answering questions 

virtually than face-to-face and the ease of using an app when feeling less well and 

unable to leave the house.  One participant expressed a preference for a paper-

based measure that was completed face-to-face with a healthcare professional as it 

was a more personal approach. 

Response format 

Participants suggested that using a 0-10 numerical rating scale could be challenging 

as the choice of number could be subjective and having ten numbers was too many 

to choose from. The colour analogue scale and visual analogue scale were 

considered too complex to use by the group.  

Some participants liked the Likert-type scales but suggested that these were easier 

to understand if anchored with faces. It was suggested that a Likert scale should 

always have a clear middle option, and that three options may not be enough to 

choose from.  Several participants suggested anchoring Likert-type scales with 

emojis as all children were familiar with these. 

Other suggestions included children drawing how they felt, colouring in the answers 

or turning the measure in to a game. These suggestions were not considered to be 

practical for C-POS as PROMs need a clear scoring system so that changes due to 

health care interventions can be measured.  

Recall period 

Most participants agreed that a few days was an optimal recall period for children 

and young people to use when talking about their health. They felt that a recall of 

longer than a week would lead to problems if symptoms fluctuated over time. 
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5.4 Summary  

The findings presented in this chapter, along with those presented in Chapter 4 

provide evidence on feasible and acceptable recall period, response format and 

administration mode for C-POS. Children and young people overwhelmingly prefer 

visually appealing measures with a short recall period. These findings were used to 

inform the first versions of C-POS ready for cognitive testing.   

The Young Person’s Advisory Group has demonstrated that children and young 

people are capable of expressing their preferences on measure design and should 

be given the chance to participate in child-centred research, particularly as their 

views are not always congruent with those of adults.  

The evidence presented here and in Chapter 4 demonstrates a lack of evidence on 

what age/developmental stage children and young people may be able to use 

longer recall periods and more complex response formats.   It was aimed to address 

this gap evidence during cognitive testing of C-POS (see Chapter 8). 
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Chapter 6 Results – Establishing priority outcomes 
(objectives ii - iv).  

6.1 Introduction 

This chapter presents the results from phase 1 of this study, addressing objectives 

ii- iv): 

ii. To establish child and parent priorities for outcomes of care. 

iii. To establish healthcare professional and commissioner priorities for 

outcomes of care. 

iv. To develop a list of candidate priority outcomes to be included in C-POS 

This chapter also aims to address the lack of evidence on symptoms and concerns 

elicited directly from children and young people and those with non-malignant 

conditions. Results are presented in published paper format. Figure 6-1 shows 

where this fits in to the overall study. 

 

 

Figure 6-1 Graphic depicting where Chapter 7 fits into the overall study. 
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Achieving child-centred care for children and young people with 
life-limiting and life-threatening conditions—a qualitative interview 
study [publication 3] 

6.2.1 Statement of contribution [publication 3] 

RH wrote the initial protocol for this study. I was responsible for amendments to the 

initial protocol, leading on and conducting data collection, leading on and conducting 

data analysis, interpretation of the data and preparing the manuscript for publication. 

Other authors contributions: data collection: DB and AR;  data analysis: DB, AR, DH 

and HS.  RH, KB and CES provided supervision throughout. All authors were 

involved in critical review throughout the process and approved the final manuscript. 

References included in publication 3: (1, 3, 10, 13, 14, 36, 37, 39, 78, 81, 96, 99-

102, 105, 108, 152, 343, 346, 353, 355, 357, 358, 362-382). 

Word count: 3176 
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Abstract
This study aims to identify the symptoms, concerns, and care priorities of children with life-limiting conditions and their 
families. A semi-structured qualitative interview study was conducted, seeking perspectives from multiple stakeholders on 
symptoms, other concerns, and care priorities of children and young people with life limiting and life-threatening condi-
tions and their families. Participants were recruited from six hospitals and three children’s hospices in the UK. Verbatim 
transcripts were analysed using framework analysis. A total of 106 participants were recruited: 26 children (5–17 years), 40 
parents (of children 0–17 years), 13 siblings (5–17 years), 15 health and social care professionals, 12 commissioners. Par-
ticipants described many inter-related symptoms, concerns, and care priorities impacting on all aspects of life. Burdensome 
symptoms included pain and seizures. Participants spoke of the emotional and social impacts of living with life-limiting 
conditions, such as being able to see friends, and accessing education and psychological support. Spiritual/existential con-
cerns included the meaning of illness and planning for an uncertain future. Data revealed an overarching theme of pursu-
ing ‘normality’, described as children’s desire to undertake usual childhood activities. Parents need support with practical 
aspects of care to help realise this desire for normality.

Conclusion: Children with life-limiting conditions and their families experience a wide range of inter-related symptoms, 
concerns, and care priorities. A holistic, child-centred approach to care is needed, allowing focus on pursuit of normal child-
hood activities. Improvements in accessibility, co-ordination, and availability of health services are required to achieve this.

What is Known:
• Existing evidence regarding symptoms, concerns, and care priorities for children with life-limiting conditions is largely limited to proxy-

reported data and those with a cancer diagnosis.
• Child-centred care provision must be directed by children’s perspectives on their priorities for care. 
What is New:
• Social and educational activities are more important to children with life-limiting conditions than their medical concerns.
• A holistic approach to care is required that extends beyond addressing medical needs, in order to support children with life-limiting  

conditions to focus on pursuit of normal childhood activities.
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Abbreviations
Children  Children and young people
Healthcare professional  Health and social care 

professional
Life-limiting condition  Life-limiting and life-

threatening condition
Parents  Parents and carers

Introduction

Worldwide there are approximately 21 million children and 
young people aged 0–19 years (hereafter ‘children’) with 
life-limiting and life-threatening conditions (hereafter ‘life-
limiting’) [1]. Life-limiting conditions are those for which 
there is no hope of cure and from which children will die 
[2]. Life-threatening conditions are those for which curative 
treatment may be feasible but may fail [2].

Due to medical advances, increasing numbers of children 
are living with life-limiting conditions [3, 4]. However, pro-
vision of children’s palliative care varies geographically, and 
increased prevalence has not been met with an equivalent 
increase in healthcare resource [3, 5].

Palliative care for adults is effective and cost-effective, 
reducing unplanned admissions and futile treatments [6–8], 
while improving quality of life, care quality, and survival 
[9–11]. There are almost 400 conditions that affect children 
for which palliative care could be beneficial [3, 12]. How-
ever, evidence for effectiveness of children’s palliative care 
is limited in part due to a lack of a valid and reliable out-
come measure [13, 14]. Development of such a measure has 
repeatedly been identified as a research priority [15–17]. A 
measure is in development in sub-Saharan Africa and Bel-
gium, but primary data to inform measurement has not been 
generated outside Africa [18–20].

Outcome measure development for children with life-
limiting conditions is complex due to differences in age and 
developmental stage, the range of conditions [12], and the 
role of family in care provision. To establish face and content 
validity, it is imperative to understand which symptoms and 
concerns matter the most. However, most studies focus on 
children with cancer [21], or rely on proxy reports of parent/
carers (hereafter ‘parents’) or health and social care (health-
care) professionals [21]. This exclusion of children from par-
ticipating in primary research directly contradicts the growing 
focus on children having agency, with a right to be involved 
in their own healthcare decisions [22, 23] as active partners 
in their healthcare, not passive recipients [22, 24]. This study 
aimed to identify the symptoms, concerns, and care priorities 
of children with life-limiting conditions and their families.

Methods

Study design

Semi-structured, qualitative interview study reported in 
accordance with the consolidated criteria for reporting quali-
tative studies (COREQ) [25].

Setting

Children, parents, and healthcare professionals were 
recruited from six hospitals and three children’s hospices 
within three UK countries.

Commissioners were recruited via recommendations 
from healthcare professionals and the UK’s national chil-
dren’s palliative care advocacy charity.

Sampling and recruitment

Inclusion criteria

Children (5–17 years) with any life-limiting condition; par-
ents/carers with a child < 18 years old with a life-limiting con-
dition; siblings (5–17 years) of children with a life-limiting 
condition; healthcare professionals with > 6 months experi-
ence of caring for children with life-limiting conditions; com-
missioners of UK paediatric palliative care services.

Exclusion criteria

Children: unable to communicate via an in-depth interview, 
using ‘draw and talk’ or play methods or via their parents; 
speaks a language not supported by NHS translation ser-
vices; currently enrolled in another study; unable to give 
consent/assent.

Parents/carers and siblings: unable to give consent/assent, 
speaks a language not supported by NHS translation services.

Purposive sampling was used to ensure maximum varia-
tion in key demographics such as age and condition. Given 
the heterogeneity of the sample, the concept of pragmatic 
saturation was used to determine the required sample size in 
order for the dataset to have the required diversity and depth 
to meet the aims and objectives of the study [26].

Data collection

Semi-structured interviews were conducted using a topic 
guide informed by a systematic review of symptoms and 
concerns in children with life-limiting conditions [21] and 
the World Health Organisation (WHO) definition of paediat-
ric palliative care [27]. The topic guide was reviewed by the 
study steering group (healthcare professionals, parents, and 
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researchers). Interviews were conducted by LC (experienced 
children’s palliative care nurse, new to qualitative research), 
AR (new to qualitative research), and DB (experienced qual-
itative researcher). All interviewers received training and 
supervision on conducting interviews with children, includ-
ing communication, legal, and ethical issues.

Interviews commenced with demographic questions and 
children were asked about their hobbies and interests to build 
rapport. Play and drawing were used to aid interviews where 
required. The topic guide contained an open question asking 
participants to describe their/their child’s condition and how 
it affects their/their child’s life. Interviews with professionals 
asked about the main symptoms, concerns, and care priori-
ties of children with life-limiting conditions. Probes ensured 
that all domains from the WHO definition of palliative care 
were discussed, while allowing participants to discuss what 
mattered most. Interviews were audio-recorded, transcribed 
verbatim, and pseudonymised.

Data analysis

Transcripts were analysed by LC, DB, AR, DH, and HS 
using deductive (from the WHO domains of palliative care 
[27]) and inductive coding [28, 29]. Analysis followed the 
five steps of framework analysis: familiarisation, construct-
ing a thematic framework, indexing and sorting, charting 
and mapping/interpretation [28–30] using NVivo software 
(Version 12). Using framework analysis allowed the authors 
to compare and contrast the findings from each theme overall 
and by participant group. Regular meetings were held to 
discuss emerging themes and resolve any differences (20% 
of transcripts were independently coded by two researchers). 
RH, KB, and CES were consulted if discrepancies could not 
be resolved. Analysis was reviewed by the study steering 
group throughout the study.

Ethical approval

Ethical approval was granted by the Bloomsbury research eth-
ics committee (HRA:19/LO/0033). Participants over 16 years 
old provided written informed consent. Those with parental 
responsibility provided written informed consent for partici-
pants < 16 years. Those < 16 years provided written assent.

Results

Participant characteristics

A total of 103 interviews were conducted (April 2019– 
September 2020) with 106 participants: 26 children, 40 par-
ents, 13 siblings, 15 health and social care professionals and 12  

commissioners (see Table 1). Two sets of parents and one 
set of siblings were interviewed together. ICD-10-chapter 
headings are reporting for pseudonymity as some children 
reported rare conditions. Most interviews were carried out 
face-to-face in a location of the participant’s choosing. Due 
to the COVID-19 pandemic, 13 interviews were conducted 
remotely (telephone or video call) [31].

Priority healthcare outcomes

The priority healthcare outcomes of children with life-limiting 
conditions and their families fitted into five themes—physical, 
spiritual and existential, emotional and psychological, social 
and practical, and pursuing normality. Table 2 shows these 
themes and the subthemes that comprise them. Illustrative 
quotes are presented in Tables 3, 4, and 5 and supplemen-
tary Table 1 (S1). Themes and subthemes were often closely 
inter-related.

Physical symptoms and concerns

All participants spoke of the importance of managing pain 
and other physical symptoms (such as seizures and infec-
tion), and the impact of multiple medical interventions. 
Symptom management and children being ‘comfortable’ 
was important to parents and professionals (T3Q1). Pain 
and other symptoms were often linked to other themes. For 
example, if physical symptoms were well managed, then 
children were more likely to be happy, have reduced anxi-
ety, and be able to participate in normal childhood activities. 
Professionals discussed symptom management in relation 
to managing expectations of care and setting realistic goals 
(T3Q2). Seizures were particularly distressing and often 
described as difficult to manage by parents (T3Q3), some-
times being triggered by noise and over excitement (T3Q4), 
meaning siblings had to play quietly.

Participants from all groups spoke of the difficulties chil-
dren had with eating and drinking. Some children described 
feeling under pressure to maintain weight (T3Q5), and oth-
ers required artificial feeding. Healthy siblings spoke of feel-
ing guilty about consuming treats in front of a sibling who 
was unable to eat (T3Q6).

Tiredness and fatigue were a concern for both children 
and parents. Parents spoke of lack of sleep and exhaustion 
which impacted on ability to care for their child (T3Q7). 
Children spoke of overwhelming fatigue causing lack of 
stamina and the need to take daytime naps (T3Q8).

Siblings and children with life-limiting conditions 
were very aware of changes in physical appearance which 
impacted on school attendance, seeing friends, and social 
activities (T3Q9).
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Spiritual and existential

Professionals spoke of lack of confidence in discussing spir-
itual and existential issues (T3Q10). For some patients and 
families, faith offered a source of comfort (T3Q11, S1Q1), 
whereas for others, it was a potential cause of conflict 
(T3Q12). Some moved more towards faith, for example, by 
having their child christened ‘just in case’ (T3Q12). Faith 
was also important in decisions about future care, with one 
participant describing how hospital policy on death regis-
tration and care of the body conflicted with her own culture 
(T3Q14).

Participants from all groups spoke about the uncertainty 
surrounding length of life (T3Q15), with children wanting to 
plan for their future regardless of their prognosis (T3Q16). 
Children were often determined to overcome and survive 
(T3Q17, S1Q3). Parents spoke of adjusting their hopes and 
dreams for a child who would be unlikely to reach typical 
life-course milestones (T3Q18) and questioned the mean-
ing of illness (‘why me/why my child?’) (T3Q19). They 
expressed a desire for their child to live life as fully as pos-
sible, to their full potential, experience relationships with 
others, and have things to hope for and look forward to 
(T3Q20).

Emotional and psychological

All participants described many psychological and emo-
tional impacts of living with a life-limiting condition. Where 
children had been diagnosed during childhood, rather than 
at birth, they spoke of an awareness of being different and 
having different life experiences (T4Q21). For some sib-
lings, their experience led to desires to pursue caring careers 
(T4Q22), while children with life-limiting conditions sought 
out others with similar experiences (T4Q23).

Table 1  Demographic details of participants

n or mean (range)

Children (n = 26)
   Age (yrs) 12 (5–17)
   Gender
      Female:male 17:9
   Diagnosis
      Cancer
      Congenital
      Gastrointestinal
      Metabolic
      Neurological
      Respiratory

6
3
10
1
5
1

   Interview duration (mins) 37 (12–81)
Parent/carers (n = 40)
   Age (yrs) 40 (21–65)
   Gender
      Female:male 30:10
   Relationship to child
      Mother
      Father

30
10

   Diagnosis of child
      Cancer
      Congenital
      Gastrointestinal
      Genitourinary
      Infectious disease
      Metabolic
      Neurological
      Perinatal

6
7
4
1
2
9
10
1

   Age of child with life-limiting condition 
(years)

12 (0–17)

   Interview duration (mins) 63 (33–161)
Siblings (n = 13)
   Age (yrs) 9 (5–15)
   Gender
      Female:male 7:6
   Diagnosis of child
      Congenital
      Gastrointestinal
      Metabolic
      Neurological

3
2
1
7

   Age of child with life-limiting condition (yrs) 10 (3–16)
   Interview duration (mins) 26 (8–37)

Health and social care professionals (n = 15)
   Gender
      Female:male 14:1
   Profession
      Doctor*
      Nurse**
      Social worker
      Chaplain
      Psychologist
      Play specialist
      Physiotherapist

3
7
1
1
1
1
1

   Interview duration (mins) 55 (38–82)

*1 paediatric palliative medicine consultant, 1 haematology consultant, 
1 general paediatrician
**4 palliative care nurse specialists, 1 children’s community nurse, 1 
hospice nurse, 1 ward sister

Table 1  (continued)
n or mean (range)

Commissioners (n = 12)
   Gender
      Female:male 11:1
   Geographical location
      Southeast England
      Greater London
      East England
      Northwest England
      Yorkshire and Humber

4
1
2
1
4

   Interview duration (mins) 53 (33–86)
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Table 3  Participant quotes—physical symptoms and concerns, and spiritual and existential concerns

Quote number Quote Participant details

Physical symptoms and concerns
   Q1 ‘…and that’s what we live for, we just carry on for her 

smiles. Because she doesn’t have a great value of life, 
this is (child’s) life mainly but she is happy…erm and 
she’s not in discomfort, so I can’t really ask for anything 
more than that.’

Mother of an 8-year-old with a neurological 
condition

   Q2 ‘So, it’s about being realistic but reassuring them that 
we have different medications we can use for different 
situations and that we will continuously try and control 
symptoms. Obviously not promising that we can get 
everything under control, but we will try our hardest’

Nurse

   Q3 ‘Now it’s about trying to control seizures the best we can, 
we know we can’t totally control them’

Mother of a 14-year-old with a metabolic 
condition

   Q4 ‘P: Well, she has seizures and they’re triggered easily, 
pretty easily…umm I: Do you know what sort of things 
trigger them? P: Umm…her being excited, like going 
to do like a sport that will trigger it, like swimming that 
could…’

Sibling of a child with a neurological condition

   Q5 They say if you don’t eat then you need a nose tube. I 
don’t like them

11-year-old with cancer

   Q6 ‘…erm or when we have anything from our treat box, it…I  
kind of feel sorry for him because he can’t…he’s 
watching us eat it and he can’t eat any of ‘em’

Sibling of a child with a gastrointestinal 
condition

   Q7 ‘its very difficult when people say ‘well can’t you just put 
him in his wheelchair and take him for a walk round the 
block?’ and I’m like ‘I haven’t slept for fourteen hours’. I 
don’t wanna get him in his chair and take him for a walk 
around the block because I…I’m exhausted and it’s not 
because I’m lazy, its because I’m physically exhausted’

Mother of 14-year-old with metabolic condition

   Q8 ‘I get worn out a lot quicker, so I can’t like run around for 
long or stand for long…. or like go on long walks’

14-year-old, congenital condition

   Q9 ‘…sometimes you see like, when you…when like you’re 
at the park or something, like you see people staring and 
you just think…oh honestly, I couldn’t really care any 
less. Because if she didn’t have the pipe, she’d just be a 
normal person and she is a normal person now. It’s just 
that she has… medical reasons’

Sibling of a child with a congenital condition

Spiritual and existential concerns
   Q10 ‘I think its variable. It’s um, I think sometimes it’s not 

necessarily a question that we are very good at asking. I 
think it’s one that we miss out on.’

Nurse

   Q11 ‘…as I’ve gone through all of these…all of this and I’ve 
been in hospital…erm I always remember that, you 
know there as someone who suffered even worse for me 
and that, you know gives me peace because I know that 
you know I can suffer…you know I can go through all 
these things but nothing is gonna like keep me down 
and that yeah I’m always gonna continue to get back 
up on my feet and even if…even if something happens 
that, you know I’m in hospital for a very long time and 
things don’t get better, I know that you know, that there’s 
a greater hope and like the greater hope is in Jesus and 
that I trust in that. You know even whatever happens, 
whether you know I die or whether I live, it’s for “him” 
and you know I’m just gonna continue to live a life 
according to his grace’

17-year-old, gastrointestinal condition
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Table 3  (continued)
Quote number Quote Participant details
   Q12 ‘I’m just thinking about parents that…that talk about 

usually losing their faith actually when it comes to end 
of life. I mean some find their faith and some lose it’

Psychologist

   Q13 ‘I’m not godly, I don’t believe that there’s a higher being 
out there I don’t believe anything like that but I’m not 
a hundred percent certain and I just felt it was the right 
thing to do because I got told that my son was gonna die. 
I need to get him christened just in case’

Mother of a 14-year-old with metabolic 
condition

   Q14 ‘So, in [country], if you’re [tribe] if someone dies, 
someone stays with the body until they are buried. And 
that is built into the system. But here if [child] was to 
die in hospital either after hours or a weekend or bank 
holiday, the body would be moved to the morgue alone 
and I wouldn’t be able to be with him until a death 
certificate was issued, which can only be done by a 
person who works in the morgue who isn’t want to be 
there on a bank holiday, after hours or on a bank holiday 
weekend. Um so we have it in our care plan that [child] 
is not to die in hospital.’

Mother of a 2-year-old with a metabolic 
condition

   Q15 ‘They haven’t told me, after the year, they don’t know if 
I’m going to live or everyone knows what’s the other, 
they’ve said they can only tell what is going to happen 
now.’

13-year-old, cancer

   Q16 ‘The teenager that died recently, I mean she was still going 
to do her GCSE’s this summer. And she died much 
quicker than we thought. But no, she was definitely 
going to still do them.’

Nurse

   Q17 ‘…just …remember that even if I have this disease, I want 
to live my life normally and it will get better. I mean the 
treatments already started so now I will get more en…I 
will have more energy and I’m looking forward to just 
enjoying what…what is coming’

15-year-old with metabolic condition

   Q18 ‘So, I dreamt of you know doing having the lifestyle with 
[child] like I’d had. Being a beach bum, you know sort 
of rock pooling. And you know sort of that, and you 
know you had all these dreams and aspirations and 
things. But they didn’t pan out’

Mother of 10-year-old with neurological 
condition

   Q19 ‘You know ‘why me?’ and we had a lot of anger first off, 
again the issue I just said ‘Oh you know ‘eat your veg, 
fruit and veg, you know you’ll be big and strong’ you 
know’, ‘drink lots of water because it’s good for you’ 
erm…and initially we had the “well you lied to me, 
why…you know why, why me. Why, what have I done 
wrong?”’

Father of 13-year-old child with a 
gastrointestinal condition

   Q20 ‘It’s I guess it’s not about you know, her, her being, you  
know, her physical, you know if she’s if she has physical  
issues. It’s more I guess about her learning and 
development you know. Making sure that she can, not  
necessarily develop at the same pace as everyone else  
but she’s still developing. So that you know, hopefully  
she can you know, she can experience love, 
relationships, work and you know, she has you know 
what we consider to be the standard things.’

Father of a 1-year-old child with an infectious 
disease
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Table 4  Participant quotes—emotional and psychological concerns, and social concerns

Emotional and psychological concerns

   Q21 ‘I can’t do as much as other people. I can’t go out as often. You 
know… I can’t um… go and hang out with friends or go to the 
town because… I get worn out quickly. And if something was 
to happen to me no one would know what to do.’

14-year-old with a congenital condition

   Q22 ‘I mean she works in (child’s) old school on a Saturday now, 
she’s got a Saturday job down in err (area in London) and they 
said to her ‘you know, what you know…is there things that you 
wouldn’t want to do for the…’ she said ‘I’ll do anything’ she 
said ‘you know I’ll…I’ll change their pads’ she said “I…I will 
do anything that makes them happy, to get a smile out of them 
or to just know that I am helping them”’

Mother of a 3-year-old child with a neurological condition

   Q23 ‘We haven’t met that many with the same sort of symptoms… 
and I think it’s good for (child) to see that… its good for us to 
meet other families I think’

Mother of a 15-year-old child with a neurological condition

   Q24 ‘It’s a long, sometimes painful, sometimes heart-breaking but 
it’s an ocean of emotions that you go through. You’re in this 
boat and it’s your diagnosis with you and imagine you’re in 
this boat, you’re in this ocean of emotions and that boat is your 
diagnosis, the boat sometimes breaks apart but you’ve just, you 
just have help from the sunlight’

13-year-old with cancer

   Q25 ‘It’s hard work, its hard you know for the whole family. It has 
an effect on everybody, because everyone’s trying to help and 
everyone’s worried and you know trying to also make sure 
she’s okay and so it is…it does, it is…it affects everybody in 
the family definitely.’

Mother of a 4-year-old with a congenital condition

   Q26 ‘I: What would you say are your main care and support needs for 
(child)?

P: For (child)… is that he’s happy and safe and that he has an 
enriched life as much as possible’

Mother of a 12-year-old with a congenital condition

   Q27 ‘We had a young girl who, she couldn’t go to the bathroom on 
her own…umm at the end and she wanted the carers to take 
her rather than her mum and it was because she was a 14-year-
old girl and she just wanted that…and her mum was very, she 
was a little bit upset by it initially…erm because her mum just 
wanted to do everything for her’

Commissioner

   Q28 ‘I can’t really have that much privacy because we don’t know 
whether or not I’m going to have a seizure or not’

17-year-old with cancer

   Q29 ‘….it is a bit strange just sort of often having so many people in 
your house. Erm, it does feel a bit of a loss of sort of privacy 
but, again, that’s just something that we’ve got used to really.’

Mother of an 8-year-old with a congenital condition

   Q30 ‘I don’t always talk to my Mum, I don’t like talking to her 
because I don’t like making people upset or anything like that 
of how I am feeling.’

15-year-old with cancer

   Q31 ‘And my husband did see, my husband saw [psychologist] here 
for a little while. But again, he found it really tricky, because 
he’s not, he only comes in on a weekend cause he started 
seeing her when he was off, when she was initially ill. But he 
went back to work so he couldn’t get up to see her.’

Mother of a 12-year-old with cancer

   Q32 ‘One of the young people who we lost quite recently, the carers 
just supported mum to do things like make a memory box and 
just sit and read stories with the young person and it was just 
giving the young person and the family those memories really.’

Commissioner

Social concerns
   Q33 ‘It’s definitely affected my social life because I spent most of the 

year in hospital receiving my chemotherapy and radiotherapy 
so I wasn’t able to go to school’

17-year-old with cancer
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All participants spoke of the life-altering impact of liv-
ing with a life-limiting condition (T4Q24). They described 
anger, worry, sadness (T4Q25, S1Q4), and an overwhelm-
ing desire for children to be happy (T4Q26, S1Q5). Older 
children spoke of loss of privacy, control, and independence 
(T4Q27–28, S1Q6–7). Parents also faced a loss of privacy 
due to having professionals in their home, and the wish to 
maintain some control over their child’s care and condition 
(T4Q29, S1Q8–9).

There was a sense of children and parents wanting to 
protect each other from how they were feeling, specifi-
cally around discussion of prognosis (T4Q30). Parents 
found accessing psychological support for themselves and 
siblings challenging, as this is often hospital-based and 
does not fit around work and school hours (T4Q31). Indi-
viduals also spoke of the importance of memory making 
(T4Q432).

Social concerns

Children were focused on being able to undertake usual child-
hood activities such as seeing friends, pursuing hobbies, and 
playing. School was important to parents and children for 
maintaining friendships, retaining a sense of normality and 
planning for a future by preparing for exams (T4Q33, S1Q10). 
Parents spoke of difficulty in accessing suitable education for 
their child due to complex medical needs (T4Q34). Many par-
ents and children experienced loneliness and isolation due to 
absence from school and not being able to find suitable activi-
ties for their child to take part in (T4Q35–36, S1Q11). Unclear 
communication about symptom management goals and ser-
vice availability often led to unrealistic expectations, causing 
discord between professionals and families. This impacted 
on decision-making, trust and respect, and continuity and co-
ordination of care (T4Q37–38, S1Q12).

Table 4  (continued)
Emotional and psychological concerns

   Q34 ‘Okay…erm so the education and the provision of education in 
its broader sense for children with special needs and how the 
cur…you know it doesn’t feel like the current system is set up 
for children to achieve their potential. ….So, we spent an  
enormous amount of time ensuring that he gets the right 
provision in terms of education and associated therapy 
services, you know so physio, OT, speech and language all 
that sort of stuff…erm but that’s a constant battle and dealing 
with the local authority is absolutely exhausting because they 
can’t…don’t function.’

Father of an 8-year-old with a congenital condition

   Q35 ‘Erm so personally I found socially, I really, really felt isolated…
erm for quite a long time…erm tried to find places to take him, 
groups to go to…’

Mother of a 3-year-old with a neurological condition

   Q36 ‘I just miss like [pause] the environment of school and like, 
talking with people, because it gets lonely as well’

15-year-old with a gastrointestinal condition

   Q37 ‘I: So, how do you manage those expectations? P: I think it’s 
being honest. I think it’s telling them what can be expected…
umm that there are times when you might be a bit behind 
getting all these things and the reason why you will be, is about 
being safe but that you will get there.’

Nurse

   Q38 ‘Um and it’s difficult to trust people because, erm particularly 
er considering that we’ve had quite an adversarial relationship 
with our local authority at times, um then you’re not always 
completely sort of clear erm how independent people are and 
who’s on your side.’

Mother of an 8-year-old with a congenital condition

   Q39 ‘It’s very much a full time job for me. And I’ve, I had to give up 
my job… and I’ve never worked as hard as I am now.’

Mother of a 4-year-old with a metabolic condition

   Q40 ‘Yeah, and some…and you wouldn’t believe how many people I 
see funding stuff themselves. ‘How much is this, how much is 
that? Do you know, if its broken, how do we get it repaired…
umm it needs a service, do you…can I have the number for 
the service of you know the suction machines’. And I think, 
goodness why are you paying for this stuff yourselves?’

Mother of a 4-year-old with a congenital condition
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Table 5  Participant quotes—practical concerns and normality

Practical concerns

   Q41 ‘I was absolutely terrified that she’d go to hospital and either, one die in 
hospital which we don’t want or two they do things to her that we didn’t 
want to happen. So, I never took her to hospital, just kept her out and then 
when they…once they did the DNR and…and all of our wishes…erm 
that’s when I…I felt more comfortable to be able to take her in.’

Mother of an 8-year-old with a neurological condition

   Q42 ‘I had a parent who said to me, ‘(participant) you said we have a choice, we 
don’t have a choice. The choice…the choice isn’t there’ and that’s because 
a hospice refused to take a patient with a central-line and the parents did 
not want the sub cut line’

Nurse

   Q43 ‘Sometimes some very…you know people just don’t die overnight, children 
just don’t die overnight or often don’t die within a couple of days. They 
have a…you know a trajectory that’s days to weeks, to months sometimes 
and actually, for the parents to be able to deliver, we expect parents to do a  
lot these days and we have more and more gaps and you know we 
sometimes need to plan around the fact that we don’t have anybody who 
could go out to change a pump.’

Doctor

   Q44 ‘I think the family stuff, they do get more concerns as they get older. When 
they are older and bigger its more stress and pressure… physically on the 
parents and carers.’

Nurse

   Q45 ‘Umm…yeah its…its fairly frequent, yeah (wife) tends to book the…book 
the respite hours…err yeah and we…I mean (child’s) we’ll have the 
respite care and we’ll have a long weekend, well not a long weekend…err 
maybe from Friday through to Sunday and that enables us to go and take 
(sibling) out and sort of do normal…yeah normal sort of family things… 
it’s not often we do stuff as a four, you know a foursome, because he is so 
difficult to manage or take him out…’

Father of a 12-year-old with a congenital condition

   Q46 ‘I: Out of everything what do you think matters most to you? P: Getting 
home.’

12-year-old with cancer

   Q47 ‘I: And how do you feel when you’re in hospital? P: Well, I’m happy 
because I get better, but then I’m sad because I miss school, miss my 
friends, miss my family, yeah’

12-year-old with a respiratory condition

   Q48 ‘I: So, do you have any questions about your illness and how you are cared 
for? P: Uh, I know pretty much what happens and things like that and 
what will happen. So not really…’

15-year-old with cancer

   Q49 ‘I: Is there anything else you want to tell me about when [brother] was in 
hospital? And what you thought, what they told you? P: Mmmm, no thank 
you. They didn’t really tell me anything. I: What, no one told you what’s 
going on? P: They didn’t tell me what was going on, but they did tell my 
parents. I: Yeah. Do you wish they did tell you what was going on? P: 
Yup.’

Sibling of a child with a metabolic condition

Normality
   Q50 ‘P: No, it was um just about not caring about my condition. Just ignoring it. 

I: So, just ignoring your condition and do you think that’s just because you 
want to forget about it? P: No, I don’t really, I don’t really care about it. I 
don’t really let it get in my way so….’

11-year-old with neurological condition

   Q51 ‘I was just brought up like this. I don’t really remember anything different.’ 14-year-old with a congenital condition
   Q52 ‘So, I started going back to school a little bit and my mum…I just want…

because I just love school. I just wanted to go back and get back to normal 
and everything and then my mum was like, ‘okay just like do half days’ 
and everything and I was like, ‘no please let me do a whole day’. I was 
like (laughter) begging her to do it’

13-year-old with a gastrointestinal condition

   Q53 ‘I want to be a normal person. Sure, normal is a harsh word that some 
people may not like using, oh my gosh I can’t believe this person is using 
this word, but what other words could I use’

13-year-old with cancer

   Q54 ‘I often, yeah, I do feel worried about things. I think mostly, I’m more 
worried about my normal… like going back to normal. I really want to 
just be normal, I’m just scared that the more time I spend in hospital, the 
less I’m normal, the less I’m gonna be like all the other kids my age, yeah’

17-year-old with cancer
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Parents and professionals spoke of the financial impact of 
having a child with a life-limiting condition in terms of hav-
ing to give up work, the expense of hospital stays, and self-
funding equipment due to lack of availability (T4Q39–40, 
S1Q13).

Practical concerns

Parents and professionals were concerned with many prac-
tical aspects of care. These included care quality, advance 
care planning, service availability and facilities (T5Q41–42, 
S1Q14), the huge familial burden of care, and the logistics 
of managing this (T5Q43, S1Q15). The physical burden 
of care increased as children grew older (T5Q44). Access 
to respite care was essential to many parents of children 
without a cancer diagnosis, allowing them to have uninter-
rupted sleep and spend time with other children (T5Q45). 
Children did not share these concerns and were more inter-
ested in being at home (not hospital), being able to see their 
friends and carry on with their usual activities (T5Q46–47, 
S1Q16–17).

Parents and children felt well informed about the condi-
tion, treatment, and available services, which was consid-
ered important (T5Q48, S1Q18). Siblings often felt less well 
informed and not included in care (T5Q49).

Normality

The theme of normality was cross-cutting across all other 
themes. Children wanted to live life as normally as possi-
ble, focusing on being a child first, with their condition sec-
ondary to this (T5Q50). They described the importance of 
seeing friends, attending school, and making plans for the 
future. To achieve this, physical symptoms need to be well 
managed. Children with varying diagnoses described nor-
mality in different ways, with all wanting to pursue normal 

childhood activities. When a condition had been present 
since birth or soon after, children spoke of feeling normal 
and not knowing any different (T5Q51). Those that had been 
diagnosed later in childhood spoke of having to adjust to a 
new normal such as having carers in the home (T5Q52). 
Those with an uncertain prognosis, such as cancer, wanted 
life to return to pre-diagnosis normality and desired to be 
like their healthy peers (T5Q53–54). Parents who had been 
caring for a child with a life-limiting condition for many 
years had often adjusted to their child’s care needs and had 
to remind themselves of their unique situation (T5Q55, 
S1Q19). Siblings spoke of seeing their unwell sibling as 
normal but with different needs (T5Q56, S1Q20).

Discussion

This study provides novel evidence of inter-related symp-
toms, concerns, and care priorities for children with a wide 
range of life-limiting conditions and their families, from the 
perspectives of multiple stakeholders (including children). 
This is an area of knowledge not previously well described 
[21]. Symptoms and concerns were broadly the same across 
the spectrum of life-limiting conditions, which is a finding 
previously reported [21, 32]. Most were evident across par-
ticipant groups, except practical aspects of care, which were 
not a priority for children.

The concept of child-centred care encourages healthcare 
professionals to place the child and their interests at the 
centre of thinking and, where able, include them as active 
participants [22]. The focus of care is on the child in the 
context of the family, while acknowledging the child’s wider 
environment and relationships [22, 33]. Previous studies 
have found that children with cancer and their families try 
to adjust to a ‘new normal’, and those with severe neuro-
logical impairment were able to regain some normality with 
input from a paediatric palliative care team [34–36]. Our 

Table 5  (continued)
Practical concerns

   Q55 ‘Erm and but back then about 18 months ago I asked her [doctor], I said, 
you know ‘is he really poorly?’. You know I couldn’t grasp it because 
giving him these recovery meds, it was just run of the mill, it’s what we 
did you know. And I am thinking is he really poorly? And she [doctor] 
said- ‘The only reason that [child] is still here is because of the amount 
of medication he’s on’. But erm you know and her making me realise that 
this is not the norm you know. There aren’t kids in the community having 
this level, kids that need this level of medication are generally in hospital.’

Mother of 10-year-old with neurological condition

   Q56 ‘…sometimes you see like, when you…when like you’re at the park or 
something, like you see people staring and you just think…oh honestly, I 
couldn’t really care any less. Because if she didn’t have the pipe, she’d just 
be a normal person and she is a normal person now. It’s just that she has… 
medical reasons’

Sibling of a child with a congenital condition
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study adds to the concept of pursuing normality within the 
context of children living with life-limiting conditions, dem-
onstrating that a child-centred approach to care needs to take 
an individual and holistic view of the child, ensuring that 
physical, emotional, social, practical, and spiritual concerns 
are addressed. This enables children to pursue normal child-
hood activities such as attending school and seeing friends. 
Children in our study wanted to be seen as children first, 
with their condition coming second to this, reinforcing that 
children do not want to be defined by their condition [37].

We found children wanted the opportunity to make plans 
for a longer-term future, even if these would not be realised, 
adding to the concept of pursuing normality. In contrast, 
a previous study found that children with neuro-disability 
only want to plan for the present or near future [38]. This 
difference may be due to the older age of the sample of 
participants with neurodisability meaning they had a bet-
ter understanding of their condition. The heterogeneity of 
conditions in our study may also have contributed to our 
finding, as curative treatment for some life-limiting condi-
tions is feasible, but may fail [39].

Taking a child-centred approach to care for children with 
life-limiting conditions needs to incorporate support for 
the family, while ensuring that the child remains the focus 
of care [40, 41]. This is important for families of children 
with life-limiting conditions, as this study demonstrates that 
they often have to provide complex, burdensome care. Many 
life-limited children are unable to communicate their needs 
due to their condition, and parents will need to advocate 
for their best interests. Parents require access to adequate 
holistic services, particularly respite care and practical sup-
port to enable them to provide care. Parents and siblings 
need time and space to undertake their own normal activi-
ties such as self-care, spending time as a family, and seeing 
friends. In our study, this was not always achieved, with 
insufficient or inaccessible practical, psychological, educa-
tional, and respite support often highlighted, along with lack 
of co-ordination and communication between services. To 
attempt to address this pursuit of normality and accomplish 
child-centred care, services need to be co-ordinated around 
child and family needs [40, 42], and this should be consid-
ered in the design of future health services for those with 
life-limiting conditions.

In our study, we found that children as young as five 
wanted to be informed about their condition, supporting 
a child-centred approach to care where the child is, where 
able, encouraged, and supported to be an active participant. 
Other studies have found that the desire to be informed 
about a condition is associated with adolescence, rather 
than younger children [21]. Siblings wanted to be informed, 
which is a finding previously reported in children whose 
parents have a life-limiting illness [43].

Strengths and limitations

As far as the authors are aware, this is one of the largest 
studies conducted exploring symptoms and concerns of chil-
dren with a range of life-limiting conditions from multiple 
stakeholder perspectives. We have demonstrated that verbal 
children from the age of five years old are willing and able to 
participate in research and share their perspectives on their 
condition. This study’s strengths include our large sample, 
wide range of stakeholder participants, and the range of life-
limiting conditions. Fathers, who are often underrepresented 
in palliative care research, represented 25% of our parent 
sample [44].

Our study has several limitations. Recruitment took place 
in a small number of UK sites and data on ethnicity was not 
collected. One site recruited only children with gastrointes-
tinal diagnoses, and this is reflected in the higher number of 
participants from this group. There are almost 400 differ-
ent life-limiting conditions known to affect children, so not 
all could be included [12]. Many children with life-limiting 
conditions are non-verbal and cannot meaningfully share 
their perspectives and parent/proxy-reporting has to be used. 
The findings presented here reflect those of children who 
were able to participate. As a child-centred approach to care 
should include support for the family, care must enable them 
to use their knowledge and experience of their child in order 
to advocate for them. The child’s needs and interests should 
always be at the centre of care and decisions [42].

Clinical and research implications

This study provides a comprehensive insight into what symp-
toms, concerns, and care priorities are important to children 
with life-limiting conditions and their families, to enable 
healthcare professionals to support them to be viewed as 
children, rather than their condition, within a child-centred 
model of care. We have demonstrated that children can be 
meaningfully involved in such studies [45]. Findings will be 
used to develop the construct for a valid child-centred out-
come measure for use in this population.

Conclusions

Children want to focus on pursuing normal childhood activi-
ties, but need a holistic approach in addressing their care 
needs to achieve this. Improvements in accessibility, avail-
ability, and co-ordination of relevant health services are 
required.

Supplementary Information The online version contains supplemen-
tary material available at https:// doi. org/ 10. 1007/ s00431- 022- 04566-w.
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Supplementary table 1 

Quote 
Number 

Quote Participant details 

Spiritual and existential concerns 
Q1 “We do occasionally go up to the chapel and she’s been up and stuff.  

And I’ll often go up and spend some time on my own.” 
Mother of a 12-year-old with cancer 

Q2 “P: Well, I do even though I’m gonna be a Police 
I: You’re gonna be the Police, are you?  Why do you want to be in the 
Police? 
P: Umm…because I want to…erm like…umm have a big job arresting 
people” 

5-year-old with gastrointestinal condition 

Q3 “With cancer you want to live, you want to show people that you can 
overcome this” 

13-year-old with cancer 

Emotional and psychological concerns 
Q4 “It makes me feel upset because erm…when I talk about him, it’s kind of 

like I feel… I feel like I’m the unusual one at school” 
Sibling of a child with a gastrointestinal 
condition 

Q5 “I: What would you say are your main care and support needs for (child)? 
P: For (child)… is that he’s happy and safe and that he has an enriched life 
as much as possible” 

Mother of a 12-year-old with a congenital 
condition 

Q6 “And a couple of them have actually asked the parents to call an 
ambulance right at the end and died in hospital.  I think it was because 
they were scared, and they didn’t want their parents to have to struggle 
on.” 

Nurse 

Q7 I: Do the nurses ever come and wake you up in the night? 
P: Yeah! 
I: Yeah, do you like that? 
P: No! 

6-year-old with a gastrointestinal 
condition 

Q8 “I think for us it’s important that we live very sort of separate lives to a 
degree… one of us will do something with (sibling), someone does 
something with (child) and vice versa, so (partner) and I are never a 
couple, and I think yeah, that needs to be changed” 

Mother of a 12-year-old with a congenital 
condition 

Q9 “I think this year has been a big thing with her not being right and not 
knowing and not being able to do anything to help has been horrible, 
because it’s been totally taken out of our hands and out of our control.  
So, yeah that’s probably one of our biggest concerns, the not knowing 
and not being able to be in control of it both” 

Mother of a 13-year-old with a metabolic 
condition 

Social concerns 
Q10 “I was crying at some of the exams because like, I’m very like, a very 

studious and like [pause] I like to achieve like high grades and that so, just 
[pause] disappointing” 

15-year old with gastrointestinal condition 

Q11 “P: Sometimes in the night…some…sometimes I have the separate 
bedroom from (sibling) and (mum) is…is three bedrooms away from 
mine, so I feel very alone 
I: Ah, so you like to be in the bedroom with (sibling)? 
P: Yeah” 

Sibling of 8 year old with a congenital 
condition 
(talking about staying in a hospice) 

Q12 “There is also the families that are quite, understandably they are going 
through a really stressful situation, but they can be sometimes quite 
obstructive and difficult as well. So I think that that sometimes impacts 
communication because if you’re, for example, very obstructive, we have 
an obstructive grandmother at the moment who is there all the time and 
actually the nurses are really nervous about talking to her because 
they’re not too sure what way she’ll go either time, so as a result of that, 
that impedes the communication and also impacts patient care to some 
extent as well. So, I think that’s a real challenge.” 

Nurse  

Q13 “Yes and there’s all the erm…hospital appointments as well, so you’re 
driving there all the time.  The one in London, and I mean if you’re paying 
for that hotel every time as well and it’s kind of…yeah a trip to London’s 
probably and an overnight with everything surrounding and if you count 
driving there, because I drive to the hotel.  It’s probably about five 
hundred pounds a time. So, you have to think actually, you know you….” 

Mother of a 15-year-old with a 
neurological condition 

Practical concerns 
Q14  “…yes when she…she had erm…a five-night telemetry…erm last time at 

the inpatient there and but they had just…there was a…erm kind of a 
bench on the side of her room so we could sleep on there. It was hot, it 
was hot, the air conditioning wasn’t working.” 

Mother of a 15-year-old with a 
neurological condition 

Q15 “We are basically sort of  managing the care ourselves from home but 
there’s a lot of emails and phone calls going around with all the doctors.” 

Mother of a 4-year-old with a metabolic 
condition 

Q16 “I: And how do you feel when you’re in hospital? 12-year-old with a respiratory condition 



Chapter 6. Results – Establishing priority outcomes (objectives ii - iv).  

 169 

6.3 Outcomes identified from the qualitative interview study. 

The findings of the semi-structured interview study described above were used to 

generate a comprehensive list of outcomes that were important to children with life-

limiting conditions and their families (objective iv). This step was necessary as the 

findings presented in this chapter describe many symptoms, concerns and care 

priorities that were important to participants. Not all of these could be aligned with 

health outcomes, with participants often discussing aspects of care experience and 

quality. This outcome list was generated during a meeting with the scientific 

members of the C-POS study steering group (academics and clinical academics 

with expertise in paediatric palliative care and PCOM development). The list of 

outcomes identified that were considered for inclusion in C-POS are shown in Table 

3. These outcomes have some similarities with the items on the adult integrated 

palliative outcome scale, particularly in relation to symptoms, anxiety and worry, and 

information needs (383). However, there are also differences in the outcomes that 

are important to children and young people and their families. These include 

accessing education, maintaining peer relations and participating in memory making 

opportunities. 

Table 3 Outcomes identified in qualitative interview study. 

Outcomes identified 
Pain Financial burden of care 
Having sufficient support from HSCPs Agitation 
Reducing the impact of illness on family life/burden of 
care 

Bowel problems 

Child being able to do things they enjoy Changes to appetite and/or eating 
Ability to live life to the fullest Changes in physical appearance 
Breathing and respiratory difficulties Having spiritual needs met 
Tiredness or fatigue Changes in behaviour 
Emotional impact of illness Infections and/or impaired immunity 
Being able to maintain relationships with peers Impact of illness on cognition 
Being supported/enabled to express emotions and 
feelings 

Having cultural needs addressed 

Having a plan for future care (advance care planning) Having religious and faith needs met 
Being able to take part in memory making 
opportunities 

Cough 

Having as much information as needed Changes in consciousness 
Sleeping difficulties Changes to self-outlook 
Nausea and/or vomiting Skin concerns 
Having psychological needs met Weight changes 
Having social support needs addressed Opportunity to explore the meaning of 

life 
Being able to access and undertake education Being able to leave a legacy 
Seizures Low blood counts  
Dystonia/muscle spasm Setting and achieving life goals 
Changes to physical function Fertility concerns 
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6.4 Summary  

This chapter presents findings on the symptoms, concerns, and care priorities of key 

stakeholders.  It provides comprehensive evidence on outcomes that are relevant to 

the C-POS target population thus ensuring the measure will have robust content 

validity. An inventory of all potential C-POS items was generated from the evidence. 

The final items in C-POS need to capture the holistic nature of paediatric palliative 

care and enable children and young people to participate in normal childhood 

activities where possible. 

As highlighted in Chapter 4 and Error! Reference source not found., children and 

young people prefer a brief measure that does not take too long to complete in order 

to promote acceptability. The next step in this study is to gain stakeholder 

consensus on which outcomes identified in this chapter are the priority for inclusion 

in C-POS in order to achieve this. This is presented in Chapter 7.
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Chapter 7 Results – C-POS item generation (objective v) 

7.1 Introduction 

This chapter presents the results of Phase 2 (objective v) of this study, which set out 

to establish stakeholder consensus on items to be included in C-POS, agree final 

items, response format and recall period and finalise the first versions of C-POS 

ready for cognitive testing. The paper presenting the results of this chapter has been 

accepted for publication in Palliative Medicine and is in press.  The manuscript can 

be found in Appendix N  Figure 7-1 shows where this work fits in to the overall 

study. 

 

 

 

Figure 7-1 Graphic depicting where Chapter 8 fits into the overall study. 
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7.2 Delphi survey results 

7.2.1 Round 1 - narrowing down 

Eighty-two individuals participated (59 healthcare professionals, 23 parents/carers 

(one of which was bereaved)). See Table 4 for participant demographic details. 

Table 4 Participant demographics Delphi round 1 - narrowing down 

Health and social care professionals (n=59) Parent/carers (n=23) 
Gender 
(male:female) 

8:50 (1 preferred not to 
answer) 

Gender 
(male:female) 

0:23 

Profession 16 Doctor  
32 Nurse 
1 Physiotherapist 
2 Social work 
4 Health care assistant 
4 Counsellor/therapist 

Child’s 
diagnosis 

4 Metabolic 
5 Congenital  
8 Neurological  
3 Circulatory 
1 Cancer 
2 Genitourinary 
 

Place of work 17 Hospital 
30 Hospice 
5 Community 
7 Multiple settings 

Child’s age 
years (mean; 
range) 

8.9 (1-17) 

UK region 5 England-Northeast 
7 England – Southeast 
6 England – Southwest 
3 England – West Midlands 
4 England – Yorkshire and 
Humber 
25 England – East 
2 Wales 
1 England – Greater London 
3 England – East Midlands 
2 England – Northwest 
1 Scotland 

UK region 8 England – Southeast 
2 England – Yorkshire and 
Humber 
9 England – East 
3 England – Northwest 
1 Scotland 

Experience  
years (mean; 
range) 
 

11.8; 1-30 Ethnic 
background 

23 white British (parent/carer) 
4 mixed race: 19 white British 
(child) 

 

Twenty-one outcomes were selected by over 50% of participants. In addition, two 

further outcomes were selected by over 50% of the healthcare professional group, 

and three by the parent/carer group. See Table 5 for results of the narrowing down 

round. Twenty-three suggestions were made for additional outcomes.  Most of these 

were deemed to be incorporated in existing items, except for an outcome regarding 

siblings. This was added to the ranking rounds, along with the 26 outcomes outlined 

above. 
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Table 5 Results Delphi round 1 - narrowing down 

Outcome Frequency n (%) 
 Overall (n=82) 

 
Parent/carer 
(n=23) 

HSCPs 
(n=59) 

Pain* 73 (89.0) 18 (78.3) 55 (93.2) 
Having sufficient support from health and 
social care professionals* 

70 (85.4) 19 (82.6) 51 (86.4) 

Reducing the impact of illness on family 
life/burden of care* 

68 (82.9) 22 (95.7) 46 (78.0) 

Child being able to do things they enjoy* 68 (82.9) 22 (95.7) 46 (78.0) 
Ability to live life to the fullest* 67 (81.7)  22 (95.7) 45 (76.3) 
Breathing and respiratory difficulties* 63 (76.8) 14 (60.9) 49 (83.1) 
Tiredness or fatigue* 62 (75.6) 19 (82.6) 43 (72.9) 
Emotional impact of illness* 59 (72.0) 20 (87.0) 39 (66.1) 
Being able to maintain relationships with 
peers* 

59 (72.0) 19 (82.6) 40 (67.8) 

Being supported/enabled to express emotions 
and feelings* 

57 (69.5) 17 (73.9) 40 (67.8) 

Having a plan for future care* 55 (67.1) 19 (82.6) 36 (61.0) 
Being able to take part in memory making 
opportunities* 

54 (65.9) 19 (82.6) 35 (59.3) 

Having as much information as needed* 54 (65.9) 17 (73.9) 37 (62.7) 
Sleeping difficulties* 53 (64.6) 12 (52.2) 41 (69.5) 
Nausea and/or vomiting* 52 (63.4) 10 (43.5) 42 (71.2) 
Having psychological needs met* 49 (59.8) 16 (69.6) 33 (55.9) 
Having social support needs addressed* 48 (58.5) 18 (78.3) 30 (50.9) 
Being able to access and undertake education* 48 (58.5) 11 (47.8) 37 (62.7) 
Seizures* 45 (54.9) 10 (43.5) 35 (59.3) 
Dystonia/muscle spasm* 43 (52.4) 8 (34.8) 35 (59.3) 
Changes to physical function* 42 (51.2) 8 (34.8) 34 (57.6) 
Setting and achieving life goals* 40 (48.8) 13 (56.5) 27 (45.8) 
Financial burden of care* 38 (46.3) 19 (82.6) 19 (32.2) 
Agitation* 37 (45.1) 4 (17.4) 33 (55.9) 
Bowel problems* 37 (45.1) 6 (26.1) 31 (52.5) 
Changes to appetite and/or eating 33 (40.2) 7 (30.4) 26 (44.1) 
Changes in physical appearance 27 (32.9) 3 (13.0) 24 (40.7) 
Having spiritual needs met 26 (31.7) 2 (8.7) 24 (40.7) 
Changes in behaviour 25 (30.5) 9 (39.1) 16 (27.1) 
Infections and/or impaired immunity* 25 (30.5) 12 (52.2) 13 (27.1) 
Impact of illness on cognition 24 (29.3) 9 (39.1) 15 (25.4) 
Having cultural needs addressed 21 (25.6) 0  21 (35.6) 
Having religious and faith needs met 16 (19.5) 0  16 (27.1) 
Cough 16 (19.5) 3 (13.0) 13 (22.0) 
Changes in consciousness 15 (18.3) 3 (13.0) 12 (20.3) 
Changes to self-outlook 14 (17.1) 5 (21.7) 9 (15.3) 
Skin concerns 13 (15.9) 4 (17.4) 9 (15.3) 
Weight changes 10 (12.2) 5 (21.7) 5 (8.5) 
Opportunity to explore the meaning of life 9 (11.0) 4 (17.4) 5 (8.5) 
Being able to leave a legacy 6 (7.3) 4 (17.4) 2 (3.4) 
Low blood counts  5 (6.1) 4 (17.4) 1 (1.7) 
Fertility concerns 4 (4.9) 1 (0.2) 3 (5.1) 

* = items moved to ranking rounds (n=27) 
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7.2.2 Round 2 - ranking round i) 

Sixty individuals participated (47 healthcare professionals, 13 parents) in ranking the 

27 outcomes identified in the narrowing down round.  See Table 6 for demographic 

details of participants in this round.   

Table 6 Participant demographics Delphi round 2 - ranking round i) 

Health and social care professionals (n=47) Parent/carers (n=13) 
Gender 
(male:female) 

6:41 Gender 
(male:female) 

0:13 

Profession 11 Doctor  
28 Nurse 
1 Physiotherapist 
2 Health care assistant 
5 Counsellor/therapist 

Child’s diagnosis 4 Metabolic 
5 Congenital  
3 Neurological  
1 Genitourinary 
 

Place of work 15 Hospital 
25 Hospice 
4 Community 
3 Multiple settings 

Child’s age years 
(mean; range) 

9.3 (1-16) 

UK region 5 England-Northeast 
4 England – Southeast 
4 England – Southwest 
3 England – West Midlands 
3 England – Yorkshire and Humber 
22 England – East 
2 Wales 
2 England – East Midlands 
2 England – Northwest 
 

UK region 4 England – Southeast 
2 England – Yorkshire and Humber 
6 England – East 
1 Scotland 

Experience  years 
(mean; range) 
 

13.2; 1-36 Ethnic background 13 white British (parent/carer) 
3 mixed ethnic group: 10 white 
British (child) 

 

Overall, there was weak agreement on ranking (Kendall’s W = 0.17). There was also 

weak agreement between parents’ rankings alone (W=0.16) and those of health and 

social care professionals (W = 0.21).  Cohen’s kappa between parents and 

healthcare professionals was 0.08. See Table 7 for results of ranking round i). 

 

 

 

 



Chapter 7. Results – C-POS item generation (objective v) 

 175 

 

Table 7 Delphi results round 2 – ranking round i) 

Outcome (n=27) Overall median rank 
(% ranking in top 
50%) (n=60) 

Parent median 
rank (% ranking in 
top 50%) (n=13) 

HSCP median 
ranking (% ranking 
in top 50%) (n=47) 

Pain 5.5 (88.3) 7 (84.6) 1 (89.4) 
Ability to live life to the fullest 6.5 (66.7) 5 (76.9) 5 (63.8) 
Breathing and respiratory 
difficulties 

7 (80.0) 12 (69.2) 2 (83.0) 

Child/young person being able 
to do things they enjoy 

8 (73.3) 6 (69.2) 3 (74.5) 

Having sufficient support from 
health and social care 
professionals 

9 (68.3) 9 (76.9) 6 (66.0) 

Having a plan for future care 9.5 (68.3) 14 (61.5) 4 (70.2) 
Dystonia/muscle spasms 11.5(60.0) 18 (38.5) 9 (66.0) 
Being supported/enabled to 
express emotions and feelings 

12 (58.3) 11 (53.8) 10 (59.8) 

Sleeping difficulties 12.5 (58.3) 12 (76.9) 12 (53.2) 
Setting and achieving life goals 12.5(50.0) 13 (53.8) 19 (48.9) 
Having psychological needs 
met 

12.5 (53.3) 9 (61.5) 16 (51.1) 

Nausea and vomiting 13 (58.3) 19 (23.1) 7 (68.1) 
Tiredness or fatigue 13.5 (56.7) 14 (61.5) 11 (55.3) 
Reducing the impact of illness 
on family life/care burden 

13.5 (53.3) 14 (53.8) 15 (53.2) 

Emotional impact of illness 14 (55.0) 11 (53.8) 14 (55.5) 
Seizures 14 (56.7) 14 (46.1) 8 (59.6) 
Agitation 15.5 (51.2) 20 (15.4) 13 (61.7) 
Siblings being supported and 
having their needs met 

16(38.3) 14 (61.5) 21 (31.9) 

Changes to physical function 16.5 (41.2) 14 (53.8) 20 (38.3) 
Bowel problems 17 (43.3) 19 (23.1) 18 (48.9) 
Having as much information as 
needed 

17 (48.3) 17 (46.2) 17 (48.9) 

Being able to maintain 
relationships with peers 

18 (36.7) 15 (46.2) 23 (34.0) 

Being able to take part in 
memory making opportunities 

19.5 (33.3) 20 (30.8) 22 (34.0) 

Financial burden of care 20 (25.0) 15 (46.2) 25 (19.1) 
Infections and/or impaired 
immunity 

20 (26.7) 19 (38.5) 24 (23.4) 

Having social support needs 
addressed 

20.5 (23.3) 17 (38.5) 26 (19.1) 

Being able to access and 
undertake education 

22.5 (26.7) 22 (38.5) 27 (59.6) 

Kendall’s W 0.1671  0.1595  0.2053 
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7.2.3 Round 3 - ranking round ii) 

Thirty individuals participated in round three (26 healthcare professionals and four 

parents) and the 27 items ranked in the previous round were ranked again.  See 

Table 8 for demographic details of participants.  

Table 8 Participant demographics Delphi round 2 - ranking round ii) 

Health and social care professionals (n=26) Parent/carers (n=4) 
Gender 
(male:female) 

 Gender (male:female) 0:4 

Profession 9 Doctor  
14 Nurse 
1 Physiotherapist 
1 Health care assistant 
1 Counsellor/therapist 

Child’s diagnosis 1 Metabolic 
1 Congenital  
1 Neurological  
1 genitourinary 
 

Place of work 9 Hospital 
11 Hospice 
4 Community 
2 Multiple settings 

Child’s age years 
(mean; range) 

12.0 (2-16) 

UK region 3 England-Northeast 
2 England – Southeast 
1 England – Southwest 
2 England – West Midlands 
1 England – Yorkshire and 
Humber 
12 England – East 
2 Wales 
2 England – East Midlands 
1 Greater London 
 

UK region 1 England – Southeast 
1 England – Yorkshire and Humber 
2 England – East 
 

Experience  years 
(mean; range) 
 

13.3; 1.5-36 Ethnic background 4 white British (parent/carer) 
1 mixed ethnic group: 3 white British 
(child) 

 

Agreement between participants was moderate (Kendall’s W = 0.61). There was 

also moderate agreement between the healthcare professional group alone 

(W=0.68) and parent group alone (W = 0.64). Cohen’s kappa between parent and 

health and social care professionals was 0.13 (poor agreement).  See Table 9 for 

results of this round. 

As Kendall’s W had increased from weak to moderate agreement it was decided to 

stop the study at this point. This was due to concerns regarding potential gain and 

the feasibility of another round given the attrition of parent/carer respondents 

between the two ranking rounds. 
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7.3 Younger Person’s Advisory Group 

Twenty-two children (17 female; six male) aged 10-21 years attended the meeting. 

The responses given by two groups are shown in Table 9. Both groups suggested 

naming the C-POS versions after planets to avoid any stigma associated with using 

chronological age on a measure designed for use in a population with a high 

variation in ability.
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Table 9 Delphi results round 3 - ranking round ii) and responses from young person's group 

Outcome  Overall median 
rank (% ranking in 
top 50%) (n=30) 

Parent median 
rank (% ranking 
in top 50%) (n=4) 

HSCP median 
rank (% ranking 
in top 50%) 
(n=26) 

Times item selected in top 
5 by older children and 
young people in YPAG (11 
representatives) 

Item selected by 
younger children and 
young people in YPAG 
in overall top 13 (11 
representatives) 

Pain 1 (90.0) 9.5 (50.0) 1 (96.2) 7 Yes 
Ability to live life to the fullest 2 (96.7) 1.5 (100) 2.5 (96.2) 3 Yes 

Breathing and respiratory difficulties 3 (96.7) 6.5 (100) 3 (96.2) 2 Yes 

Child/young person being able to do 
things they enjoy 

4 (96.7) 4 (100) 4 (96.2) 5 Yes 

Having sufficient support from 
HSCPs 

5 (93.3) 5.5 (75) 5 (92.3) 3 No 

Having a plan for future care 6 (90.0) 9.5 (25) 6 (92.3) 1 No 

Dystonia/muscle spasms 8 (76.7) 20 (25) 7 (84.6) 0 No 

Being supported/enabled to express 
emotions & feelings 

9 (80.0) 8 (100) 9.5 (76.9) 2 No 

Sleeping difficulties 10.5 (86.7) 10.5 (75) 10.5 (88.5) 3 No 

Having psychological needs met 10.5 (76.7) 9.5 (100) 11 (73.1) 5 No 

Nausea and vomiting 12 (76.7)  17 (50) 11.5 (80.8) 1 Yes 

Setting and achieving life goals 12 (73.3) 8.5 (100) 12 (69.2) 1 No 

Tiredness or fatigue 13 (80.0) 5.5 (100) 13 (76.9) 3 No 

Reducing the impact of illness on 
family life/care burden 

14.5 (50.0) 13.5 (75) 15.5 (46.2) 2 Yes 

Agitation 16 (36.7)  20 (0) 16 (42.3) 0 No 

Seizures 16 (36.7)  16.5 (0) 16 (42.3) 0 Yes 

Emotional impact of illness 16 (23.3)  10.5 (75) 17 (15.4) 3 Yes 
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Siblings being supported and 
having their needs met 

18 (16.7)  22 (0) 18 (19.2) 0 No 

Changes to physical function 19 (16.7) 10.5 (75) 19 (7.7) 2 Yes 

Having as much information as 
needed 

20 (13.3) 20.5 (0) 20 (15.4) 0 No 

Bowel problems 20.5 (23.3) 20.5 (0) 20.5 (26.9) 0 No 

Being able to maintain relationships 
with peers 

22 (13.3) 22 (0) 22 (15.4) 5 Yes 

Being able to take part in memory 
making opportunities 

23 (13.3) 16 (25) 23 (11.5) 0 Yes 

Infections and/or impaired immunity 24 (6.7) 20.5 (25) 24 (3.8) 1 No 

Financial burden of care 25 (20.0) 24.5 (25) 25 (19.2) 0 No 

Having social support needs 
addressed 

26 (10.0) 21.5 (25) 26 (7.7) 0 No 

Being able to access and undertake 
education 

27 (6.7) 23.5 (0) 27 (7.7) 1 Yes 

Kendall’s W W=0.61  W=0.68  W = 0.64  - - 
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7.4 Item generation meeting 

Twenty-two members attended the item generation meeting – nine paediatric 

palliative care clinicians, six research team members, five clinical academics with 

expertise in PCOM development and two bereaved parents. After the initial 

presentations, each domain from our qualitative interview study was discussed and 

potential C-POS items were mapped onto these (122, 238). Previous work had 

suggested children’s care priorities differed from parents, particularly regarding 

practical aspects of care. It was agreed that C-POS would have self-report items 

regarding children’s symptoms and concerns, and separate questions for parents to 

answer regarding family concerns (238). It was further agreed that there would be 

proxy versions of the measure for parents to answer on behalf of their child if they 

were unable to respond themselves. Proxy versions would contain the same items 

as the self-report versions.  

Five versions of the measure were drafted, each with eight questions about the child 

and five about the family: (1) parent/carer of child less than two years old, (2) 

parent/carer of child 2 years old and over, (3) child five to seven years old, (4) child 

8-12 years old and (5) young person 13-18 years old. The intention was that the 

child/young person and their family would choose the version most suitable to their 

ability to complete. The number of items was informed by previous work which 

suggested that children should have 10 items or fewer to respond to (384). These 

versions were named after planets (Mercury, Saturn and Neptune), as suggested by 

the young person’s advisory group. Items were the same across versions but were 

worded differently in consideration of age/ability. For example, using the term ‘hurt’ 

rather than ‘pain’. Recall period and response format were based on previous 

evidence, with shorter recall and a three-point Likert scale for younger/less able 

children, and a longer recall and five-point Likert scale for older/more able children 

(237, 384). The Likert scales on the child versions were anchored with emojis. Table 

10 shows domains and agreed items for C-POS.  

Due to the number and heterogeneity of life-limiting conditions (10), ensuring 

suitability of all items for the entire population proved challenging. Several physical 

symptoms (e.g., dystonia and breathing difficulties) were prioritised in the Delphi 

survey, but not all children with life-limiting conditions experience these. Only pain 

was common across the population. Hence a decision was taken to have a generic 

question regarding symptoms other than pain. The item regarding siblings was not 
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relevant to all families, so a question regarding the impact of the child’s condition on 

the family was worded to incorporate relevant family members.  

Table 10 Mapping of agreed C-POS items onto domains from previous qualitative interview 
study and systematic review(122, 385) 

Child self-report items 

Domain Question item 

Physical Pain 

Other symptoms 

Social and practical Being able to ask questions 

Being able to undertake usual activities 

Emotional and psychological Worry 

Sharing feelings 

Being able to do things you enjoy 

Spiritual/existential Being able to do things you enjoy 

Living life to the fullest 

Parent/carer items 

Physical Getting enough sleep 

Social/practical Access to information about child’s 
condition 

Support needed to care for child 

Support to plan for future care 

Emotional/psychological Impact of child’s condition on family 

Spiritual/existential Support to plan future care 

 

7.5 Initial versions of C-POS 

The outcome of the paper presented above was the generation of five versions of C-

POS ready for cognitive testing.  The wording of the items in these versions is 

shown in Table 15 . More evidence was required to inform recall period and 

response format for children eight years old and over, which is explored more in 

Chapter 8. A decision was made at this stage to name the child self-report C-POS 

versions after planets (Mercury, Saturn and Neptune). 
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Table 11 Initial C-POS items 

Items regarding the child or young person 

Mercury version 

Child 5-7 years (or 
equivalent ability) 

Saturn Version 

Child 8-12 years 
(or  equivalent 
ability) 

Neptune version 

Young person 13-
17 years (or 
equivalent ability) 

Proxy version A 

Parent/carer of 
child < 2years  

 

Proxy version B 

Parent/carer of 
child > 2 years 

 

 

How much have 
you hurt yesterday 
and today? 

How much have 
you hurt ...? 

How much have 
you been affected 
by pain..? 

How much has your 
child been affected 
by pain in the past 
week? 

How much has your 
child been affected 
by pain over the 
past week? 

How much have 
you had other 
problems with your 
body yesterday and 
today? 

How much have 
you had other 
problems with your 
body ....? 

How much have 
you been affected 
by other problems 
with your body..? 

How much has your 
child been affected 
by other symptoms 
in the past week? 

How much has your 
child been affected 
by other symptoms 
in the past week? 

Have you felt 
worried yesterday 
or today? 

How much have 
you worried ...? 

How much have 
you felt worried ...? 

Has your child cried 
more than usual 
over the past 
week? 

How much has your 
child worried over 
the past week? 

How much have 
you been able to do 
the things that are 
fun yesterday and 
today? 

How much have 
you been able to do 
the things that you 
enjoy/are important 
to you...? 

How much have 
you been able to do 
the things that you 
enjoy/are important 
to you...? 

How much has your 
child been able to 
do the things that 
they enjoy in the 
past week? 

How much has your 
child been able to 
do the things that 
they enjoy/are 
important to them in 
the past week? 

Have you been able 
to enjoy your life as 
much as possible 
yesterday and 
today? 

How much have 
you been able to 
live your life to the 
fullest...? 

How much have 
you been able to 
live your life to the 
fullest...? 

How much has your 
child been able to 
reach their full 
potential in the past 
week? 

How much has your 
child been able to 
live life to the fullest 
in the past week? 

Have you been able 
to talk to people 
about how you feel 
yesterday and 
today? 

How often have you 
had the opportunity 
to share your 
feelings..? 

How often have you 
had the opportunity 
to share your 
feelings..? 

Has your child been 
able to express 
their feelings in the 
past week? 

How often has your 
child had the 
opportunity to share 
their feelings in the 
past week? 

Have you been able 
to ask questions 
about your illness 
yesterday or today? 

How often have you 
been able to ask 
the questions you 
wanted to...? 

How often have you 
been able to ask 
the questions you 
wanted to...? 

How often has your 
child been able to 
communicate their 
needs in the past 
week? 

How often has your 
child been able to 
ask the questions 
they wanted to in 
the past week? 

Have you been able 
to do the things you 
normally would 
yesterday and 
today? 

Have you been able 
to do the things you 
usually would ...? 

Have you been able 
to do the things you 
usually would ...? 

How often has your 
child been able to 
do the things they 
usually would in the 
past week? 

How often has your 
child been able to 
do the things they 
usually would in the 
past week? 

Items regarding the family 

Have you had as much information as you wanted about your child’s illness over the past week?  
Have you had the support you needed to care for your child over the past week?  
How often has you child’s illness impacted family members during the past week?  
In the past week, to what extent have you felt supported in planning for your child’s future care?  
Have you been able to get enough rest and sleep over the past week?  
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7.6 Summary  

This chapter presents the results from phase 2 (objective v) of this study, the item 

generation stage of C-POS development.  Items included in the initial C-POS 

versions demonstrate robust content validity, relevance, and comprehensiveness 

within the target population. The next step in this study is to cognitively test the five 

versions of C-POS for relevance, comprehensiveness, comprehensibility, and 

acceptability within the target population.
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Chapter 8 Results – Cognitive testing of initial C-POS versions 
(objective vi).  

8.1 Introduction 

This chapter presents the results of Phase 3 (objective vi) of this study. The aim of objective 

vi was to cognitively test the five versions of C-POS described in Table 15 with children and 

young people and their parents/carers to ensure relevance, comprehensiveness, 

comprehensibility, feasibility, and acceptability. Figure 8-1 shows where this fits into the 

overall study. 

 

 

Figure 8-1 Graphic depicting where Chapter 9 fits into the overall study. 

 

C-POS version selection for child participants was guided by developmental age, allowing the child 
and their parent to choose the most appropriate version. The systematic review presented in Chapter 
4 demonstrated challenges in ascertaining at what chronological or developmental age children can 
reliably use longer recall periods and more complex response formats (237).  In all children eight 
years old and over (or equivalent ability), both a three- and five-point response scale format was 
tested, along with recall periods of the past week, and yesterday and today ( 

Figure 8-2). Children under eight years old (or equivalent ability) were given a three-point 

response format and a recall of yesterday and today. The use of emojis to anchor response 

formats was based on evidence presented in chapters Chapter 4 and Chapter 5, with a 

smiling emoji representing the positive outcome for the item (237, 384). All child versions of 

C-POS had eight questions (Table 11).  

Parent/proxy versions of C-POS had a recall period of the past week and a 5-point Likert 

response format (Never, Almost never, Sometimes, Often, All of the time). Parent/proxy 

versions contained eight questions about the child (identical concepts to child self-report 

items), and five about the family (Table 11). 



Chapter 8. Results – Cognitive testing of initial C-POS versions (objective vi). 

 185 

Never Sometimes  Most of the 
time 

☐  ☐   ☐   
😀  😐  ☹  

 

Never Almost never Sometimes  Often Most of the 
time 

☐  ☐   ☐   ☐   ☐   
😀  🙂  😐  😕  ☹  

 

Figure 8-2 Response formats tested with children and young people 

 

8.2 Cognitive testing of the Children’s Palliative Outcome Scale (C-POS) with 
children and young people and their parent/carers. 

8.2.1 Sample characteristics 

Forty-eight individuals (36 parents; 12 children) participated in cognitive interviews between 

June 2021 and April 2022 (see Table 12 for demographics). Diagnoses are classified 

according to ICD-10 chapter headings to preserve participant anonymity, as many life-

threatening conditions are rare (11). 

 

 

 

 

 

 

 

 
Table 12. Sample characteristics 

Parent/carer of child testing < 2years C-POS version (n=10; )  
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Gender 7 female: 3 male 
Age (years) (mean; range) 34.9 (30-41) 
Age of child (months) (mean; range) 26.1 (2.5-108)* 
Diagnosis of child 1 Cancer 

5 Congenital 
1 Metabolic 
3 Neurological 

Ethnic background 2 Asian/Asian British  
8 White British 

Length of interview (minutes) (mean; range) 74.2 (37-144) 
Parent/carer of child testing > 2years C-POS version (n= 26) 

Gender 22 female: 4 male 
Age (years) (mean; range) 45.4 (32-60) 
Age of child (years) (mean; range) 10.7 (2-17) 
Diagnosis of child 4 Cancer 

6 Congenital 
3 Metabolic 
13 Neurological 

Ethnic background 1 Black/Black British 
1 Other 
24 White British 

Length of interview (minutes) (mean; range) 60.6 (25-121) 
Children testing 5- 7 years C-POS version(n=3) 

Gender 1 female: 2 male 
Age (years) (mean; range) 11 (7-16)* 
Diagnosis  1 Congenital 

2 Neurological 
Ethnic background 3 White British 
Length of interview (minutes) (mean; range) 32.7 (26-42) 

Child testing 8-12 years C-POS version (n=6) 
Gender 6 female 
Age (years) (mean; range) 11.5 (10-13)* 
Diagnosis  2 Cancer 

1 Congenital 
3 Neurological 

Ethnic background 1 Other 
5 White British 

Length of interview (minutes) (mean; range) 38.0 (13.5**-83) 
Young person testing 13-17 years C-POS version (n=3) 

Gender 1 female; 2 male 
Age (years) (mean; range) 15.0 (14-16) 
Diagnosis  1 Cancer 

1 Congenital 
1 Neurological 

Ethnic background 3 White British 
Length of interview (minutes) (mean; range) 53.5 (39.0-69.5) 

 

*Version was tested according to ability not chronological age; ** one participant only completed three 
questions and was too unwell to continue. 

8.2.2 Main findings 

C-POS was tested over two to seven rounds dependent on version. Interview results and 

subsequent changes made to C-POS are displayed in Table 13 and Table 14. All 
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participants were able to participate in the cognitive interview process after the practice task. 

Some children under eight years old needed direction and explanation from a parent during 

the first few questions. Understanding of the ‘think aloud’ task then improved. Participants 

less than 8 years old (or equivalent ability) frequently needed a verbal explanation of 

measure items prior to responding.   

Findings related to all versions. 

In round one participants responded to items in terms of frequency alone, so quantifiers 

(how much, how often) were removed from the stem of questions so that they began with 

‘Have you been affected by’…'. In subsequent rounds, participants responded in terms of 

how much they had been affected by a symptom or concern.  

The original response format in the child versions was amended so that 'most of the time' 

became 'always'. Children felt this fitted with 'never' at the other end of the scale and wanted 

definitive always and never response options. 

8.2.3 Child and young person versions 

The child versions of C-POS were tested over two rounds. 

Comprehension. In round one, two items posed comprehension problems, and these were 

amended and tested in round two. Children less than 12 years old (or equivalent ability) did 

not understand the term 'live life to the fullest'. This was amended to 'enjoy life as much as 

possible'. Those less than eight years old (or equivalent ability) found difficulty 

understanding the term 'sharing feelings'. This was changed to 'been able to talk to people'. 

These changes were understood well.   

'I: And so, when we ask about sort of live your life to the fullest, what are you 

thinking about in those things? 

P: I don't know.' (13-year-old with a congenital condition) 

Retrieval. All participants 13 years old and over (or equivalent ability) could recall the past 

week and were able to respond to items using this recall period. They also preferred this 

option to 'yesterday and today'. 

'I think again it [yesterday and today] isn’t a long enough timescale so I do prefer 

the past week' (15-year-old with a neuromuscular condition) 
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Retrieval ability varied in eight to twelve year olds (or equivalent ability), with some only 

being able to recall yesterday and today, and some responding to things that had happened 

since the start of the week or weekend, rather than the past seven days. Those under eight 

years old sometimes struggled with the concept of yesterday, reporting only on the current 

day. No changes were made to the recall period as intention is in practice to use the version 

most appropriate for the child's developmental ability.  

Judgement. Participants under eight years old (or equivalent ability) initially needed some 

support from their parent to formulate a response. The ability to respond independently 

improved as they moved through the measure. The questions regarding 'usual activities' and 

'things you enjoy' posed difficulties for some participants. There was uncertainty about 

whether the benchmark for responding should be: activities undertaken pre-diagnosis, 

current activities, or activities they were able to undertake before the COVID-19 pandemic.  

'Like, have you been able to do the things that you usually would, before having 

your disease? Or like, as in, like you, that you usually do, with your disease, but 

you've just had another thing happened.' (12-year-old with cancer) 

Response. All participants 13 years old and over (or equivalent ability) could use a five-point 

response format and expressed preference for this option over the three-point response 

format.  

'Um, because there's more options. Easier to find one that… makes sense.' (14-

year-old with cancer) 

There was variability in those eight to twelve years old (or equivalent ability), with some 

being able to use a five-point response format and some managing better with a three-point 

format.   

Participants were able to describe in which circumstances they would choose specific 

response options, suggesting understanding of how to use these: 

'Because, in my week, I get, I have Monday to Friday of radiotherapy, so that's 

every single day, and then I get Saturday and Sunday off. So then I think, I get 

like, a good few days of doing things that I really enjoy. But then, if I think about 

yesterday or today, that could be a Sunday or a Saturday, and I would say, 

Yeah, that's often. Then I would say, if it was a Tuesday or Wednesday, I would 

say sometimes.' (12-year-old with cancer) 
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Acceptability. All children found the measure content and number of questions acceptable 

and all questions were reported to be important. The emojis used to anchor the Likert 

response scales were well-liked and made it easier to select a response option. 

'All of them [the questions] were important to me.' (7-year-old with a congenital 

condition) 

'Thank you. It's been good. It's been good to have someone ask questions that 

are, like, asking about how I actually feel about everything. Not just, are you in 

pain? Do you need some paracetamol?' (12-year-old with cancer) 

 
8.2.4 Parent/carer versions 

The CPOS version for parents of children two years old and over was tested over seven 

rounds; the version for parents of children less than two years old over four rounds.  

Comprehension. Most questions were understood by participants, with two posing 

comprehension problems.  When responding to the questions regarding 'reaching full 

potential' (under two years old) and 'being able to 'live life to the fullest' (two years old and 

over), participants compared their child to healthy children. It was intended that this question 

was answered within the context of their child's life-limiting condition.  Amending this to 'live 

life to their fullest' across both proxy versions allowed greater comprehension.  The item 

'having support planning for care' was intended to ask whether participants felt supported in 

advance care planning decisions. However, this was interpreted to mean planning for day-to-

day care needs. Amending this to 'planning for future care' allowed the item to be 

understood as intended. 

Retrieval. Participants had no problems with retrieval. Some suggested a longer recall for 

the 'information needs' item as these needs are often higher at diagnosis. This was not 

changed as recall period is the same for all C-POS items. 

Judgement. There were several issues with judgement, particularly for parents of children 

who are non-verbal.  Terms such as 'sharing feelings' and 'asking questions' were changed 

to 'express feelings' and 'having appropriate information' to be more inclusive of the range of 

children with life-limiting conditions.  Judgement difficulties were also found with the 'crying 

more than usual' item. Participants were unsure whether to include crying due to frustration, 

temper or falling over in their response. They also had difficulty deciding what 'more than 

usual' meant, as babies and young children cry less with age.  This item was amended to 

'displayed signs of worry or anxiety' which improved judgement.  
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'Well… cried, it's probably almost never, but he is getting more upset and 

frustrated with things. But that's, not crying, that's different. So probably almost 

don't. Um no, I think, if we're looking at just proper crying...' (Father of a 19-

month-old with a congenital condition) 

The item 'tiredness and fatigue' also posed difficulty. These were felt to be two different 

concepts requiring different responses. The item was changed to 'been able to get enough 

sleep'. 

'So, I think tiredness and fatigue, sometimes can mean a bit different. Like I think 

tiredness can, like, you could be like lack of sleep. And fatigue could just be like 

exhaustion....'(Mother of a 23-month-old with a congenital condition) 

Response. The 5-point Likert scale was easy to use. Some participants suggested that a 'not 

appropriate to my child' option was added for those who felt that their child had no 

understanding of, or could not articulate, concepts such as worry and information needs.  

Acceptability. Measure length and number of questions was acceptable. Participants found 

some questions upsetting to answer (particularly 'planning future care'), however none felt 

any questions should be removed from the measure. They were all important to ask.   

'You can't not ask those questions because they're important questions.' (Father 

of a 10-week-old with a congenital condition)  

'Some of them [questions] could be upsetting but that goes back to what I said, 

this is just an upsetting situation.' (Mother of a 2-year-old with a congenital 

condition)  

Several participants suggested adding an additional item regarding psychological or 

emotional support for the family. They felt this was not incorporated in the question regarding 

support needed to care for their child.  This was added as question 14. 

Finally, participants wanted the research team to know that when completing a PCOM about 

their child, they expected it to be emotive at times. Despite this, participants all questions 

were important and needed to be asked. They also felt that the process of cognitive 

interviewing made the questions more emotive than they would be in a clinical scenario. 

'I think that anyone who's got a child in palliative care, who's agreed to be in a 

study about palliative care, should know that they might get a little bit upset while 

answering questions cos it's sad, you know?' (Mother of a 2-year-old with a 

congenital condition)  
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'But it's because of the way that we're having to discuss our thought processing 

about why we're -- that is -- that -- that makes it more emotive in this scenario 

than it might have otherwise done' (Mother of a 2-year-old with a neurological 

condition)  

8.3 Final C-POS versions 

All versions of C-POS were tested in their final format as per COSMIN recommendations 

(149).  Details of the final versions are shown Table 15. Recall period and response format 

for each version are informed by the results of cognitive testing which showed that younger 

children require a short recall and simple response format and children over 12 years old (or 

equivalent ability) can recall the past week and use a five-point response format.  Children 

eight to 12 years old (or equivalent ability) showed variability in which recall and response 

format they could use, recalling the past week seemed to be easier than using a five-point 

response scale. 
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Table 13 Main findings from cognitive interviews with children and young people 

Item 
number 

C-POS 
item 

Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes made 
to question 

1 Hurt (5-12 
years) 

 

Pain (13-
17 years) 

Good comprehension in 
those over 8-years-old*. 
Younger children* 
understood after a verbal 
explanation. Question 
answered in terms of 
frequency, rather than 
severity or impact pain had 
on day-to-day life. 

 

The majority of those 
>8 years* could recall 
the past week. Some 
interpreted this to 
mean since Monday or 
the start of the 
weekend. Some <8 
years* struggled with 
yesterday and could 
only report on the 
current day. 

 

Those <8 years * 
needed some help 
from a parent to 
integrate their 
thoughts into a 
response. 

Those >8 years* 
had no difficulties. 

 

 

Some concerns 
that those <8 
years* chose the 
response they 
thought the 
interviewer 
wanted to hear. 
Emojis made 
choosing easier. 

8-12 years* 
showed 
variability in 
ability to use a 
5-point response 
format. 

Those >13 
years* all 
preferred and 
could use 5-
point response 
format. 

‘Most of the 
time’ 
replaced 
with ‘All of 
the time. 

Quantifiers 
removed from 
beginning of 
question (How 
much, how often 
etc) to allow 
severity and 
impact to be 
reported in 
addition to 
frequency. 

2 Other 
problems 
with your 
body 

Well-understood by those 
>8-years old*. Young 
children sometimes needed 
a verbal explanation. One 
participant included 
emotional problems. 

The majority of those 
>8 years* could recall 
the past week. One <8-
year-old* could only 

No problems 
integrating 
thoughts into a 
response.  

Those <8 years* 
could use the 3-
point response 
format. 8-12 
years* showed 
variability in 

As above Quantifiers as 
above 
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Item 
number 

C-POS 
item 

Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes made 
to question 

Question answered in terms 
of frequency, rather than 
severity or impact symptoms 
had on day-to-day life. 

 

remember the current 
day. 

 

ability to use a 
5-point response 
format. 

Those >13 
years* all 
preferred and 
could use 5-
point response 
format. 

 

3 Worry Good comprehension in all 
participants except one 5–7-
year-old*. 

All those >8 years* 
could recall the past 
week. One participant 
<8 years* could not 
understand the recall 
period yesterday and 
today and discussed 
salient events in the 
recent past. 

All but one 
participant (5-7 
years*) could 
integrate their 
thoughts into an 
appropriate 
response. 

As above 

 

As above Quantifiers as 
above 

4 Sharing 
feelings 

Good comprehension. One 
5–7-year-old* required a 
verbal explanation from 
parent to understand the 
question. 

All participants could 
retrieve the information 
required. All those >8 
years* except one 
participant could recall 
the past week. 

No problems 
integrating 
thoughts into an 
appropriate 
response. 

As above As above Quantifiers as 
above 

‘Sharing feelings’ 
changed to ‘been 
able to talk to 
people’ in 5-7 
year old* version 
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Item 
number 

C-POS 
item 

Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes made 
to question 

5 Being able 
to do the 
things you 
usually 
would 

Good comprehension. One child <8years* 
could only recall the 
current day. One >8 
years* thought back to 
the start of the 
weekend (interview 
was a Wednesday). 

 

Several children 
>8-years-old* 
wanted clarity 
regarding whether 
usual things were 
those done 
currently, pre-
diagnosis or pre 
COVID-19 
pandemic. 

As above As above Quantifiers as 
above 

6 Being able 
to do 
things that 
are fun (5-
7 years) 

 

Being able 
to do 
things you 
enjoy (8-17 
years) 

Good comprehension – all 
could explain the difference 
between ‘usual activities’ 
and ‘fun things/things you 
enjoy’. 

Those <8 years* could 
recall yesterday and 
today. Those >8 years* 
could recall the past 
week, although one 
referred back to start of 
the week (interview 
was mid-week).  

 

No major 
problems 
integrating 
thoughts into a 
response. 

One participant 
asked same 
question as above 
regarding pre/post 
diagnosis and 
COVID-19 
pandemic. 

As above 

 

As above Quantifiers as 
above 
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Item 
number 

C-POS 
item 

Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes made 
to question 

7 Enjoying 
life as 
much as 
possible 
(5-7 years) 

 

Living life 
to the 
fullest (8-
17 years) 

Younger children 
understood ‘enjoying life as 
much as possible’. For 
children aged 8-12* only half 
understood ‘living life to the 
fullest’. The rest preferred 
the 5–7-year* question. 

Children > 13 years* could 
comprehend and explain 
what living life to the fullest 
meant to them. 

One child <8 years* 
answered generally 
without relating 
response to required 
recall period. Those > 
8years * could recall 
the past week. One 8-
12-year-old* expressed 
a preference for a 
recall of yesterday and 
today.  

 

No problems 
integrating 
thoughts in to a 
response.   

As above As above Quantifiers as 
above 

 

‘Living life to the 
fullest’ changed 
to ‘Enjoy life as 
much as 
possible’ in 8–12-
year-old* version 

8 Being able 
to ask 
important 
questions 

No problems with 
comprehension in those >8 
years*. Younger children 
needed a verbal explanation 
of what the question meant. 

One <8-year-old* could 
only recall the current 
day. 

Those >8-years* could 
recall the past week. 

No problems 
integrating 
thoughts into a 
response. 

 

As above As above Quantifiers as 
above 

* Or equivalent ability 
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Table 14 Main findings from cognitive interviews with parent/proxies 

Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

Parent/proxy items 

1 Pain  No problems No problems No problems. Those 
with children <2 years 
or non-verbal children 
could all formulate a 
response based on 
child’s behavioural 
cues. 

No problems. 
Answered in terms 
of frequency, rather 
than severity and 
distress. 

Extra 
response 
option 
added ‘Not 
appropriate 
to my child’ 

Quantifiers 
removed from 
beginning of 
question (How 
much, how 
many etc) to 
allow severity 
and impact to 
be reported in 
addition to 
frequency. 

2 Other symptoms No problems No major 
problems. A few 
participants 
spoke of 
answering based 
on events of 
approximately the 
past week, as if 
your child is 
unwell days all 
merge together. 

No problems arriving 
at a response. 

No problems As above Quantifiers as 
above 
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Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

3 Crying more than 
usual (<2 years) 

Affected by worry 
(>2 years) 

No problems  No problems <2 years - Participants 
had difficulty judging 
which episodes of 
crying to include when 
formulating a 
response i.e., crying 
due to frustration, 
tantrums, pain, falling 
over, hunger. Also, 
participants struggled 
to judge what ‘more 
than usual’ meant as 
crying often becomes 
less frequent as 
babies get older. 

>2years – parents of 
children who were 
non-verbal had 
difficulty formulating a 
response. This 
question worked 
much better when 
wording was changed 
to ‘expressed anxiety 
or worry’. 

All response options 
understood. 
Participants 
struggled to choose 
an option due to 
issues with 
judgement. 

As above Quantifiers as 
above. 

<2-years 
changed to 
‘displayed 
signs of worry 
or anxiety over 
the past week 
e.g., by being 
more irritable, 
sad, clingy or 
withdraw’'. 

>2 years 
changed to 
‘expressed 
anxiety and 
worry’ 
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Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

4 Express feelings 
(<2 years) 

Opportunity to 
share feelings (>2 
years) 

No problems. No problems Some difficulty in 
judging which 
response to pick for 
children who were 
non-verbal or who had 
developmental delay 
as they could not 
verbally share 
feelings. The question 
worked better when it 
was changed to 
‘opportunity to 
express feelings’. 

All response options 
understood. This 
question worked 
better for parents of 
children who could 
not express feelings 
in a meaningful way 
when the ‘not 
appropriate to my 
child option’ was 
added. 

As above Quantifiers as 
above. 

>2years 
changed to 
‘opportunity to 
express 
feelings’ 

5 Being able to do 
the things child 
usually would 

One participant 
struggled to articulate 
the difference 
between this item and 
the following item 
about things the child 
enjoys doing. All other 
participants could 
describe and 
understand the 
difference. 

No problems No problems 
formulating a 
response 

No problems As above Quantifiers as 
above. 

 

6 Being able to do 
things child enjoys  

No problems No problems Most participants no 
problems formulating 
a response. One 
participant questioned 
whether the item was 
appropriate for a 5-
month-old baby and 

No problems  As above Quantifiers as 
above. 
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Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

struggled to formulate 
a response. 

7 Reach full 
potential (<2 
years) 

Live life to the 
fullest (>2 years) 

The majority of 
participants whose 
child was <2years 
understood ‘full 
potential’ to mean in 
comparison to a 
healthy child. Only 
two interpreted it as 
being in the context of 
their child’s condition. 

>2 years - 
Participants 
interpreted ‘live life to 
the fullest’ as 
comparing their child 
to healthy children.   

No problems <2-year version - 
Some difficulty due to 
problems 
comprehending the 
question. Some 
participants were 
unsure what their 
child’s ‘full potential’ 
was and whether this 
was related to 
physical development 
or ability. 

>2 years - Amending 
to ‘live life to their 
fullest’ worked better 
and allowed 
participants to talk 
about the child in the 
context of their 
condition. 

<2 years - 
Response options 
were understood 
but most 
participants 
struggled to choose 
one due to 
comprehension and 
judgement issues. 
This improved when 
‘not appropriate to 
my child’ as added 
as a response 
option. 

>2 years no 
problems. 

As above Quantifiers as 
above. 

Both versions 
changed to 
‘Has your child 
been able to 
live life to their 
fullest’ 
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Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

8 Communicate 
needs (<2 years) 

Ask questions (>2 
years) 

No problems No problems <2 years No problems 

>2 years - participants 
struggled to formulate 
an answer if their child 
was non-verbal. This 
improved when the 
wording was changed 
to 'had the appropriate 
information for them 
about their condition'. 

No problems As above Quantifiers as 
above. 

>2years 
changed to 
‘had the 
appropriate 
information for 
them about 
their condition’ 

Items about the family 

9 Information about 
child's illness 

No problem. Several 
participants 
suggested the term 
'illness' should be 
changed to 'condition'. 

No problems 
recalling the past 
week. Some 
participants felt 
that the recall 
period should be 
longer for this 
question, as the 
need for 
information 
reduces after 
initial diagnosis 

Most participants had 
no issues with 
judgement. Two 
struggled to decide 
what type of 
information they 
should include when 
formulating their 
response e.g., 
medication 
management, 
condition-specific. 

Most participants 
understood the 
responses. One 
suggested a 
dichotomous yes/no 
response option 
would be better. 

No changes Quantifiers as 
above. 

'Illness' 
changed to 
'condition'. 

10 Support needed 
to provide care 

No problems No problems No problems. Most 
participants discussed 
medical, psycho-
emotional and 
practical support. 

No problems No changes Quantifiers as 
above. 
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Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

11 Planning for care Participants 
interpreted this item to 
be about planning 
child's immediate 
care, such as respite 
stays and home care. 
When the term 'future' 
was added this 
changed to 
understanding it to be 
about anticipatory 
planning for the 
future. 

No problems No problems with 
judging a response. 
When the term 'future' 
was added to the 
question, participants 
spoke about advance 
care planning and 
transition. 

No problems No changes Quantifiers as 
above. 

Changed to 
‘planning for 
future care’ as 
question was 
intended to 
ask about 
advance care 
planning. 

12 Impact of child’s 
illness on family 

No problem. Several 
participants 
suggested the term 
'illness' should be 
changed to 'condition'. 

No problems No problems No problems No changes Quantifiers as 
above. 

Term ‘illness’ 
replaced with 
‘condition’ 

13 Parent/carer 
tiredness/fatigue 

No problems No problems Most participants felt 
fatigue and tiredness 
were two different 
concepts and should 
be asked about 
separately.  
Judgement was 
improved when 
question was 
amended to ‘able to 
get enough sleep’. 

Difficult to choose a 
response due to 
judgement issues 
regarding using the 
terms fatigue and 
tiredness in the 
same question. 
Response was 
improved when 
question was 

No changes Quantifiers as 
above. 

Changed to 
‘able to get 
enough sleep’. 
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Item 
number 

C-POS item Comprehension Retrieval Judgement  Response Changes 
made to 
response 
format 

Changes 
made to 
question 

changed to asking 
about sleep. 

14 Access to 
psychological and 
emotional support 
(question added 
to final round of 
cognitive testing) 

No problems No problems Participants discussed 
both formal 
psychological and 
emotional support, as 
well as informal 
support from family 
and friends. 

No problems No changes No changes 

 

 

 

 

 

 

 

 

 

 

 

 



Chapter 8. Results – Cognitive testing of initial C-POS versions (objective vi). 

 203 

Table 15 Final C-POS versions 

 
Version Respondent Number of 

questions 
Recall 
period 

Response 
format 

Total number of 
participants version 
cognitively tested 
with 

Number of 
rounds of 
cognitive 
testing 

Number of 
participants final 
version tested in 

A Parent/carer of younger 
and non-communicative 
children 

14 (8 about the 
child; 6 about 
the family) 

Past week 5-point Likert 
scale + not 
appropriate to my 
child 

10 4 3 

B Parent/carer of older 
children and those who 
can communicate 

14 (8 about the 
child; 6 about 
the family) 

Past week 5-point Likert 
scale + not 
appropriate to my 
child 

26 7 5 

Mercury 

 

Child self-report - 
appropriate for children 
with a development age of 
5-7 years 

8 Yesterday 
and today 

3-point Likert 
anchored with 
emojis 

3 2 2 

Saturn 

 

Child self-report - 
appropriate for children 
with a developmental age 
of 8-12 years 

8 Past week 3-point Likert 
anchored with 
emojis 

6 2 1 

Neptune Child self-report - 
appropriate for children 
with a development age of 
13-17 years 

8 Past week 5-point Likert 
anchored with 
emojis 

3 2 2 
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8.4 C-POS versions after cognitive testing 

This section shows the final output of this thesis, which is five cognitively tested 

versions of C-POS which demonstrate face and content validity as well acceptability 

and feasibility within the target population.  Table 16 shows the number of 

participants recuited across the whole of C-POS development process presented in 

this thesis. It demonstrates that the experiences of children and young people with a 

range of life-limiting and life-threatening conditions have been captured. 

Table 16 Participants recruited by diagnostic category. 

ICD-10 chapter heading Number of participants 

Cancer 21 (9 children; 12 parents) 

Circulatory 3 (3 parents) 

Congenital 32 (6 children; 23 parents; 3 siblings) 

Gastro-intestinal 16 (10 children; 4 parents; 2 siblings) 

Genito-urinary 3 (3 parents) 

Infectious disease 2 (2 parents) 

Metabolic 19 (1 child; 17 parents; 1 sibling) 

Neurological 52 (11 children; 34 parents; 7 siblings) 

Perinatal 1 (1 parent) 

Respiratory 1 (1 child) 
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8.4.1 Mercury version  

 

' 

C-POS – Mercury version (5-7 
years or equivalent ability) 

 

 

PART A: QUESTIONS FOR CHILD ABOUT SYMPTOMS AND CONCERNS 

1) Has your body hurt yesterday or today? 

Never Sometimes  All of the time 

☐  ☐  ☐  
!"#$%&  !'()*+  ,-./01  

 

2) Have you had other problems with your body yesterday or today? 

Never Sometimes  All of the time 

☐  ☐  ☐  
!"#$%&  !'()*+  ,-./01  

 

3) Have you felt worried yesterday or today?  

Never Sometimes  All of the time 

☐  ☐  ☐  
!"#$%&  !'()*+  ,-./01  

 

4) Have you been able to talk to people about how you feel yesterday or today?  

Never Sometimes  All of the time 

☐  ☐  ☐  
,-./01  !'()*+  !"#$%&  

 

5) Have you been able to do the things that are fun yesterday or today? 

Never Sometimes  All of the time 

☐  ☐  ☐  
,-./01  !'()*+  !"#$%&  
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6) Have you been able to do the things that you usually would yesterday or today? 

Never Sometimes  All of the time 

☐  ☐  ☐  
,-./01  !'()*+  !"#$%&  

 

7) Have you been able to enjoy your life as much as possible yesterday and today? 

Never Sometimes  All of the time 

☐  ☐  ☐  
,-./01  !'()*+  !"#$%&  

 

 

8) Have you been able to ask questions about your illness yesterday or today? 

Never Sometimes  All of the time 

☐  ☐  ☐  
,-./01  !'()*+  !"#$%&  
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8.4.2 Saturn version 

 
 

C-POS – Saturn version (8-12 
years or equivalent ability) 

 

PART A: QUESTIONS FOR CHILD ABOUT SYMPTOMS AND CONCERNS 

1 Has your body hurt over the past week?  

Never Sometimes  All of the time 

☐  ☐   ☐   
!"#$%&  !'()*+  ,-./01  

 

2) Have you had other problems with your body over the past week? 

Never Sometimes  All of the time 

☐  ☐   ☐   
!"#$%&  !'()*+  ,-./01  

  

3) Have you felt worried over the past week?  

Never Sometimes  All of the time 

☐  ☐   ☐   
!"#$%&  !'()*+  ,-./01  

 

4) Have you had the opportunity to share your feelings over the past week? 

 

Never Sometimes  All of the time 

☐  ☐   ☐   
,-./01  !'()*+  !"#$%&  

 

5) Have you been able to do the things that you usually would over the past week? 

Never Sometimes  All of the time 

☐  ☐   ☐   
,-./01  !'()*+  !"#$%&  

 

6) Have you been able to do the things that you enjoy over the past week? 
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Never Sometimes  All of the time 

☐  ☐   ☐   
,-./01  !'()*+  !"#$%&  

 

7) Have you been able to enjoy your life as much as possible over the past week? 

Never Sometimes  All of the time 

☐  ☐   ☐   
,-./01  !'()*+  !"#$%&  

 

8) Have you been able to ask the questions that are important to you over the past week? 

Never Sometimes  All of the time 

☐  ☐   ☐   
,-./01  !'()*+  !"#$%&  
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8.4.3 Neptune version 

 
 

C-POS – Neptune version (13-17 
years or equivalent ability) 

 

 

PART A: QUESTIONS FOR CHILD OR YOUNG PERSON ABOUT SYMPTOMS AND CONCERNS 

1) Have you been affected by pain over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
!"#$%&  23456  !'()*+  !789:;  ,-./01  

  

2) Have you been affected by other problems with your body over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
!"#$%&  23456  !'()*+  !789:;  ,-./01  

  

3) Have you felt worried over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
!"#$%&  23456  !'()*+  !789:;  ,-./01  

 

4) Have you had the opportunity to share your feelings over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
,-./01  !789:;  !'()*+  23456  !"#$%&  

  

5) Have you been able to do the things that you enjoy over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
,-./01  !789:;  !'()*+  23456  !"#$%&  
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6) Have you been able to do the things that you usually would over the past week?  

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
,-./01  !789:;  !'()*+  23456  !"#$%&  

 

 

7) Have you been able to live your life to the fullest over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
,-./01  !789:;  !'()*+  23456  !"#$%&  

 

  

8) Have you been able to ask the questions that are important to you over the past week? 

Never Almost never Sometimes  Often All of the time 

☐  ☐  ☐  ☐  ☐  
,-./01  !789:;  !'()*+  23456  !"#$%&  
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8.4.4 Parent carer version A (child < 2 years or equivalent ability) 

PART A: QUESTIONS ABOUT YOUR CHILD 

 

1) Has your child been affected by pain over the past week? 

Never Almost never Sometimes  Often All of the time 

          

 

2) Has your child been affected by other symptoms over the past week? 

Never Almost never Sometimes  Often All of the time 

          

 

3) Has your child displayed signs of worry or anxiety over the past week e.g., by being more irritable, 
sad, clingy or withdrawn? 

Never Almost never Sometimes  Often All of the time 

          

 

4) Has your child been able to express their feelings over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

5) Has your child been able to do the things they enjoy over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

 

6) Has your child been able to do the things they usually would over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 
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7) Has your child been able to live life to their fullest over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

8) Has your child been able to communicate their needs over the past week? 

 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

 

PART B: QUESTIONS ABOUT YOU AND YOUR FAMILY 

9) Have you had access to the information you needed about your child’s condition over the past 
week? 

Never Almost never Sometimes  Often All of the time 

          

 

10) Have you had the support you needed to care for your child over the past week? 

Never Almost never Sometimes  Often All of the time 

          

 

11)  Have you felt supported in planning for your child’s future care over the past week? 

Never Almost never Sometimes  Often All of the time 

          

 

12) Have you had access to the emotional support you needed over the past week? 

Never Almost never Sometimes  Often All of the time 
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13) Has your child’s condition impacted you or your family over the past week? 

Never Almost never Sometimes  Often All of the time 

          

 

 

14) Have you been able to get enough sleep over the past week? 

Never Almost never Sometimes  Often All of the time 
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8.4.5 C-POS parent/carer proxy-report for children 2-17 years old or 
equivalent ability 

 

PART A: QUESTIONS ABOUT YOUR CHILD 

1) Has your child been affected by pain over the past week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   

 

2) Has your child been affected by other symptoms over the past week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   

 

3) Has your child expressed anxiety or worry over the past week?  

Not appropriate 
to my child* 

Never Almost never Sometimes  Often All of the time 

☐ ☐   ☐   ☐   ☐   ☐   

 

4) Has your child had the opportunity to express their feelings about their condition over the past 
week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

5) Has your child been able to do the things they enjoy over the past week?  

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

6) Has your child been able to do the things they usually would over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 
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7) Has your child been able to live life to their fullest over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

8) Has your child had the appropriate information for them about their condition over the past week? 

Never Almost 
never 

Sometimes  Often All of the time Not appropriate 
to my child* 

☐   ☐   ☐   ☐   ☐   ☐ 

 

PART B: QUESTIONS ABOUT YOU AND YOUR FAMILY 

9) Have you had access to the information you needed about your child’s condition over the past 
week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   

 

10) Have you had the support you needed to care for your child over the past week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   

 

11) Have you felt supported in planning for your child’s future care over the past week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   

 

12) Have you had access to the emotional support you needed over the past week? 

Never Almost never Sometimes  Often All of the time 

          

 

13)  Has your child’s condition impacted you or your family over the past week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   
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14) Have you been able to get enough sleep over the past week? 

Never Almost never Sometimes  Often All of the time 

☐   ☐   ☐   ☐   ☐   
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Chapter 9 Discussion and integration of main findings 

9.1 Summary of main findings and scientific contribution 

This thesis presents the robust development and initial testing of a child-centred 

outcome measure (C-POS) for use with children and young people with life-limiting 

and life-threatening conditions and their families from birth up until their 18th 

birthday. Face and content validity, and acceptability and feasibility of use of C-POS 

have been demonstrated in this research. Measure content was informed by semi-

structured qualitative interviews with key stakeholders (including children and young 

people), a systematic review to inform recall period, response format and 

administration mode, and work with a young person’s advisory group. Item 

generation was informed by a Delphi survey with key stakeholders, further work with 

the young person’s advisory group and an item generation meeting. Finally, item 

improvement was achieved by testing the C-POS versions with children and young 

people and their parent/carers in a cognitive interview study. Throughout each 

phase of this thesis, the COSMIN methodology for assessing the quality of studies 

on PROM content validity were followed (149). This has ensured robust evidence of 

face and content validity, comprehensiveness, and comprehensibility. Table 17 

highlights how the aspects of the COSMIN criteria for good content validity were 

achieved within this thesis. Items 1-5 and 7 in Table 17 also contribute to the 

demonstration of acceptability of C-POS. Items 8-10 demonstrate feasibility within 

the target population.
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Table 17 Aspects of thesis mapped on to COSMIN criteria for good content validity. 

Relevance 
 COSMIN content validity criteria How aspect was achieved in this thesis 
1. Are the included items relevant for the construct of interest? Phase 1 - qualitative interview study (objective ii and iii). 

Phase 2 - Delphi survey and item generation meeting (objective v) 
Phase 3 - cognitive interview study (objective vi) 

2. Are the included items relevant for the target population of interest? Phase 1 - qualitative interview study (objective ii and iii). 
Phase 2 - Delphi survey and item generation meeting (objective v) 
Phase 3 - cognitive interview study (objective vi) 

3. Are the included items relevant for the context of use of interest? Phase 1 - qualitative interview study (objective ii and iii). 
Phase 2 - Delphi survey and item generation meeting (objective v) 
Phase 3 - cognitive interview study (objective vi) 

4. Are the response options appropriate? Phase 1 - qualitative interview study, YPAG group meeting and 
systematic review (objective i). 
Phase 2 - item generation meeting (objective v) 
Phase 3 - cognitive interview study (objective vi) 

5. Is the recall period appropriate? Phase 1 - qualitative interview study, YPAG group meeting and 
systematic review (objective i). 
Phase 2 - item generation meeting (objective v) 
Phase 3 - cognitive interview study (objective vi) 

Comprehensiveness 
 COSMIN content validity criteria  
6. Are no key concepts missing? Phase 2 - Delphi survey (objective v) 

Phase 3 - cognitive interview study (objective vi) 
Comprehensibility 

 COSMIN content validity criteria Phase 3 - cognitive interview study (objective vi) 
7. Are the PROM instructions understood by the population of interest as 

intended? 
Phase 3 - cognitive interview study (objective vi) 

8. Are the PROM items and response options understood by the population of 
interest as intended? 

Phase 3 - cognitive interview study (objective vi) 

9. Are the PROM items appropriately worded? Phase 3 - cognitive interview study (objective vi) 
10 Do the response options match the questions? Phase 3 - cognitive interview study (objective vi) 
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9.2 Objective i) - To determine optimal recall period, response format 
and administration mode for patient-centred outcome measures in 
children and young people. 

This objective was achieved in three ways. Firstly, I conducted a systematic review 

that aimed to appraise the evidence on response scale type, recall period, 

administration mode and approaches to enable children and young people under 18 

years old to participate in valid and reliable self-reporting of their health outcomes. 

Secondly, participants in the semi-structured qualitative interview study were asked 

questions on their preferences regarding recall period, response format and 

administration mode of C-POS. Finally, the young person's advisory group were 

consulted for their perspectives on optimal recall period, response format and 

administration mode for the measure. Using the research evidence and engagement 

from these three sources has enhanced the acceptability and feasibility of C-POS 

for children to self-report. 

In order to be able to self-report on their own health outcomes, children must have 

an idea of self-concept and be able to express this. They must also be able to 

understand the basic notions of health and illness, have sufficient ability to focus on 

completing a measure and be able to discriminate between available response 

options, recall their health experiences and formulate a response (314). Evidence 

suggests that until the age of four to five years old, children have limited language 

and thought processes, so their ability to do this is limited (252). 

Most of the studies included in the systematic review reported on response format, 

predominantly Likert type scales anchored with words, numbers, or faces. Evidence 

shows that most children can self-report to some degree from the age of five years 

old.  This finding was corroborated in the semi-structured qualitative interview study 

and informed the lower age limit of five years old for self-completion of C-POS. 

Evidence in the systematic review suggested that from the age of eight years old 

children can use Likert scales anchored with faces (253, 282, 301, 305, 338, 386). 

There was mixed evidence for those under eight years old being able to do this, with 

some studies suggesting that children as young as three could use a six-point faces 

scale (263, 266). However, data in many of the eligible studies was aggregated in 

wide age ranges making it difficult to discern whether children across the age span 

C-POS is intended for could do this. As evidence for those under seven years old 

was limited, with some studies suggesting children score at the extremes, even with 

a three-point scale, a decision was made to cognitively test only a three-point format 
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with this age group (263, 266). Data showed mixed evidence of the ability of children 

eight years old and over to use a four to five-point Likert scale, with the majority of 

papers suggesting this was feasible. This may be due to variability in children's 

development at this age, with cognitive ability having more influence than 

chronological age (302). The findings on response format from the systematic 

review were largely supported by the qualitative interview study findings presented 

in this thesis (384). It was found that those eight years old and over were able to use 

5-point Likert style faces scales. However, we found that healthy siblings in our 

qualitative interview study were less familiar with such scales, with sibling 

participants under 11 years old sometimes struggling to use a five-point response 

scale format. This suggests that children with life-limiting conditions have more 

exposure to using Likert-type scales than their healthy peers and therefore they are 

more able to utilise them. This may have implications if C-POS is used to measure 

outcomes in children and young people with a newly diagnosed life-limiting 

condition, as they will be less familiar with this type of response format. This will be 

an important consideration in the subsequent implementation and any associated 

guidance. 

Due to the mixed evidence discussed above, both a three- and -point Likert-type 

scale were tested in children eight years old and over to contribute to the limited 

evidence base. It is important that response options are understood by respondents 

of PCOMs as problems could raise questions regarding the validity, reliability and 

responsiveness of scores (387). Visual analogue scales were found to be less valid 

and reliable across the age range than Likert or faces scales and the young 

person's group found these challenging to interpret. Other scales such as coloured 

analogue scales and block scales have limited evidence for use and were 

considered too complex to use by the young person's advisory group.  Children also 

expressed a preference for faces and Likert scales, with participants in both our 

interview study and young person's advisory group suggesting that Likert scales 

should be anchored with emojis.  Therefore, visual analogue, coloured analogue 

and block scales were not considered as response options for C-POS and a 

decision was made to use emojis to anchor the response scales. 

There was limited evidence on recall period in the systematic review, with data 

suggesting that children over eight years old require a short recall period of no more 

than seven to 14 days (280, 313, 314, 338). Younger children could usually manage 

a recall of the past 24 hours, however some papers suggested they could only recall 
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events that had occurred during the current day (314, 324). Most participants in the 

young person’s advisory group and semi-structured qualitative interview study 

agreed that a few days to a week was an optimal recall period, which supports the 

evidence from the systematic review. As C-POS is designed to capture current 

symptoms and concerns it was decided to test yesterday and today in those five to 

seven years old to try to add to the limited evidence available and enhance the 

usability of C-POS. A recall period of yesterday and today, and the past week were 

tested in those eight years old and over to add to the evidence on ability in this age, 

as well as acceptability and feasibility of this within a population of children with life-

limiting conditions.  This demonstrated that young people aged 13 years old and 

over (or equivalent ability) were able to recall the past week. Recall ability varied in 

those aged eight to twelve years old (or equivalent ability), with some able to recall 

the past week and some only being able to recall yesterday and today. This finding 

informed the decision to allow children and young people and their parents/carers to 

select the most appropriate C-POS version, rather than relying on chronological age 

to guide choice. 

There was an overwhelming preference for a computerised measure over a paper 

and pencil one in the systematic review findings and also within the young person's 

advisory group. Within the qualitative interview study preference was mixed, with 

some child participants expressing a strong desire for a paper-based measure.  This 

conflicted with parent/carer beliefs that all children would find electronic modes of 

administration more acceptable. This desire for a paper-based measure may be 

linked to the finding from the qualitative interview study that children and young 

people with life-limiting and life-threatening conditions have a desire to talk about 

their health outcomes directly with a healthcare professional alongside completing a 

PCOM. Similar findings in adult studies demonstrate that PCOMs facilitate patient-

centred communication by providing overview and insight and by prompting 

discussions about topics that are important to patients (348, 359). Evidence 

suggests that correlation is strong between paper and pencil and computerised 

measures  (265, 290, 295, 304, 312, 315, 322, 334, 335, 347). Therefore, it was 

decided for pragmatic reasons to develop C-POS initially as a paper-based measure 

with a view to developing a computerised version at a later date. Future 

development of a computerised version of C-POS may enhance acceptability of C-

POS for some respondents. 



Chapter 9. Discussion and integration of main findings 

 222 

Evidence from the systematic review suggested that different versions of C-POS 

would be required for different age/developmental stages, due to differences in 

ability to use recall periods and response formats across the age/developmental 

stage span. There was a clear delineation between those seven years old and under 

and those eight years and older in terms of ability to use more complex recall 

periods and response formats in both the qualitative interview study and systematic 

review. A decision was made at this stage of the study that those under eight years 

old would need a simpler C-POS version to ensure feasibility and acceptability of a 

self-completed PCOM.  

9.3 Objectives ii and iii). To establish child, parent, healthcare 
professional and commissioner priorities for outcomes of care and 
develop a list of candidate priority outcomes 

Main findings 

The semi-structured qualitative interview study conducted as part of this thesis 

aimed to establish priority care outcomes from key stakeholders (children and young 

people, parents/carers, siblings, health and social care professionals and NHS 

commissioners). Four themes were identified across stakeholder groups - physical 

symptoms and concerns, spiritual/existential concerns, emotional and psychological 

concerns, and social and practical concerns. A fifth cross-cutting theme of pursuing 

normality was also identified.  All themes were inter-related, with an increase in 

concerns in one often leading to an increase in concerns across other themes. 

These findings support previous work showing that symptoms and concerns in 

children and young people with life-limiting conditions are known to be 

multidimensional and burdensome, falling within the physical, psychological, social 

and spiritual domains, with quality of care and practical concerns also being key 

considerations (13).  These findings are consistent with the definitions of paediatric 

palliative care given by Together for Short Lives and the World Health Organisation 

(3, 218). Similarly to previous studies, the qualitative semi-structured interview study 

found that there is considerable overlap of symptoms and concerns across 

diagnostic groups supporting the use of one patient-centred outcome measure 

across the range of life-limiting and life-threatening conditions experienced by 

children and young people (13). Due to the sample size and wide range of 

conditions represented it was beyond the scope of this study to conclude whether 
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the symptoms and concerns identified are more prevalent in certain diagnostic 

groups or age brackets. 

Physical symptoms and concerns 

Participants discussed a multitude of physical symptoms, including pain, which were 

considered for inclusion in C-POS, many of which have been reported previously 

(15-24). Unidentified and poorly managed symptoms affected all aspects of daily life 

for the child or young person, including psychosocial, spiritual/existential and 

social/practical domains. This finding reflects the notion of ‘total pain’ coined by 

Dame Cicely Saunders which characterises the multidimensional nature of the 

palliative care patient's pain experience to include the physical, psychological, 

social, and spiritual domains (388). By incorporating items regarding symptoms into 

C-POS it is anticipated that this will open a dialogue between children, families and 

health care professionals regarding symptom experience and management thus 

improving health outcomes.  

Many participants expressed a desire for general symptom management and for 

children and young people to be 'comfortable', rather than citing specific symptoms. 

Participants from professional backgrounds (health and social care professionals 

and NHS commissioners) aligned good symptom management with setting realistic 

expectations of the outcome of symptom management interventions with families. 

Unrealistic expectations of symptom management and disease directed treatment 

were reported to often cause conflict between professionals and families. Examples 

of this include the expectation that a child or young person would always be free of 

symptoms. Previous studies have reported that unprepared parents, unrealistic 

parental expectations, and parental fear of hastening death contribute to conflict 

between parents and professionals in paediatric end of life care (389-391). This 

conflict can result in a major barrier to providing palliative care (392). Including items 

on symptom experience in C-POS will allow for early identification and open a 

dialogue between professionals and children and their parents in order to set 

realistic expectations for symptom management. This may in some part ameliorate 

any potential conflict and improve the overall healthcare outcomes and experience 

for both the child and their family. 

In addition to general symptom management and the commonly reported symptoms 

cited above, participants in this study discussed the impact that medical 

interventions had on their daily life.  Burdensome medical interventions reported 
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included taking medications, chemotherapy side effects, surgery, blood tests, 

enteral feeding tubes and central venous access devices. Previous research with 

children with cancer has found that having central lines accessed and taking 

medication makes children feel 'bad' (393). If children and families are struggling 

with the burden of medical interventions, the inclusion of questions about physical 

symptoms and concerns in C-POS could highlight this. This could prompt clinicians 

to have conversations about the benefits, risks, and potential futility of further such 

interventions, and allow viable alternatives to be explored. Opening this dialogue will 

keep the child and their experiences at the forefront of decisions regarding treatment 

thus promoting child-centred care. 

Spiritual and existential concerns 

Spiritual and existential concerns are a core component of adult palliative care 

(394). The European Association of Palliative Care define spirituality as 'the 

dynamic dimension of human life that relates to the way persons (individual and 

community) experience, express and/or seek meaning, purpose and transcendence, 

and the way they connect to the moment, to self, to others, to nature, to the 

significant and/or the sacred (395). Spirituality is described as being 

multidimensional and includes existential concerns such as meaning of life, joy 

suffering and hope; value based considerations such as what matters most to a 

person; and religious considerations such as faith, beliefs and religious practices. 

Despite the spiritual domain being included in the definition of palliative care for 

children, existing research has focused on religious considerations (rather than 

spiritual or existential) aspects among children and young people with cancer, from 

the perspectives of proxies (13, 396). This thesis adds to this knowledge by 

incorporating the perspectives of children and young people, and those with a non-

cancer diagnosis. Participants discussed spiritual and existential concerns (beyond 

religion) in the context of being able to live a full life and take part in enjoyable 

activities. Other aspects included questioning the meaning of life and illness, 

determination to survive and a life unlived. Religious beliefs and needs were also 

discussed, with participants describing both moving towards and away from faith. 

Professionals articulated a lack of confidence in discussing spiritual and existential 

aspects of care with children and their families, which highlights an important gap in 

professional education and knowledge. 

All participants in this study identified the importance of children and young people 

being able to live a full life by participating in activities they enjoy, such as seeing 
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friends and family, attending school or nursery, and pursuing hobbies. This finding 

has links with children and young people with life-limiting and life-threatening 

conditions wanting to pursue normality and be seen as children first and foremost, 

with their condition being seen as secondary to this. Prognostic uncertainty was 

found to impact on the ability of children and young people to make plans to 

undertake activities they enjoy and live a full life. The data on spiritual and existential 

concerns identified during the qualitative interview study has been published as a 

separate paper (see Appendix P Scott, Coombes, Braybrook et al. 2023).  

To facilitate a child-centred approach to palliative care, C-POS items need to identify 

concerns that will enable children and young people to live a full and meaningful life. 

The wider environment and relationships outside of the home and family need to be 

acknowledged, as children and young people want to attend school and spend time 

with friends (81). By asking whether children are able to undertake activities they 

enjoy, and whether they are able to live a full life within the context of their condition, 

professionals will be able to explore any concerns children and young people may 

have in these areas. This may allow issues to be resolved and more open 

discussions regarding prognostic uncertainty to be had. 

Emotional and psychological concerns 

Participants in this study spoke about a wide range of emotions experienced by 

children and young people with life-limiting and life-threatening conditions and their 

families. This supports the findings of previous research where psychological 

concerns including feeling sad, feeling nervous, irritability, worry, concentration and 

insomnia were reported by children and young people with life-limiting and life-

threatening conditions and their families (14, 29, 397-399).  Children and young 

people described the psychological and emotional impact of their illness in terms of 

their ability to engage in usual activities such as play, having fun and attending 

school (354).   

In this study, children and young people frequently experienced a loss of 

independence. Loss of privacy was a concern for both children and young people 

and their families. Parents and carers spoke about the impact of their child's 

condition on all aspects of family life. 

Children and parents often described 'mutual protection' whereby they wanted to 

shield each other from their concerns and worries, particularly regarding prognosis. 
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Previous research has shown that the majority of parents do not talk about death 

with their terminally ill child (400, 401). However, when such discussions do take 

place, parents did not regret having them (400). This highlights the importance of 

ensuring a child-centred approach to care, whereby both the needs of the child and 

their family are assessed and addressed.  

Access to psychological support was sometimes challenging for family members 

who were in paid employment or at school during normal working hours. Taking a 

child-centred approach to care means that services should be co-ordinated around 

both the child and family (82). Inclusion of items regarding support for family 

members within C-POS could allow important gaps in services to be highlighted. 

This could potentially improve future care and improve the health outcomes of 

children and their families. 

The findings discussed above highlight the need to include items in C-POS that 

measure outcomes from the perspective of both the child or young person with a 

life-limiting or life-threatening condition and their immediate family members. This 

will allow opportunity for professionals to address concerns regarding both the child 

and their family and thus support a child-centred approach to care. 

Social and practical concerns 

Participants spoke of many social and practical concerns that living with a life-

limiting or life-threatening condition brings, such as the impact on the ability to see 

friends, attend school and undertake hobbies. Factors such as treatment, isolation, 

stress on family relations, care burden and children and young people being 

concerned about the impact of their illness on their parents were also identified and 

have previously been reported (13, 30, 31).   

The need for information regarding a child's condition and its treatment was also 

important to participants, with siblings reporting that they were less well-informed 

than parents and unwell children. Siblings of children with life-limiting conditions are 

often forgotten in the midst of a family trying to cope and the consequences of this 

can be significant (402, 403). Evidence shows that when siblings needs are unmet 

every aspect of their life from education to family life, can be affected (404). This 

highlights the importance of assessing outcomes from the perspective of the whole 

family, in order to achieve the principles of child-centred care.  
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Adult participants in this study discussed many practical aspects of care. This 

included familial care burden and the logistics of managing this. These findings 

support those in previous studies (405). This study found that children did not share 

these concerns, once again highlighting that children have their own needs, which 

are often different to those of their family. However, within the context of a child-

centred approach to care, parents and carers need to be supported in manging the 

practical aspects of their child's care. This will ensure that children with life-limiting 

and life-threatening conditions can pursue and enjoy usual childhood activities and 

maintain a sense of normality in their lives. Therefore, it is important that when 

outcomes are assessed parents and carers are given the opportunity to respond to 

items that affect them, as their well-being and ability to cope is important in its own 

right, but also impacts on the outcomes of the child or young person affected by a 

life-limiting condition. 

The opportunity to plan for the future and have advance care planning conversations 

was important for many adult participants in our study. No child or young person 

discussed this despite the United Nations Convention on the Rights of the Child 

recognising the right for children to be involved in medical decision making (78). 

Within the UK legislation allows decisions to be made about children up until the age 

of 16 years old according to best interests. However, it also recognises that young 

people should be involved in their own care decisions (206, 406). Research 

suggests that the optimal time to initiate an advance care plan with a young person 

is in their mid-teenage years (407). Asking parents and carers about planning for 

their child's future as part of a child-centred outcome measure could facilitate 

conversations with professionals on if and how to have these conversations with 

their child, thus promoting emotional well-being and outcomes (408).  

Pursuing normality 

The cross-cutting theme of pursuing normality found in the qualitative semi-

structured interview study was an important consideration throughout the 

development of C-POS. Children with life-limiting and life-threatening conditions 

want the focus to be on them as children, with their condition being seen as 

secondary to this. The theme of pursing normality was influenced by the other four 

themes. If physical symptoms and concerns, emotional/psychological, social, 

practical, and spiritual/existential concerns were not adequately addressed and 

managed, this impacted on their ability to undertake usual childhood activities. It 
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was therefore important that symptoms and concerns that impacted on this pursuit 

of normality were included in C-POS. 

Previous research has identified similar themes, whereby families experience a 

disrupted normality at diagnosis and then attempt to reconstruct this and start to 

adjust to a new normality by re-organising family life based on the needs of the sick 

child.  This enables a sense of control over the disease by understanding the illness 

and treatment (409, 410).  Families, to varying degrees, strive toward the 

incorporation of normalisation, depending upon their definition of the situation, in the 

way they manage their children’s complex care needs, and perceive future 

consequences of a child’s condition (411). Most families who have children with 

serious illnesses eventually view their children and their lives as normal (411). 

Children are also reported wanting to gain control by striving for a normal life, fitting 

in at school and taking part in activities with other children (410). 

The evidence discussed above demonstrates that a holistic, child-centred approach 

to address the care needs of children and young people with life-limiting and life-

threatening conditions is required.  C-POS needs to contain outcomes that identify 

priority symptoms and concerns and allow for these to be addressed so that children 

and young people can achieve this pursuit of normality. 

9.4 Objective iv). To develop a list of candidate priority outcomes to be 
included in C-POS 

One output of the qualitative interview study was a list of 42 outcomes that could 

potentially have been included in C-POS. These are discussed in Chapter 6 and 

were taken to a Delphi survey for prioritisation by key stakeholders.  

Both Rothrock and COSMIN state that the construct that a PROM is designed to 

measure needs to be well defined and clearly described (123, 149).  In this thesis 

the construct measured by C-POS was not defined a priori.  It was the intention that 

it would be defined based on the results of the semi-structured qualitative interview 

study which aimed to establish priorities for outcomes of care with key stakeholders.  

One candidate construct for C-POS was health-related quality of life. The term 

‘health-related quality of life’ is used with the intention of narrowing the focus of 

‘quality of life’ to the effects of illness, health and treatment on quality of life (412). 

Health-related quality of life measures are often weighted towards symptoms and 

function and these concepts may be less relevant in advanced illness (96).  
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Commonly used models of health-related quality of life contain biomedical and 

social science domains and purport that environmental and individual factors are 

associated with outcomes (412, 413). Individual factors may include demographic 

and developmental aspects such as gender, family history and ethnicity (412). 

Environmental factors can include social aspects such as the influence of family and 

friends, as well as physical aspects such as housing and locally provided amenities 

(412). These environmental and physical factors are not amenable to intervention by 

a multi-disciplinary paediatric palliative care team and thus are not measured by C-

POS. Therefore, C-POS cannot be considered to measure the construct of health-

related quality of life.   

By capturing what is important to children with life-limiting conditions and their 

families across the five themes discussed above, C-POS was developed as a 

measure of symptoms and concerns which could benefit from intervention by 

members of a multi-professional paediatric palliative care team, as defined by NHS 

England and NICE (55, 414) . Although C-POS is not measuring health-related 

quality of life, it could benefit this construct by leading to improved recognition and 

management of symptoms and other important concerns.  C-POS will allow holistic 

assessment of child and family needs by identifying common and important 

symptoms and concerns that affect children and young people affected by life-

limiting and life-threatening conditions and their families.  Future construct validity 

testing will establish whether C-POS improves other constructs such as pain and 

health-related quality of life by assessing concurrent and discriminant validity with 

other commonly used measures (125).   

9.5 Objective v). To gain stakeholder consensus on items to be 
included in C-POS and construct first versions  

This objective was achieved by conducting a modified Delphi survey with 

parent/carers and health and social care professionals working in paediatric 

palliative care to establish which outcomes identified in objectives ii and iii were a 

priority for inclusion in C-POS. A young person’s advisory group were also consulted 

on priority outcomes. The results of previous work presented in this thesis were 

presented at an item generation meeting with key stakeholders where initial CPOS 

versions were developed. 

The item generation phase of PCOM development is rarely well described (231).  

There is little guidance given by COSMIN or Rothrock on what steps should be 
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taken between conducting a qualitative interview study and/or systematic review to 

inform content validity of a PCOM and cognitively testing it in the target population 

(123, 149). The COSMIN manual on methodology for assessing PROM content 

validity has only one standard for assessing the quality of quantitative studies used 

to identify relevant PROM content.  This advises that the sample size should be over 

100.  In contrast there are seven boxes to assess the methodological quality of 

qualitative studies (149). This thesis addresses the lack of a clearly described 

process of item generation in PCOM development by detailing the scientific and 

rigorous steps taken during C-POS development in detail. 

The population of children and young people living with life-limiting conditions in the 

UK is heterogenous in terms of diagnosis, age and ethnicity. A strength of the data 

presented in this thesis is that it represents a range of ages and life-limiting/life-

threatening conditions. However, most participants were White British, so the final 

outcomes may not be fully representative of this diverse population. Due to the 

heterogeneity of the population of children and young people with life-limiting and 

life-threatening conditions, it was anticipated that the qualitative interview study 

would generate a large number of potential outcomes that could have been included 

in C-POS.  As the aim of C-POS development was to develop a measure for use 

across the range of life-limiting conditions children and young people experience, 

the final items needed to reflect those most important to the target population. i.e., 

C-POS is a core outcome scale.  

In addition to the evidence on symptoms and concerns generated, data from the 

qualitative interview study demonstrated that children with life-limiting conditions 

found a short measure with 10 questions or fewer, taking no more than 10 minutes 

to complete most acceptable (384). Therefore, it was important to ensure that from 

the outcomes identified in the qualitative interview study, those that were most 

important to the majority of the target population were included in C-POS. COSMIN 

guidance on PROM development states that experts (including patients) should be 

included in measure development to ensure face and content validity (166). 

Evidence shows that healthcare professionals need more education on the use and 

implementation of PCOMs in clinical practice, and suggests that engaging 

professionals in the measure development processes can help to achieve this (90). 

We included parents/carers of children and young people with life-limiting and life-

threatening conditions as experts in the Delphi survey, as well as health and social 

care professionals to enhance validity and ensure clinical relevance. Delphi surveys 
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are not frequently used in PCOM development but some studies have reported the 

benefit of their use in item generation (235). This thesis contributes to the 

methodological science of PCOM development by using Delphi methodology during 

the item generation stage. Conducting the Delphi survey allowed potential items to 

be reduced to an acceptable number, while ensuring that those most important to 

the target population were included. 

Most healthcare research that utilises Delphi surveys uses classical style Delphi 

methodology (103). This thesis contains one of the very few instances of a ranking-

type Delphi being used in healthcare research. This methodology best met the aims 

of this phase of C-POS development, whereby key outcomes needed to be 

identified.  The use of a classical style Delphi survey could have resulted in 

participants selecting all potential items as important for inclusion, which would have 

made C-POS unacceptable to target users (149, 224). The use of a ranking-type 

Delphi survey in this thesis contributes to the science for its use within a healthcare 

setting.  

There is no uniform definition for consensus in Delphi surveys. This study used a 

stopping criterion of W>0.7 which is often cited as a stopping criterion in ranking-

type Delphi surveys (226). However, most studies do not actually achieve this, 

reporting a moderate final consensus rate of W=0.5-0.7 (227, 415). Our Kendall’s W 

coefficient of concordance increased from weak to moderate between rounds two 

and three, suggesting a move towards consensus. This move towards consensus 

could potentially have been due to the increase in proportion of health care 

professionals compared to parents in the final ranking round, however Kendall's W 

increased for each stakeholder group (parents and professionals) during the ranking 

rounds, suggesting this may not be the case. 

It was important that throughout the development of C-POS the perspectives of 

children and young people were sought to maintain the focus on developing a child-

centred PCOM that reflected the perspectives of all key stakeholders, and to ensure 

robust face and content validity. It was not possible to include children in the Delphi 

survey for ethical and logistical reasons. To maintain the child-centred focus of C-

POS children's perspectives on priority outcomes were sought via the young 

people's advisory group. The group were given fewer items to prioritise than Delphi 

participants, being asked to identify their top ten outcomes from the items included 

in the ranking rounds. This made the task less overwhelming and easier to achieve 
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in the time given, but it is also possible that items that were excluded during the 

narrowing down round could have been important to the group. 

Involvement of key stakeholders in C-POS item generation has demonstrated many 

similarities and some important differences in the priority healthcare outcomes 

identified by children, parents, and healthcare professionals in paediatric palliative 

care. Pain management was a priority for all stakeholder groups. Pain can influence 

the daily life of children in a multitude of ways and has been linked to poor school 

performance, difficulties socialising, sleep issues and reduced overall quality of life 

(416). Therefore, it was apparent at this stage in C-POS development that an item 

about pain would be essential. Other common priorities included children being able 

to live life to the fullest and do things that they enjoy.  These findings reflect the 

overarching concept of pursuing normality found in the qualitative interview study. 

Healthcare professionals tended to give a higher priority to managing symptoms that 

were amenable to treatment with medication. Pain was an exception to this in that it 

was a priority for all stakeholder groups. This is a finding that has been previously 

reported (417, 418). There may be several reasons for this. The majority of 

participants in the Delphi survey were doctors and nurses. Their professional focus 

is often on managing physical symptoms that can be ameliorated with medication. 

Management of physical symptoms is often perceived to be more within the 

boundaries of their job role than management of emotional, social and psychological 

concerns, hence why they may have been prioritised for inclusion in C-POS.  

Parents were more likely to prioritise psychosocial concerns such as the emotional 

impact of a life-limiting condition and their child’s physical function. These outcomes 

were probably identified as a priority because they impact family care burden and 

participation in activities outside the home. Research shows that there is a 

significant association between carer strain and depression, and unmet needs 

relating to emotional and practical support in parents of children and young people 

with life-limiting and life-threatening conditions (419). This may be why our sample 

highlighted these particular concerns as an outcome priority. 

The young people's advisory group also identified being able to access education 

and maintain peer relations as priority outcomes. These items were not highlighted 

as a priority by parents or professionals. This finding corroborates the findings from 

the C-POS qualitative interview study and previous research that identified the 

importance of addressing not only physical needs but also supporting pursuit of 

activities which are part of normalcy for children (362, 364, 405, 420). The finding 
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that children and young people have different priority health outcomes further 

highlights the need to ensure that children have a voice in research that affects 

them.  It also further promotes the need to take a child-centred approach to care by 

acknowledging that children’s views are not always the same as those of their 

parents and health care professionals (82). 

During the item generation meeting all the evidence generated (as described above) 

was presented to the study steering group and discussion was had about outcome 

items to include within each domain identified in the qualitative interview study 

(physical, social/practical, emotional/psychological and spiritual/existential). It was 

important that outcomes that were important to all stakeholder groups were 

incorporated into C-POS in order to optimise measure acceptability and future 

implementation. Engagement of UK paediatric palliative care professionals was a 

priority throughout this thesis, with each recruiting site being invited to have one 

participant in the study steering group. Evidence suggests that engaging paediatric 

healthcare professionals in the development of PCOMs facilitates future 

implementation (421).  

Evidence presented from the systematic review and qualitative data on recall period 

and response format highlighted the requirement for different C-POS versions for 

those of different ages/developmental stages, with proxy versions for those who 

were unable to self-report. The different priorities expressed by parents regarding 

practical aspects of care also led to agreement that there needed to be items 

regarding the child, and separate items that reflected family outcomes. This decision 

further strengthens the child-centredness of C-POS as it acknowledges children's 

views and opinions while also taking the needs of the wider family in to account (66). 

Particular issues that were discussed during the item generation meeting were the 

inclusion of items regarding symptoms beyond pain, and how to ensure that items 

reflected the needs of siblings. It was agreed to have a global symptom item, rather 

than asking about multiple individual symptoms, in order to reduce the risk of 

missing data if symptoms were irrelevant to individual respondents. Likewise, 

despite sibling outcomes being a priority for all stakeholders throughout the research 

presented, it was agreed to have a generic question about impact on the family to 

avoid missing data from families whose child with a life-limiting condition had no 

siblings. 

The item generation phase of C-POS development has ensured that by involving 

key stakeholders the measure has excellent face and content validity for the 
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construct being measured, the target population and context of use (149).  C-POS 

items capture all domains covered in the World Health Organisation’s definition of 

paediatric palliative care.  The robust and transparent description of the item 

generation process of C-POS contributes to the science of outcome measure 

development. It also demonstrates that such research can be done with children and 

young people with life-limiting and life-threatening conditions and their families. 

9.6 Objective vi). To establish acceptability, comprehensiveness, and 
comprehension of C-POS versions 

This objective was achieved by conducting cognitive interviews with children with 

life-limiting and life-threatening conditions and their parents/carers using 'think aloud' 

and verbal probing techniques. Cognitive testing of C-POS revealed some problems 

with the initial versions, particularly when parents of non-verbal children were 

providing proxy reports. For example, initial C-POS versions asked about concepts 

such as whether a child had been 'able to share their feelings' or 'ask questions'.  

Changing the wording to use terms such as 'express feelings' and 'had appropriate 

information for them' allowed C-POS to be more inclusive of the range of children 

with life-limiting conditions, many of whom have communication difficulties (10). An 

option for 'not appropriate to my child' was added for those who could not respond in 

order to avoid missing data in future psychometric testing. Making these changes 

enabled C-POS to maintain its child-centred focus by ensuring that all children with 

life-limiting or life-threatening conditions receive a holistic assessment of their care 

outcomes in a way that is meaningful to their individual development and ability.  

In the original C-POS versions developed in the item generation meeting many of 

the items began with 'How much...’, or ‘how often...’ During initial cognitive testing it 

was found that participants were responding to these items based on the frequency 

of an outcome occurring - e.g., the amount of time they were in pain. C-POS is 

intended to measure symptoms and concerns in terms of the impact on a child and 

family’s life, so it was important that items measured more than just frequency. By 

removing these quantifiers further cognitive testing revealed that participants were 

responding based on the impact of items on their life and how this affected their 

ability to pursue normality, which is the intention. 

The parent/carer version of C-POS (version B) intended for parents of verbal 

children and those over two years old was cognitively tested over seven rounds. 

This could be perceived to be a large number of cognitive testing rounds for a 
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PCOM, however previous studies have not reported the number of rounds 

conducted, or whether the items were cognitively tested in their final version (231, 

243). It was imperative that the wording of C-POS was right for the intended 

population of use and this rigorous cognitive testing is a strength of the measure 

development process presented in this thesis. 

Adult participants in the cognitive interview study also highlighted the need for the 

addition of a question regarding psychological and emotional support for the family 

in C-POS. They felt this was not incorporated into the existing item regarding 'having 

the support needed to care your child'. The addition of this question supports the 

concept of a child-centred approach to care by acknowledging the overall 

experience of not just the child, but their family as well (35, 82). 

COSMIN recommends that PCOM items are cognitively tested with at least seven 

participants and that all items are tested in their final format (149). It does not 

specify how many times the final format should be tested with the target population. 

All C-POS versions were tested in their final form, with the parent proxy versions 

being tested in 3-5 participants and the child self-report versions being tested in one 

to two participants. By this point we had sufficient information power to suggest no 

further revisions were required. Within the child versions, two changes were made 

between version 1 and 2. One change was to question eight in the eight to twelve 

year old and 13-17 year old C-POS where ‘Have you been able to ask the questions 

you wanted to over the past week/yesterday or today?’ was changed to  ‘Have you 

been able to ask the questions that are important to you over the past 

week/yesterday or today?’. The wording was the same for both versions so was 

actually tested in its final format with three children in total. This limited cognitive 

testing of the final C-POS child versions could potentially affect the measure's 

content validity, impacting on future psychometric testing of C-POS (149, 422). 

Irrelevant items could decrease internal consistency, structural validity and 

interpretability. Missing concepts could decrease validity and responsiveness (149).  

The second change made to the child versions was to the response format, where 

'most of the time' at the end of the scale was changed to ‘always' as participants felt 

that this fitted better with the 'never' response at the other end of the scale. The 

initial response format for C-POS was based on evidence from the systematic 

review and qualitative interview study conducted in phase 1. The response formats 

of other commonly used measures in paediatric healthcare were also considered, 

including the Pediatric Quality of Life Inventory (PedsQLTM) (423). The PedsQLTM 
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has been widely used in research studies and there is good evidence of reliability 

and validity in both healthy and unwell children (424). The PedsQLTM uses 'Almost 

always' rather than 'Always' at the end of its response scale and no problems have 

ever been identified with this in psychometric or cognitive testing, which does not 

support the findings presented here. 

The length of C-POS and the number of items included is based on the findings of 

the systematic review and qualitative interview study conducted in phase 1 of this 

thesis (384). During cognitive testing, all participants found the number of questions 

and the time taken to complete them acceptable. It is important that the length of a 

PCOM aligns with the preferences of the target population, as otherwise they may 

lose focus or motivation to complete it (139). Cognitive testing has demonstrated 

that children and young people with life-limiting and life-threatening conditions and 

their families did not find C-POS too long or burdensome to complete. 

Cognitive testing demonstrated some issues in children aged five to seven years old 

(or those with similar ability). They usually needed an adult to explain questions to 

them before they could choose an appropriate response and undertake the 'think 

aloud' technique required for the study. This supports findings from previous 

research and from the qualitative interview study conducted in phase 1 of this thesis 

that show that when younger children are completing PCOMs they need to be 

administered with initial adult support so that more difficult concepts can be 

explained (425). This finding may have implications for C-POS if it is developed as a 

computerised measure in the future. It is important that younger children are not 

expected to self-complete a computerised measure without the support of a parent 

or healthcare professional.  

Children aged five to seven years old (or similar ability) also demonstrated some 

instances of social desirability bias during cognitive testing of C-POS. For example, 

there were instances of participants saying that they had not experienced any pain, 

when in fact they had.  This finding corroborates previous research which has 

shown that children this age can be suggestible when participating in survey 

research (252). This has implications for measuring outcomes in this age group, and 

for the implementation of this measure, as children need to be told that there are no 

right or wrong answers. With encouragement children were able to express their 

own thoughts and experiences as the cognitive interview progressed and fully 

participate in the research process. 
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Children aged five to seven years old (or similar ability sometimes responded to 

items in terms of the ‘here and now’, rather than ‘yesterday or today’. This supports 

evidence that young children may not always understand the difference between the 

past, present and future and sometimes engage in 'scripting' whereby they respond 

about what usually happens and regularly occurring events (426).  In the systematic 

review conducted in phase 1 of this thesis evidence suggested that children seven 

years old and younger think dichotomously and are unable to use three-point Likert 

type response formats. Cognitive testing of C-POS demonstrated that all children 

were able to use a three-point Likert response format, a finding which contributes to 

the evidence base in this area. We were keen to test whether younger children five 

to seven years old could use a three-point Likert scale, as a dichotomous format 

limits the responsiveness of an outcome measure (314). Future inter-rater reliability 

testing of C-POS will help to establish whether any additional recall and response 

format issues are occurring, particularly in younger children where the evidence 

presented above is not clear cut. 

A small number of parent participants found some C-POS items upsetting to answer 

during cognitive testing but acknowledged that they were in a challenging and 

emotive situation, so this was to be expected. They did not feel that such items 

should be removed from C-POS as they felt they were still important to discuss and 

address with the health care team. Parents also reflected that the cognitive 

interviewing process meant they had to think about items in more detail than they 

would do in a clinical scenario which could have exacerbated any upset. Parents 

were keen to share that they expected to experience some mild distress when 

taking part in a palliative care research study, and they found this acceptable.  This 

finding has implications for ethical review of future studies and supports previous 

findings that caregivers can find taking part in paediatric palliative care research 

hard at times, but this is acceptable (182, 196). 

9.7 Strengths, challenges, and limitations 

9.7.1 Measure development process 

C-POS has been developed following accepted PROM development guidance 

outlined by both Rothrock and COSMIN (123, 149). This mixed methods approach 

has ensured that the measure has robust face and content validity within the target 

population by demonstrating relevance, comprehensiveness, and comprehensibility. 

This thesis has demonstrated that all items within C-POS are relevant to measuring 
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symptoms and concerns in children with life-limiting and life-threatening conditions 

and their families. This was achieved by establishing relevant outcomes in phase 1 

of this thesis, gaining consensus on which were a priority for inclusion in C-POS in 

phase 2 and then further testing the final items for relevance with cognitive 

interviews in phase 3. Comprehensiveness of C-POS was established by 

undertaking the Delphi survey and young person's group in phase 2 to ensure no 

important relevant items were missing. This was assessed again in the cognitive 

interview study by asking participants whether any items were missing. 

Comprehensibility was assessed in the phase 3 cognitive interview study to make 

sure the target population understood the items, recall period and response format 

as intended.  

Feasibility and acceptability of C-POS within the target population have also been 

demonstrated. The cognitive interview study demonstrated that children with life-

limiting and life-threatening conditions and their parents are able and willing to 

complete C-POS.  

Very few PROM development studies explicitly describe the item generation process 

(231). A strength and methodological contribution of this thesis is that this process is 

clearly outlined.  Delphi survey methodology was used to determine consensus on 

which outcomes were a priority for inclusion, a method which is very rarely used in 

PROM development. Use of this methodology, along with engagement from the 

young person's advisory group allowed for a robust and transparent item generation 

process for C-POS.  

Another strength of this thesis is the use of mixed methods to develop C-POS. This 

has enhanced the face and content validity of the measure by harnessing the 

strengths of both qualitative and quantitate research.  However, to a novice 

researcher, using mixed methods to develop C-POS posed some challenges. 

Learning was required in the different data collection and analysis approaches used 

throughout this thesis.  

Both the Rothrock and COSMIN PROM development processes used in the 

development of C-POS are designed for self-reported outcome measures (123, 

149). C-POS is a patient-centred outcome measure (PCOM), which allows for 

proxy-reporting when a child or young person is unable to self-report. Some items in 

the Rothrock and COSMIN content validity processes state that you should speak 

directly with patients and do not incorporate such child or patient-centred measure 
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development. In this study these recommendations were adapted to allow children 

and young people as well as other key stakeholders to inform measure 

development. All other aspects of both the Rothrock and COSMIN measure 

development processes fitted well in the development of a measure for children and 

young people with life-limiting and life-threatening conditions, as they allowed 

researchers to select the most appropriate methods for the population and research 

aims. 

9.7.2 Study samples 

A strength and contribution of this thesis is that it presents the perspectives of 

children and young people with a range of life-limiting and life-threatening 

conditions. Previous paediatric palliative care research has focused on children with 

cancer, often from the perspective of proxies, rather than children and young people 

themselves (13). A total of 38 children with life-limiting conditions participated in the 

research presented in this thesis, 22 further children and young people participated 

in the young person's advisory group, and 13 siblings took part in the semi-

structured interview study.   

To protect participant anonymity as many life-limiting conditions are extremely rare, 

all demographic data is presented using ICD-10-chapter headings, an approach 

used in previous studies (5). Across all phases of C-POS development the 

perspectives of a wide-range of diagnostic categories and life-limiting conditions has 

been captured, further strengthening face and content validity.  Error! Reference 
source not found. shows overall recruitment by diagnostic category. 

One limitation to C-POS development presented in this thesis is that only one 

participant was recruited to the perinatal diagnostic category, and only four parents 

of children under one year old were recruited across the whole research process 

(see Table 16). Prevalence of life-limiting conditions in the UK is highest in those 

under one year old, where perinatal conditions are more common (5). This has 

implications for the face and content validity of C-POS in children under one year old 

as very few participants were recruited from this group. Further work will be required 

with this population to establish this. 

Our sample did not contain many children under seven years old (three in the 

qualitative interview study; one in the cognitive interview study), although two 

participants in the cognitive interview study chose to use the C-POS version 

intended for five to seven year olds as this best suited their preference and ability. 
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This may have impacted findings both in terms of establishing priority outcomes in 

this age group and the comprehensibility of subjective C-POS items such as worry. 

It could also have impacted the finding in the cognitive interview study that children 

in this age group could use a three-point Likert response format. Exploration of 

future psychometric data is required to affirm these findings.  

In many young people with life-limiting and life-threatening conditions chronological 

and developmental age are not always congruent and it could therefore be argued 

that C-POS could be used with young adults with a developmental age of under 18 

years old.  However, C-POS has been designed and tested as a measure to be 

used from birth up until a young person's 18th birthday, and this is the population 

that it's use will be recommended in.  Further research would be required to ensure 

that C-POS is valid and reliable in a young adult population. 

Participants that contributed to C-POS development were recruited from across a 

wide geographical area, incorporating all four UK countries. There is geographical 

variation in UK paediatric palliative care service provision, and widespread 

recruitment allowed for differences in perspectives based on provision to be 

accounted for which is a strength of the work presented in this thesis (39). 

The majority of participants recruited to the Delphi survey and cognitive interview 

study were white British. This is not reflective of the population of children and 

young people with life-limiting and life-threatening conditions in the UK, which are 

more prevalent in those from Asian, Black and Bangladeshi backgrounds (5).  

Unfortunately, collection of ethnicity data was not part of the ethical approval for the 

semi-structured qualitative interview study which may in part explain participant 

demographics. Due to the lack of diversity across all studies presented in this thesis, 

C-POS items may not have such robust face and content validity for those from 

minority ethnic backgrounds. Further work is required after C-POS has been 

psychometrically tested in the English language to translate it into other languages 

and retest its psychometric properties. 

The parent participants that contributed to the development of C-POS were 

predominantly female. This is consistent with much of paediatric palliative care 

research, i.e. fathers are often under-represented (355). This may have implications 

for the face and content validity of C-POS in fathers and other male carers. 
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9.7.3 Recruitment, sample size and data saturation 

Recruitment 

Recruitment to the qualitative interview study was initially slow, taking three months 

from the study opening to recruiting the first non-professional participant. This 

experience resonates with that of other paediatric palliative care research studies 

where there was been significant non-invitation of eligible participants (427). 

Evidence suggests that clinicians are often reluctant to refer families for palliative 

care studies due to perceived burden of participation, fear of upset caused by the 

term 'life-limiting' and anxiety that their clinical performance would be in some way 

evaluated (192, 428). Clinicians who have good relationships with a family are more 

likely to invite them to participate, and if a child's condition was unstable or a child 

was felt to be close to death then this was also a barrier (429).  The C-POS study 

opened to recruitment at some sites at the same time as two other national 

paediatric palliative care studies which had very similar inclusion criteria. This and 

our exclusion criteria stating that participants should not be enrolled in another study 

may also have impacted recruitment. During recruitment to C-POS no data was 

collected on how many participants were eligible to participate at each site, how 

many were approached and how many declined. Therefore, the extent of any 

clinician gatekeeping was unclear.  

In this research, in addition to probable clinician gatekeeping, we also found that for 

many of our recruitment sites, this was their first experience of inviting 

children/young people and families to participate in a palliative care research study, 

and they were hesitant about how, when and if to do this.  Interventions such as 

regularly attending team meetings and providing promotional recruitment posters 

(Appendix O ) and information sheets with suggested phrases to use when 

approaching families boosted recruitment (Appendix P and helped improve the 

confidence of recruiting teams. We are unable to recruit as many children and young 

people as initially intended, due to these initial recruitment problems and the impact 

of the COVID-19 pandemic, so sought an ethics amendment to be able to recruit 

more parents and carers in order to get a wider perspective on priority outcomes 

from those who lived with the daily impact of a life-limiting condition. An extension to 

the data collection time periods also had to be sought for the same reasons 

(Appendix H ). 
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During the course of this PhD there were many opportunities to speak about the C-

POS study and its development at national meetings, such as those run by the 

Association of Paediatric Palliative Medicine, Together for Short Lives and CoPPAR 

(UK paediatric palliative care research network). This raised awareness of C-POS 

among paediatric palliative care professionals within the UK. It also generated 

interest from teams who wanted to be involved in further C-POS development 

research. This raised awareness and eagerness from sites who wanted to be 

involved in future research meaning that recruitment to the Delphi survey and 

cognitive interview study were much more straightforward than to the original 

qualitative interview study. The work outlined in this thesis has done much for the 

appetite for research within the UK paediatric palliative care sector, particularly with 

regards to C-POS. Many sites who had never conducted or recruited to paediatric 

palliative care research have become involved. As such, the research presented in 

this thesis has contributed to improving 'research readiness' within the speciality. 

Another benefit of raising awareness of C-POS development within the UK 

paediatric palliative care workforce is the impact it will have on future 

implementation of the measure. Clinician education about a measure, and 

understanding why it is needed and how it will benefit their practice have been 

shown to benefit implementation (90).  

Sample size and data saturation 

In this thesis it was necessary to have a large sample size in the semi-structured 

qualitative interview study for several reasons. These include the multiple 

stakeholder groups eligible for participation and the heterogeneous nature of the 

population of children with life-limiting and life-threatening conditions (10). It needed 

to be ensured that there was enough representation from each group to capture 

comprehensive data on priority outcomes from all stakeholders. As there were 

multiple team members collecting the data and indexing transcripts (led by myself) 

this was manageable. The decision on sample sizes for this study were made 

pragmatically, based on expectations of how many participants it would be feasible 

to recruit within a population of unwell children. 

The COSMIN content validity standards for evaluating the quality of studies on 

PROM development state that evidence should be provided that data collection 

continued until saturation was reached (149). Data saturation, also termed 

information redundancy, evolved from the notion of theoretical saturation in 

grounded theory (430). It is defined as 'the point at which the properties of 
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categories and the relationships between them are comprehensively explained' 

(431). In the sense intended, saturation means more than the usually used concept 

of 'no new ideas emerging from the data' but also the notion of a conceptually dense 

theoretical account of the field of interest where all the categories are fully 

accounted for, the variations within them explained and all relationships between 

categories are established, tested and validated for a range of settings (432).  In 

more recent years the use of ‘saturation’ outside of the context of grounded theory 

has been questioned. The challenge with saturation as a construct is that there is 

always potential for new theoretical insights to be made as long as data continues to 

be collected and analysed (433, 434). Also, funders, sponsors, and ethics 

committees want to know the details of sample size in advance of providing funding 

and approvals and nearly all research is a pragmatic activity shaped by time and 

resource (430). Within this thesis, the aim of the qualitative interview study was to 

establish 'priority' outcomes from key stakeholders and define the concept of 

symptoms and concerns in a population of children and young people with life-

limiting and life-threatening conditions and their families. Theory development was 

not required to inform CPOS development. Exploring meaning across the datasets, 

as opposed to individual experiences enabled generalisations to be made about the 

target populations 'reality' and allowed for generation of key outcomes that could 

have been included in CPOS. The coding frame went through multiple iterations as 

data was analysed. The final version of the coding frame was agreed after 69 

transcripts had been coded. No further themes were identified during coding of the 

final 37 transcripts, which included transcripts from all five stakeholder groups. Thus, 

given the aim of identifying 'priority outcomes' it was unlikely that further interviews 

would have yielded symptoms and concerns that were a priority for children and 

young people with life-limiting conditions and their families.  

9.7.4 Steering group and young person's advisory group 

Another strength of this thesis is the wide range of stakeholders represented in C-

POS development. The study steering group had a diverse group of paediatric 

palliative health care professionals, three bereaved parents of children with life-

limiting conditions, experts in patient-centred outcome development and experts in 

qualitative research methodology and psychometrics. The young person’s group, 

working in an advisory capacity, rather than a patient and public involvement 

capacity, provided valuable insights and suggestions from the perspective of 

children and young people. This thesis demonstrates that it is feasible and 
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acceptable to work with children and young people as advisors in paediatric 

palliative care studies. 

The healthcare professionals on the steering group represented all sites that 

recruited to the semi-structured qualitative interview study and the cognitive 

interview study. Holding regular steering group meetings and acknowledging them in 

publications and conference presentations strengthened their sense of ownership in 

the development of C-POS and likely boosted their enthusiasm to drive recruitment 

within their site. Their insights into how C-POS would be used in day-to-day care 

and the benefits it would have for patient outcomes also ensured that the 

acceptability of C-POS to end-users was considered throughout the study. 

The parent representatives were all bereaved of children with life-limiting conditions. 

Their children had died between three and five years prior to the commencement of 

this study. They offered valuable insights into the relevance of results presented in 

meetings, research procedures and how these would impact children and families, 

and analysis and interpretation of results. One of the parent representatives also 

attended the ethics committee meeting for the cognitive interview study. As all of our 

parent representatives were bereaved, there is a possibility that some of their 

insights were affected by recall bias. The development of C-POS may have been 

strengthened by having parents who were still caring for a child with a life-limiting or 

life-threatening condition in the steering group, or who were more recently bereaved. 

However, ethically this was not considered appropriate due to the additional burden 

or distress it could cause them. 

Another way that this study could have been strengthened is by including children 

and young people in further patient and public involvement work, beyond the 

involvement of the young person's advisory group. This may have added further 

context to the results presented and enhanced the design of C-POS. In adult 

palliative care there are challenges to conducting meaningful patient and public 

involvement, and these are amplified by ethical concerns in paediatric palliative care 

research (177, 435).  However, there are examples of successful patient and public 

involvement work with children and young people with life-limiting conditions (177). 

Participants report that they have a desire to be involved in patient and public 

involvement work in paediatric palliative care research, and recognise the 

importance of this (436). 
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9.7.5 Non-verbal children and the concept of child-centred care 

Many children with life-limiting and life-threatening conditions are non-verbal due to 

the nature of their illness. The C-POS study inclusion criteria did allow for those who 

could communicate via their parents, or with the use of augmentative or alternative 

communication aides, to participate. Due to the predominantly qualitative 

methodology used in C-POS development, it was not possible to include the 

perspectives of children with severe communication impairment. Therefore, it is 

possible that the items included in C-POS do not reflect the symptoms, concerns 

and care priorities of these children and young people. Provision of child-centred 

care for non-verbal children is just as important as for verbal children. Although they 

may have difficulty expressing their needs and preferences, children who are non-

verbal still have a right to be involved in their care and to receive care tailored to 

their needs (35). They also have a right to be involved in research if at all possible. 

Professionals should respect a child's autonomy and involve them in decision 

making to the extent possible (66). Health care professionals and parents are 

usually attentive to non-verbal cues such as facial expressions, gestures, and body 

language in non-verbal children. In addition, parents of non-verbal children with life-

limiting and life-threatening conditions are experts in understanding their child's 

needs and preferences.  In providing child-centred care professionals should 

observe a child's behaviour and listen to parental concerns and insights into their 

child’s needs and preferences (35). An environment should be created that supports 

a child's emotional and social well-being and allows them to feel secure and at ease 

(81). By including healthcare professionals and parents in the development of C-

POS, some insight into the perspectives of non-verbal children was gained. 

9.8 Implications for research 

This thesis presents the development of the novel UK children's palliative outcome 

scale and demonstrates its face and content validity, as well as acceptability and 

feasibility of use within the target population. The implications and contributions to 

research methodology are discussed below, followed by identified evidence gaps 

requiring future research. 

Research with children with life-limiting conditions and their families 

This thesis demonstrates that it is feasible and acceptable to recruit children and 

young people with a range of life-limiting and life-threatening conditions beyond 

cancer and their families to palliative care research studies. Engaging children as 
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young as five years old to take part in research interviews was successful in the 

development of C-POS. Several strategies were used to achieve this. Allowing 

children to have a carer present during interviews allowed them to feel more 

comfortable talking to the researcher. Beginning each interview with a rapport 

building process such as playing a game or asking participants about their hobbies 

and interests enhanced further engagement. There was concern that when 

interviews moved online during the COVID-19 pandemic that children would struggle 

to engage, as there would be no opportunity to play with toys during interviews and 

it would be harder to employ techniques such as colouring and drawing. However, 

this was not the case. All children that participated in virtual interviews were able to 

sit and engage in the process and give valuable and insightful responses. This has 

implications for future research with children as this thesis demonstrates that it is 

feasible and acceptable to conduct qualitative research virtually, which could save 

valuable time and resources. 

It was anticipated that there would be some difficulty in gaining ethical approval for 

the qualitative interview study and cognitive interview study. However, in both 

instances the research ethics committee was very supportive of this research. No 

children that participated in the research presented in this thesis became upset or 

distressed during interviews, with only one asking to stop as she felt unwell. This 

does not support the perception that children and young people with life-limiting and 

life-threatening conditions should not participate in research as it will cause undue 

burden (179). In contrast, many participants shared that they enjoyed taking part in 

the interviews, with some teenagers expressing a wish to make a difference to those 

going through similar experiences in the future. This suggests it is not only 

appropriate to include children and young people in palliative care research, but it 

may also afford them the same benefits recognised in adult research. 

Some parent participants became upset during research interviews. All were offered 

an opportunity to take a break or stop the interview, but all wanted to carry on. 

Parents shared that they expected interviews to provoke some distress, due to the 

nature of the research study. However, they all found the level of distress 

experienced acceptable. This has implications for ethical review of future paediatric 

palliative care research studies. 
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Implications for recruitment to paediatric palliative care research 

At the commencement of C-POS development, most research sites had no 

experience of recruiting children and young people with life-limiting and life-

threatening conditions and their families to research studies outside of clinical trials 

of investigational medicinal products. During C-POS development the 'research 

readiness' of recruiting sites was enhanced using several strategies. Working with 

busy clinical teams to develop strategies that instilled confidence in them to discuss 

research participation with children and their family’s enhanced recruitment. These 

strategies included providing posters and information sheets with suggested 

phrases that could be used and ensuring regular communication between the 

research team and recruiting team. Attendance at clinical team meetings (both in 

person and virtually), and regular email updates outlining recruitment by site also 

helped. Finally, instilling a sense of ownership and participation in the overall study 

by inviting a representative from each participating site to join the study steering 

group and be acknowledged in publications has enhanced recruitment. All of these 

strategies are straightforward to implement and will help future researchers to recruit 

to future paediatric palliative care studies.  

Development of C-POS has had an impact on the way paediatric palliative care 

research is viewed by the UK paediatric palliative care workforce. During this thesis 

the paediatric palliative care clinical and research workforce within the UK have 

been regularly updated on the C-POS development process and research findings 

at national conferences and meetings. This has raised awareness of the C-POS 

study and the relative success of recruitment and evidence generation. This has 

sparked huge interest from further sites who want to be involved in future C-POS 

studies and has resulted in over 70 sites gaining approval to recruit to the next 

phase of C-POS development (psychometric testing). This demonstrates how much 

of an impact the work presented in this thesis has had in enhancing the research 

readiness of the UK paediatric palliative care sector. 

Areas for future research 

During the semi-structured interview study conducted in phase 1 of this thesis (437, 

438) participants spoke about many aspects related to quality and experience of 

care.  This data is beyond the scope of C-POS development and this thesis, but 

while listening to these experiences in interviews and analysing transcripts it 

became clear that there is a need for the development of a care quality measure 
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and patient-reported experience measure within paediatric palliative care. The 

experiences of care at the end of life can have a large impact on the subsequent 

bereavement experiences of both parents and siblings and a recent scoping review 

demonstrated that existing measures have gaps in important domains such as 

cultural aspects of care, grief and economic costs (438). 

Another area for future research that has been highlighted in this thesis is the 

development of strategies to increase the cultural and ethnical diversity of 

participants to paediatric palliative care research.  

Finally, further research is needed to explore the benefits and burdens of 

participation in research from the perspective of children and young people with life-

limiting and life-threatening conditions. This could have been achieved during the 

research presented in this thesis if ethical approval had been sought to ask 

questions about participant experience at the end of either the semi-structured or 

cognitive interview studies. Although this would have made the interview slightly 

longer, thus increasing participant burden, it would have given valuable insights into 

the experience of participants and contributed to the current lack of evidence on this. 

Future researchers could consider incorporating such questions into their studies. 

9.9 Implications for clinical care 

This study demonstrates that children and young people with life-limiting and life-

threatening conditions and their families have multidimensional symptoms and 

concerns. Healthcare professionals need to be able to assess and manage these 

symptoms and concerns in order to support children and young people to be able to 

pursue normal childhood activities. The focus should be on children being supported 

and encouraged to be children, rather than focusing on their health condition. This is 

best achieved by working within a child-centred model of care, where it is 

acknowledged that children exist both within and outside of their family. In addition, 

families of children and young people with life-limiting and life-threatening conditions 

need support to provide often complex and burdensome care for their child. 

This research also demonstrates that when implementing PCOMs into clinical 

practice with children and young people with life-limiting and life-threatening 

conditions, consideration should be given to ensuring that they are given the 

opportunity to discuss their responses with a healthcare professional during or soon 

after measure completion. Children need to know that their responses are seen and 
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considered and to ensure that their healthcare experience has a human and 

compassionate feel. This further supports a child-centred approach whereby 

children are regarded as active and equal partners in their care (35). In addition, 

taking this approach should enhance the acceptability and uptake of PCOMs in 

clinical practice. 

This research also demonstrates that consideration needs to be given to a more 

flexible approach to service provision for children with life-limiting conditions and 

their families. Taking a child-centred approach to care means services should be co-

ordinated around the needs of children and their families (35). Participants in this 

study often struggled to access psychological support that fitted around caring and 

work responsibilities. Spiritual and existential support was often hard to access due 

to lack of clinician awareness and education. Participants also found it challenging 

to find suitable education for children with complex medical needs and to access to 

vital equipment needed for their child's care. Equipment was often self-funded by 

families due to the lack of available resources within health and social care. 

9.10 Reflections, personal development, and learning. 

Prior to commencing my PhD, I had been working in clinical practice for 20 years, 11 

of those in paediatric palliative care. I had received some research training while 

undertaking my MSc in 2012 and conducted and published a systematic review for 

my dissertation. I had very little first-hand experience of conducting and analysing 

primary research data. Prior to data collection for the semi-structured interview study 

in phase 1 of this thesis I received training on interviewing children and young 

people with life-limiting and life-threatening conditions, and ethical considerations in 

paediatric palliative care research. I was also able to access training on qualitative 

data analysis and the use of NVivo, which was invaluable in analysing the large 

qualitative semi-structured interview dataset.  

The COVID-19 pandemic began while I was planning the Delphi survey and most 

training courses had been postponed or cancelled. Therefore, to analyse the 

quantitative data from the Delphi survey I had to learn how to use STATA via online 

videos and a textbook. This was challenging but extremely rewarding once 

achieved.  
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Prior to developing the cognitive interview study protocol, I was able to attend a two 

day online cognitive interviewing course which strengthened my knowledge of the 

cognitive interviewing process and analysing the data. 

I came to my PhD with my own set of beliefs and assumptions regarding what 

outcomes were important to children and young people with life-limiting and life-

threatening conditions and their families. My clinical background had allowed me to 

spend time with children and families in their own homes to assess symptoms, 

prescribe medication and provide tertiary level palliative care. I had also spent some 

time researching and reading the current evidence within the field of paediatric 

palliative care and outcomes during my MSc, and prior to commencing my PhD. 

However, during the research process I was afforded the opportunity of being able 

to spend more time talking to children and families about what was most important 

to them than I have the ability to do in clinical practice. This opened my eyes to their 

experiences, and I realised that very little of what a child and family experience on a 

day-to-day basis is shared during a short clinical visit, which tends to focus on 

symptom management and a broad discussion of psychosocial support. I believe my 

experience of conducting research with this population has enhanced my clinical 

skills and I am now able to offer a much more holistic approach to patient care. I 

also learned that it was often better not to share my clinical background with 

interview participants as they often made an assumption that I already knew and 

understood their experiences, and I found that I obtained much richer data when this 

was not disclosed. 

I conducted my PhD part-time, whilst also working clinically. Although balancing my 

priorities was challenging at times, I feel that this clinical academic approach also 

benefited the research I conducted. Within the UK the field of paediatric palliative 

care is relatively small. I was able to use my clinical contacts to drive recruitment to 

all phases of my research, both by reaching out to key contacts at recruiting sites 

and approaching contacts at potential new sites. My clinical background also gave 

me an insight into the challenges busy clinical teams experience when recruiting to 

research. This helped develop some of the strategies to improve recruitment 

described in this thesis. 

9.11 Next steps 

This PhD has outlined the development and initial validation of five versions of C-

POS - three age /developmental stage appropriate versions for child and young 



Chapter 9. Discussion and integration of main findings 

 251 

person self-report, and two parent/proxy versions, following COSMIN and Rothrock 

guidance (123, 149). This thesis has demonstrated that these five versions of CPOS 

have robust face and content validity and are acceptable and feasible for use with 

the target population.  The next stage in PCOM development requires that 

measures are psychometrically tested within the target population to establish 

construct, concurrent, structural, and convergent/discriminant validity, and reliability. 

This study is already in progress. Following this, CPOS will require implementation 

into routine practice. Research is in progress to develop a strategy for implementing 

C-POS into routine practice in paediatric palliative care and to appraise its 

mechanisms, processes and potential benefits. 

9.12 Conclusions 

This study describes the development and initial validation of the first patient-

centred outcome measure for use with children and young people with life-limiting 

and life-threatening conditions and their families in the UK.  C-POS has been 

developed as a child-centred measure of symptoms and concerns that can be used 

from the diagnosis of a life-limiting condition and throughout the illness trajectory. 

Items reflect children and young people’s desire to focus on the pursuit of normal 

childhood activities. C-POS has undergone a robust development process using 

accepted methodological guidance on PROM development. This has ensured items 

within the measure reflect the construct set out to be measured, and that they have 

face and content validity within the target population. C-POS has been 

demonstrated to be relevant, comprehensive, comprehensible, acceptable, and 

feasible for use with children and young people with life-limiting and life-threatening 

conditions and their families. 

This study also demonstrates that children and young people with life-limiting and 

life-threatening conditions can engage in research, in this case communicating 

preferences regarding the development and design of a patient-centred outcome 

measure. Important differences were found in priority outcomes identified by 

different stakeholder groups, highlighting the importance of involving all key 

stakeholders, including children and young people in patient-centred outcome 

measure development. 

Further research is required to establish the psychometric properties of C-POS 

within the target population, and to develop an implementation strategy. It is also 

recommended that further research is conducted into ways to engage minority 



Chapter 9. Discussion and integration of main findings 

 252 

ethnic participants and fathers into future paediatric palliative care research, in order 

to ensure a range of perspectives are represented.
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Appendix B African C-POS 

Study (patient) Reference 
Number: 
 

 
 
POS.................................................../100  

Date: Visit 1  
Visit 2  
Visit 3  
Visit 4  

 QUESTIONS TO BE ASKED TO THE 
CHILD 

V
is

it
 1

 

V
is

it
 2

 

 V
is

it
 3

 

 V
is

it
 4

 

 

QUESTIONS TO BE ASKED TO THE 
CARER OR NURSE IF THE CHILD IS 
UNABLE TO RESPOND 

V
is

it
 1

 

V
is

it
 2

 

 V
is

it
 3

 

 V
is

it
 4

 

 

Question POSSIBLE 
RESPONSES 

Question POSSIBLE 
RESPONSES 

SECTION A: ABOUT THE CHILD 

Q1.  Can you tell me how 
much pain you have 
had since yesterday? 

 

0 (No pain) –  
5 (The worst pain you 
can imagine) 

    Can you tell me how 
much pain your child has 
had since yesterday? 

 

0 (No pain) –  
5 (The worst pain you 
can imagine) 

    

Q2. 
  
 

How much have other 
problems with your 
body been troubling 
you since yesterday? 
(Prompt only if needed: 
e.g. being sick, going to 
the toilet a lot)? 
 

0 (No other problems 
with my body have 
been troubling me) – 

5 (Other problems 
with my body have 
been troubling me very 
much) 

 

 

    How much have other 
problems with their body 
been troubling your child 
since yesterday (Prompt 
only if needed: e.g. 
vomiting, diarrhoea, skin 
problems etc.) 
  
 

0 (No other problems 
with their body have 
been troubling my 
child) –  

5 (Other problems 
with their body have 
been troubling my child 
very much) 
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Q3.  Can you tell me how 
much you have been 
feeding since yesterday? 

 

0 (Not feeding at all) –  

5 (Feeding enough) 

    Since yesterday, how 
much has your child been 
feeding? 

 

0 (Not feeding at all) – 
5 (Feeding enough 

    

Q4.  Can you tell me how 
much you have cried 
since yesterday? 

0 (Not cried at all) –  

5 (Cried all the time) 

    Since yesterday, how 
much has your child 
cried? 

0 (Not cried at all) –  

5 (Cried all the time) 

 

    

Q5. Can you tell me how 
often you have felt 
happy since yesterday? 

 

0 Happy all the time) 

5 (Not happy at all)  

 

    Since yesterday, how 
much has your child felt 
happy? 

 

0 (Happy all the time)-  
5 (Not happy at all) –  

 

    

Q6.  How much have you felt 
like playing since 
yesterday? 

 

0 (Felt like playing all 
the time) 

5 (Have not felt like 
playing at all)  

    Since yesterday, how 
much has your child felt 
like playing? 

 

0 (Felt like playing all 
the time) 

 5 (Have not felt like 
playing at all)  

    

Q7.  How much have your 
questions about your 
sickness been answered 
since yesterday? 

0 (As much as I 
wanted)  

5 (Have not been 
answered at all)  

 

 

    How much have your 
questions about your 
child’s sickness been 
answered since yesterday? 

0 (As much as wanted) 
5  (Have not been 
answered at all)  

    



Appendix B African C-POS 

 294 

SECTION B. QUESTIONS ABOUT FAMILY / CARER (Note: The time period is since yesterday) 

Q8. How much have you been feeling worried about your child’s illness? 0 (Not at all worried) –  

5 (Worried all of the time) 

    

Q9.  Have you been able to share how you are feeling about your child’s illness with 
others when you have wanted to? 

0 (Not at all) –  

5 (Talked freely) 

    

Q10. How much information have you and your family been given about your child’s 
illness? 
 

0 (None) – 

 5 (As much as wanted) 

    

Q11. Have you had enough help and advice for your family to plan for the future with 
regards to your child’s illness? 
 

0 (None) –  

5 (As much as wanted) 

    

Q12. How confident does the family feel caring for the child? 

 

 

0 (Not at all) –  

5 (Very confident) 
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Appendix D Systematic review protocol 

Background and Rationale 

When collecting data on health-related outcomes it is widely accepted that it is good 

practice to obtain children’s self-report whenever possible.  This is because health-

related quality of life is generally understood as a latent, not directly observable 

construct, and it contains the perceptions and evaluations of someone’s life from the 

subjective view of the individual, as well as the individual’s subjective well-being and 

affective mood(439).    Studies looking at correlation between child self-report of 

health-related quality of life and those of a parent/carer show a higher correlation for 

observable constructs such as physical symptoms, and a lower correlation for non-

observable constructs, such as emotional concerns (362, 440).  It has also been 

observed that children conceptualise quality of life differently for their parents/carers 

and clinicians.  Patient reported outcomes developed for adults are unlikely to 

capture the realities of childhood or be sensitive to developmental change (245) and 

children’s conceptualisation of health-related quality of life is likely to be different to 

that of adults.  

 Developing measures intended for child self-report comes with methodological 

complexities that need to be considered during the design stage.  These include the 

types of response format children are able to use, appropriate recall period and the 

mode of administration of the measure  (214, 302).   Researchers need to be aware 

that chronological age may not always be the main consideration when judging 

whether children can self-report, due to variability in development and cognition.  If a 

measure is being designed for use in a child or young person with a life-limiting or 

life-threatening (life-limiting and life-threatening) condition, development and 

cognition may be impaired due to the underlying illness, which adds further 

challenge (302).     

A recent systematic review of health-related quality of life outcome measures that 

could be used in children with life-limiting and life-threatening illnesses identified 27 

potential instruments and examined their feasibility of use and their psychometric 

properties.  Their psychometric properties were analysed using the COSMIN 

methodological checklist(105).  No measures scored at least ‘fair’ methodological 

quality or higher on all characteristics. Moreover, the domains, recall period and 

response format of included measures were not always considered appropriate for 

children with life-limiting and life-threatening conditions. Measures that were 
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included in the review had recall periods ranging from the ‘current moment’ to 4 

weeks.  

The mode of administration was predominantly pen and paper, with one measure 

validated for use over the telephone (328). 

 Research conducted in the 1980s and 1990s has demonstrated that children as 

young as 5 years old can self-report pain using an age-appropriate visual analogue 

scale (441, 442).  However, pain is a single domain and health-related quality of life 

(HRQOL) is a subjective, multidimensional and dynamic construct that comprises 

physical, psychological and social functioning.  Assessing health-related quality of 

life as an outcome involves considering the impact of a condition and its 

management on emotional, physical, social and spiritual functioning as well as 

lifestyle.  Thus, HRQOL can be seen as a holistic and subjective construct.  It is 

generally accepted that children can report on more concrete domains of health 

related quality of life between 4 and 6 years of age but more subjective concepts 

may be more difficult to comprehend and articulate(443).  

 Children as young as four years old have been shown to be able to validly and 

reliability self-report on their own HRQOL when using an age-appropriate measure 

(444), although elsewhere it has been suggested that children younger than seven 

years old do not have sufficient cognitive skills for this (445).   Children aged 4–7 

years are highly suggestible and will often give interviewers the responses they think 

they want to hear (252). 

It has been shown that from the age of 8 years children can use 5-7 point Likert 

response scales (314) with younger children either being unable to use these or 

requiring fewer response options (314, 443, 446). There are also age differences in 

children’s ability to report on their health within specific recall periods (314, 446).  

Given that HRQOL can change quite rapidly in a child or young person with a 

chronic or life-limiting and life-threatening condition, using measures with a shorter 

recall period may elicit more accurate responses (314).    

When measuring outcomes in children and young people the mode of administration 

needs to be considered, so that children can be engaged in the process in a way 

that is acceptable to them.  One large study using multi-group confirmatory factor 

analysis for invariance testing showed that items on the PedsQLTM were interpreted in 

a similar manner by children aged 5-18 years across three modes of administration; 

telephone, face to face and in the mail (328).  With advances in computer and 
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mobile technology it is now possible to enhance patient reported outcome measures 

with graphical, video and audio content in order to improve both understanding and 

engagement (245).  Using pictures that depict specific symptoms and activities has 

been shown to improve younger children’s engagement in outcome reporting as well 

as their response reliability (447-449).  It is imperative that attention is paid to 

completion methods and tool format at the measure design stage to reduce 

incompletion and non-response rates. 

The aim of this review is to systematically appraise the evidence on response scale 

type, recall period, mode of administration and approaches to engage children in 

self-report for measuring patient-reported outcomes in children and young people up 

to the age of 18 years to inform measure development. 

Aim and Objectives 

Aim 

To review the evidence on response scale types, recall period, appropriate mode(s) 

of administration and approaches to engaging children in self report when 

developing and implementing patient reported outcome measures for use with 

children and young people up to the age of 18 years. 

Objectives 

Identify the literature on response scale types, recall period, mode(s) of 

administration and approaches to enable participation in self-report for patient 

reported outcomes in children and young people up to the age of 18 years. 

Extract data on response scale types, recall period, mode(s) of administration and 

approaches to enable participation in self-report for patient reported outcomes in 

children and young people up to the age of 18 years.  

Appraise the quality of the evidence on response scale types, recall period, mode of 

administration and approaches to enable children to participate in self-report for 

outcome measures for use with children and young people up to the age of 18 years 

in terms of feasibility, acceptability and effect on measurement properties. 

To synthesize the findings of the review and make recommendations on selecting 

response scale type, recall period, mode of administration and methods to enable 

self-report when developing patient-reported outcome measures for use by children 
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and young people, both those who are cognitively able and those who have learning 

and/or communication difficulties.  

Identify gaps in the literature to make recommendations for future research. 

Methods 

Search Strategy 

This review will be conducted and reported in accordance with Preferred Reporting 

Items for Systematic Reviews and Meta-Analyses (PRISMA) guidelines (207). 

Databases to be searched 

PsycINFO, Medline, CINAHL and Embase, cited by on Scopus of selected articles.  

In addition, cited references of selected articles will be searched and any key 

journals that are identified will be hand-searched.   

Search Terms 

Children 

1 exp child/  

2 exp p?ediatrics/  

3 (child* or adolescen* or p?ediatric* or youth* or juvenile or teen* or young 

people or schoolchild* or school age* or kid*).ti,ab.  

4 1 or 2 or 3 

Response Scale format 

5 (response scale or likert scale or visual analog* scale or VAS or numerical 

rating scale or verbal rating scale or faces scale or dichotomous scale or yes no 

response or response option*).ti,ab. 

Recall period 

6 (recall period or recall interval or patient recall or recall bias).ti,ab. 

Method of administration 
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7 (outcome measure adj2 (paper or (paper and pen) or tablet or tablet 

computer or app or application or telephone or face to face or internet)).ti,ab. 

8 (measure adj2 (paper or (paper and pen) or tablet or tablet computer or app 

or application or telephone or face to face or internet)).ti,ab. 

9 (scale adj2 (paper or (paper and pen) or tablet or tablet computer or app or 

application or telephone or face to face or internet)).ti,ab. 

10 (questionnaire adj2 (paper or (paper and pen) or tablet or tablet computer or 

app or application or telephone or face to face or internet)).ti,ab. 

11 (survey adj2 (paper or (paper and pen) or tablet or tablet computer or app or 

application or telephone or face to face or internet)).ti,ab. 

12 7 or 8 or 9 or 10 or 11 

Combine the above 

13 14 or 15 or 21 

14 4 and 13 and 22 

Exclusion criteria(450) 

24 (addresses or biography or comment or directory or editorial or interview or 

festschrift or lectures or legal cases or legislation or letter or news or newspaper 

article or patient education handout or popular works or congresses or consensus 

development conference or practice guideline).pt 

25 23 not 24 

26 (limit to 1980-current; humans; English language; all child 0-18 years). 

Inclusion Criteria 

• Studies in children and young people up to 18 years old. If studies involve 

participants >18 years old then they will be included if data for those under 18 years 

is presented separately. 

• Primary research  

• Case reports ≥3 participants 
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• Studies looking at recall period, response scale selection, administration 

modality and approaches to enable children to self-report in terms of their effect on:  

o measurement properties and factor structure of instruments,  
o acceptability of use 
o feasibility of use. 

• Studies written in the English language 

Exclusion Criteria 

• Review/systematic review articles 

• Discussion articles 

• Editorials, reports, letters 

• Small case reports ≤3 participants 

• Studies solely in those 18 years and over 

• Written in a language other than English 

Study selection 

All retrieved articles will be transferred to EndNote version 8 and duplicates 

removed. The titles and abstracts of all retrieved articles will be screened for 

eligibility by LC.  If there is not enough information within the title and abstract to 

determine eligibility, then the full text article will be screened by LC.  Remaining full 

text articles will be screened by LC and 10% will be screened by a 2nd reviewer 

(CES).  Any discrepancies throughout the process will be discussed with a third 

reviewer. Studies excluded at the full text stage will record the reason for exclusion. 

Data extraction 

Data from included articles will be extracted into an Excel spreadsheet and will 

include the following: title, authors, date, country, aim, study design, sample 

(including population, inclusion/exclusion criteria, size and setting), which measure 

characteristics the paper reports (recall period, response format, administration 

modality, approaches to engage children in self-report) and quality score. 

Study quality assessment 

For studies on measurement properties the COSMIN risk of bias checklist will be 

used (148).  For studies using qualitative or quantitative methodology the ‘Standard 
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quality assessment criteria for evaluating primary research papers from a variety of 

fields (QualSyst)’ will be used (211). 

Analysis 

Evidence will be tabulated in Excel and ordered by primary aim (i.e. whether the 

primary aim was to collect evidence on recall period, response format, 

administration modality or methods to enable participation in self-report).  Results 

will also be synthesized narratively to discuss heterogeneity of included studies, 

similarities and differences in findings of selected studies and to explore patterns.  

Differentiation will be made across groups – such as those healthy children and 

those with learning disabilities.  Recommendations will be made based on the 

quality of the evidence of included studies and the feasibility and acceptability of 

using different response scale types, recall periods and modes of administration 

when developing patient-reported outcome measures for use by children and young 

people. 

Output 

The results of this review will be submitted for publication in a peer reviewed journal 

and along with results of primary qualitative interviews, will also inform the 

development of the Children’s Palliative Outcome Scale 
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Appendix E Reflective field note template 

 

General 

Setting (including things affecting depth/length of the interview): 

Content (summary of key points in case something happens to the recording & to 

help think about saturation): 

Reflections 

How did it go? 

My own emotions and reflections: 

Key themes and reflections on saturation: 

Any surprises? 

Anything in line with what I expected? 

Most memorable part of the interview? 

Best interview question? 

What I’d ask / ask differently next time? 

How did my thoughts / attitudes change? 

Other thoughts 
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 Date sent Categorisation  Description  Documents  Comments  

1 06 March 2019 C Minor correction to Professional information sheets (taken 
our mention of “your child” and PALS information) 

Professional information 
sheet version 5.2 

 

2 11 April 2019 C Alteration to the protocol so that clinicians can share 
information sheets with potential participants  

Protocol version 5.2  

3 03 July 2019 A Alteration to the protocol so that non palliative-care paediatric 
clinicians can approach participants who have a life-limiting 
or life-threatening illness but are not necessarily under a 
palliative care team 

Protocol version 5.3 GOSH have not approved this amendment 
so will continue to work from protocol 5.2 

4 07 August 
2019 

New sites Alteration to the protocol to open new sites – East Anglia 
Children’s Hospices, Martin House Children’s Hospice, 
Cambridge University Hospitals NHS Foundation Trust and 
Leeds Teaching Hospitals Trust 

Protocol version 5.4  

5 10 September 
2019 

A  No cost extension to recruitment. Change End date from 30th 
November 2019 to 30th March 2020 

Statement of activities 
version 5.1 

 

6 24th September 
2019 

C Correction to parent, child 16-18 and sibling 16-18 
information sheet to explain that data will be given to KCL 
researchers (in line with IRAS and protocol) 

Changes to protocol to explicitly outline researchers 
receiving data are from KCL 

Minor correction to   

Protocol version 5.5 

Information sheet- Child 
16-18 – 100919 – v5.2  

Information sheet – 
Sibling 16-18 – 100919 – 
v5.2 
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  Information sheet – 
Parent or caregiver being 
interviewed – 100919 – 
v5.2 

Information sheet – 
Parent signing for child – 
100919 – v5.2 

Information sheet – 
Parent signing for sibling 
– 100919 – v5.2 

19 September 2019: Not official amendment- 
Confirmed via Ashley Totenhofer at HRA 

Corrections to typos in sibling facing documents, e.g. “your 
care” changed to “your sibling’s care” 

Same version numbers as 
originals as typos 

 

Have kept email evidence  

Substantial - 
1 

6th December 
2019 

Substantial  Increase the recruitment upper limit for parents Protocol version 5.6 

Signed amendment form 

 

7 11th December 
2019 

New sites Addition of Northern Ireland Children’s Hospice Protocol v5.7 041119  

8 9th December 
2019 

C Rewording of parent signing for sibling information sheet 
deleting mention of palliative care 

Information sheet – 
Parent signing for sibling 
091219 – v5.3 

 

9 19th February 
2020 

A No cost extension to recruitment. Change End date from 30th 
March 2020 to 30th September 2020 

Rationale for extending 
recruitment  
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10 16th March 
2020 

C Changes to protocol following COVID 19 

- Transcription off site 
- Phone call and video interviewing 

Protocol v5.8 160320 Due to COVID-19 this did not need to be 
approved by HRA instead KCL and KCH 
confirmed this was a category C 
amendment to be implemented 
immediately 

New process of submitting amendments via IRAS (from June 2nd 2020) 

11 29th May 2020 C Changes to patient information sheets to reflect COVID-19 
protocol changes  

- Transcription off site detailed  
- Mention of phone-call and video interviewing  

Information sheet – Child 
aged 5-7 – 290520 – v5.2 

Information sheet – Child 
aged 8-10 – 290520 – 
v5.2 

Information sheet – Child 
aged 11-15 – 290520 – 
v5.2 

Information sheet – Child 
aged 16-18 – 290520 – 
v5.3 

Information sheet – 
Parent being interviewed 
– 290520 – v5.3 

Information sheet – 
Parent signing for child – 
290520 – v5.3 

Information sheet – 
Parent signing for sibling 
– 290520 – v5.3 

Approved via the new IRAS system and 
email confirmation sent to sites 
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Information sheet – 
Professionals – 290520 – 
v5.3 

Information sheet – 
Sibling aged 5-7 – 
290520 – v5.2 

Information sheet – 
Sibling aged 8-10 – 
290520 – v5.2 

Information sheet – 
Sibling aged 11-15 – 
290520 – v5.2 

Information sheet – 
Sibling aged 16-18 – 
290520 – v5.3 
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Appendix I Ethics application, approval and amendments 
for Delphi survey and item generation meeting 

 

  

�

0LQLPDO�5LVN�5HJLVWUDWLRQ�)RUP�

�

� ,V�\RXU�VWXG\�FRQVLGHUHG�UHVHDUFK�DV�GHILQHG�LQ�WKH�JXLGDQFH�LFRQ�LQIRUPDWLRQ"
3OHDVH�QRWH�VWXGLHV�GHHPHG�WR�EH�HLWKHU�D�VHUYLFH�HYDOXDWLRQ�RU�DXGLW�GR�QRW�UHTXLUH�HWKLFDO�FOHDUDQFH�

<HV

1R

� 'RHV�\RXU�VWXG\�UHTXLUH�H[WHUQDO�HWKLFDO�UHYLHZ�E\�HLWKHU�WKH�+HDOWK�5HVHDUFK�$XWKRULW\��ZKLFK�LQFOXGHV�WKH�1+6�5(&�DQG
6RFLDO�&DUH�5(&��RU�WKH�0LQLVWU\�RI�'HIHQFH�5(&"
6HH�JXLGDQFH�LFRQ�IRU�IXUWKHU�LQIRUPDWLRQ�RQ�WKH�+5$�DQG�02'�5(&�HWKLFDO�UHYLHZ�UHPLW�

<HV

1R

� 3OHDVH�LQGLFDWH�ZKLFK�RI�WKH�IROORZLQJ�GDWD�FROOHFWLRQ�PHWKRGV�\RXU�VWXG\�LQYROYHV�
3OHDVH�QRWH��<RX�VKRXOG�RQO\�VHOHFW�WKH�PHWKRGV�WKDW�\RX�DUH�FHUWDLQ�ZLOO�EH�HPSOR\HG�IRU�WKH�SURMHFW�DQG�\RX�DUH�DEOH�WR
RXWOLQH�LQ�VHFWLRQ����G���

,QWHUYLHZV
)RFXV�*URXSV�:RUNVKRS
4XHVWLRQQDLUHV�6XUYH\V�$SS�EDVHG�UHVHDUFK�WRRO
1RQ�LQWHUYHQWLRQDO�FODVVURRP�REVHUYDWLRQV
$OO�RWKHU�QRQ�LQWHUYHQWLRQDO�REVHUYDWLRQV
3K\VLFDO�SURFHGXUHV��H�J�WDNLQJ�ERG\�WHPSHUDWXUH��ZHDULQJ�D�YLUWXDO�UHDOLW\�KHDGVHW��WDNLQJ�SXOVH�

3OHDVH�QRWH��$QDO\VLV�RI�SUH�H[LVWLQJ�GDWD�LV�QRW�HOLJLEOH�IRU�WKH�0LQLPDO�5LVN�5HJLVWUDWLRQ�3URFHVV��%HIRUH�FRQWLQXLQJ��LI
\RXU�VWXG\�LQYROYHV�WKH�DQDO\VLV�RI�SUH�H[LVWLQJ�GDWD��SOHDVH�YLVLW�RXU�
$QDO\VLV�RI�SUH�H[LVWLQJ�GDWD
�SDJH�IRU�DGYLFH�RQ
ZKHWKHU�RU�QRW�\RX�ZLOO�QHHG�WR�FRPSOHWH�D�
)XOO�$SSOLFDWLRQ�)RUP
�IRU�HWKLFDO�DSSURYDO

6HFWLRQ�$��&RQILUP�WKDW�\RXU�VWXG\�UHTXLUHV�.&/�HWKLFDO�FOHDUDQFH

%HIRUH�FRPSOHWLQJ�D�0LQLPDO�5LVN�5HJLVWUDWLRQ�)RUP��\RX�PD\�ILQG�LW�XVHIXO�WR�UHDG�WKURXJK�WKH�DFFRPSDQ\LQJ�JXLGDQFH�

,03257$17�127,&(�5(/$7,1*�72�&29,'����±�:KLVW�UHVHDUFKHUV�DUH�SHUPLWWHG�WR�UHJLVWHU�QHZ�SURMHFWV�LQYROYLQJ�IDFH�WR�IDFH
LQWHUDFWLRQV��VXFK�GDWD�FROOHFWLRQ�LV�FXUUHQWO\�QRW�SHUPLWWHG�WR�FRPPHQFH�XQOHVV�LW�IDOOV�XQGHU�RQH�RI�WKH�H[HPSWLRQV�DQG�IXOILOV�WKH�FULWHULD
RXWOLQHG�E\�WKH�&ROOHJH�5HVHDUFK�(WKLFV�&RPPLWWHH�DW�WKH�OLQN�EHORZ�

KWWSV���LQWHUQDO�NFO�DF�XN�LQQRYDWLRQ�UHVHDUFK�HWKLFV�DSSOLFDWLRQV�&29,'����8SGDWH�IRU�5HVHDUFKHUV

3URMHFW�,'���������3DJH���RI���
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� 'RHV�\RXU�VWXG\�SUHVHQW�DQ\�RI�WKH�IROORZLQJ�ULVNV�WR�SDUWLFLSDQWV"

D��9XOQHUDELOLW\��'RHV�WKH�VWXG\�LQYROYH�SDUWLFLSDQWV�ZKR�DUH�YXOQHUDEOH��ODFN�FDSDFLW\�WR�JLYH�LQIRUPHG�FRQVHQW��RU�DUH�LQ�D
GHSHQGHQW�SRVLWLRQ��H�J��YXOQHUDEOH�FKLOGUHQ��SHRSOH�ZLWK�OHDUQLQJ�GLIILFXOWLHV��SHRSOH�ZLWK�PHQWDO�KHDOWK�SUREOHPV��SHRSOH�ZLWK
GLPLQLVKLQJ�FDSDFLW\�WR�FRQVHQW��\RXQJ�RIIHQGHUV��SHRSOH�LQ�FDUH�IDFLOLWLHV��RIIHQGHUV�LQ�SULVRQ�"
E��&RQVHQW�DQG�GHFHSWLRQ��:LOO�SDUWLFLSDQWV�EH�DVNHG�WR�WDNH�SDUW�LQ�WKH�VWXG\�ZLWKRXW�WKHLU�LQIRUPHG�FRQVHQW�RU�NQRZOHGJH�DW
WKH�WLPH�RU�ZLOO�GHFHSWLRQ�RI�DQ\�VRUW�EH�LQYROYHG"
F��3DUWLFLSDQW�GLVFORVXUHV��,V�WKHUH�D�ULVN�WKDW�WKH�KLJKO\�VHQVLWLYH�QDWXUH�RI�WKH�UHVHDUFK�WRSLF�PLJKW�OHDG�WR�GLVFORVXUHV�IURP
WKH�SDUWLFLSDQW�FRQFHUQLQJ�WKHLU�RZQ�LQYROYHPHQW�LQ�LOOHJDO�DFWLYLWLHV�RU�RWKHU�DFWLYLWLHV�WKDW�UHSUHVHQW�D�WKUHDW�WR�WKHPVHOYHV�RU
RWKHUV��H�J��VH[XDO�DFWLYLW\��GUXJ�XVH��RU�SURIHVVLRQDO�PLVFRQGXFW�"
G��6WUHVV�DQG�DQ[LHW\��&RXOG�WKH�VWXG\�LQGXFH�SV\FKRORJLFDO�VWUHVV�RU�DQ[LHW\��RU�SURGXFH�KXPLOLDWLRQ�RU�FDXVH�KDUP�RU
QHJDWLYH�FRQVHTXHQFHV�EH\RQG�WKH�ULVNV�HQFRXQWHUHG�LQ�D�SDUWLFLSDQW¶V�XVXDO��HYHU\GD\�OLIH"
H��8UJHQW�PHQWDO�KHDOWK�ULVNV��3DUWLFLSDWLRQ�LQ�WKLV�UHVHDUFK�PD\�LGHQWLI\�XUJHQW�PHQWDO�KHDOWK�ULVNV��LQFOXGLQJ��EXW�QRW�OLPLWHG�WR�
VXLFLGDO�LGHDWLRQ�DQG�RU�VHOI�KDUP�LQWHQW�

<RX�VKRXOG�RQO\�VHOHFW�WKH�VWDWHPHQW�EHORZ�LI�\RX�KDYH�QRW�VHOHFWHG�DQ\�RI�WKH�DERYH��<RXU�DSSOLFDWLRQ�ZLOO�EH�LQYDOLG�LI�\RX
VHOHFW�WKH�EHORZ�VWDWHPHQW�LQ�DGGLWLRQ�WR�DQ\�RI�WKH�DERYH�

,�KDYH�DQVZHUHG�QR�WR�DOO�TXHVWLRQV�LQ�WKH�ULVN�FKHFNOLVW�DERYH�DQG�,�GR�QRW�EHOLHYH�WKDW�P\�UHVHDUFK�LV�KLJK�ULVN

6HFWLRQ�%��&RQILUP�WKDW�\RXU�VWXG\�GRHV�QRW�UHTXLUH�+LJK�5LVN�UHYLHZ

� :LOO�DQ\�SDUWLFLSDQWV�EH�XQGHU�WKH�DJH�RI���"

<HV

1R

� :LOO�\RX�EH�DVNLQJ�SDUWLFLSDQWV�WR�GLVFORVH�DQ\�LQIRUPDWLRQ�RI�D�SHUVRQDOO\�VHQVLWLYH�QDWXUH�WKDW�\RX�FDQQRW�DVVXPH�WKH\�ZRXOG�EH
RWKHUZLVH�ZLOOLQJ�WR�GLVFXVV�LQ�SXEOLF"�6HH�LQIRUPDWLRQ�LFRQ�IRU�IXUWKHU�JXLGDQFH�

<HV��,�ZLOO�EH�DVNLQJ�SDUWLFLSDQWV�WR�GLVFORVH�SHUVRQDOO\�VHQVLWLYH�LQIRUPDWLRQ

1R��,�ZLOO�QRW�EH�DVNLQJ�SDUWLFLSDQWV�WR�GLVFORVH�DQ\�SHUVRQDOO\�VHQVLWLYH�LQIRUPDWLRQ

� 'R�\RX�KDYH�D�FXUUHQW�RU�SULRU�UHODWLRQVKLS�ZLWK�DQ\�SRWHQWLDO�SDUWLFLSDQWV"��7KLV�LQFOXGHV�SURIHVVLRQDO�DQG��RU�SHUVRQDO
UHODWLRQVKLSV��

<HV��,�GR�KDYH�D�FXUUHQW�RU�SULRU�UHODWLRQVKLSV�ZLWK�SRWHQWLDO�SDUWLFLSDQWV�

1R��,�GR�QRW�KDYH�DQ\�FXUUHQW�RU�SULRU�UHODWLRQVKLSV�ZLWK�SRWHQWLDO�SDUWLFLSDQWV�

�� *DWHNHHSHU�3HUPLVVLRQ��:LOO�\RX�UHTXLUH�DQ�LQGLYLGXDO�RU�RUJDQLVDWLRQ�WR�JUDQW�\RX�SHUPLVVLRQ�WR�DSSURDFK��DFFHVV�\RXU
LQWHQGHG�SDUWLFLSDQWV"�7KLV�LQFOXGHV�JDWHNHHSHUV�FRQWDFWLQJ�SDUWLFLSDQWV�RQ�\RXU�EHKDOI�

<HV��,�ZLOO�EH�XVLQJ�D�JDWHNHHSHU�WR�DFFHVV�SRWHQWLDO�SDUWLFLSDQWV

1R��,�ZLOO�QRW�EH�XVLQJ�D�JDWHNHHSHU�WR�DFFHVV�SRWHQWLDO�SDUWLFLSDQWV

6HFWLRQ�&��&RQILUP�WKDW�\RXU�VWXG\�GRHV�QRW�UHTXLUH�/RZ�5LVN�UHYLHZ

3URMHFW�,'���������3DJH���RI���
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��D :LOO�DQ\�JDWHNHHSHU�XVHG�EH�LQ�D�SRVLWLRQ�RI�DXWKRULW\�RYHU�SRWHQWLDO�SDUWLFLSDQWV"

<HV��WKH�JDWHNHHSHU�LV�LQ�D�SRVLWLRQ�RI�LQIOXHQFH�RU�DXWKRULW\�RYHU�SDUWLFLSDQWV

1R��WKH�JDWHNHHSHU�LV�QRW�LQ�D�SRVLWLRQ�RI�LQIOXHQFH�RU�DXWKRULW\�RYHU�SDUWLFLSDQWV

�� &DQ�\RX�FRQILUP�WKDW�WKH�SDUWLFLSDQWV�ZLOO�QRW�EH�VXEMHFWHG�WR�DQ\�XQGXH�LQFHQWLYHV�WR�SDUWLFLSDWH"��5HFHLSW�RI�D�SURMHFW�UHSRUW�RU
D�UHDVRQDEOH�UHLPEXUVHPHQW�VXFK�DV�WUDYHO�OXQFK�FRVWV�RU�D�YRXFKHU�ZRXOG�QRW�EH�FRQVLGHUHG�XQGXH�LQFHQWLYHV��

<HV��SDUWLFLSDQWV�ZLOO�EH�VXEMHFW�WR�XQGXH�LQFHQWLYHV

1R��SDUWLFLSDQWV�ZLOO�QRW�EH�VXEMHFWHG�WR�DQ\�XQGXH�LQFHQWLYHV

�� <RX�KDYH�GHWHUPLQHG�WKDW�\RXU�SURMHFW�LV�HOLJLEOH�IRU�PLQLPDO�ULVN�UHJLVWUDWLRQ��%HIRUH�FRPSOHWLQJ�\RXU�PLQLPDO�ULVN�UHJLVWUDWLRQ
IRUP�\RX�PXVW�FRQILUP�WKDW�\RX�KDYH�UHDG�WKH�0LQLPDO�5LVN�*XLGLQJ�3ULQFLSOHV�DW�WKH�OLQN�EHORZ�DQG�WKDW�\RX�ZLOO�DGKHUH�WR�WKHVH
SULQFLSOHV�LQ�WKH�FRQGXFW�RI�\RXU�UHVHDUFK�

0LQLPDO�(WKLFDO�5LVN�*XLGLQJ�3ULQFLSOHV

,�FRQILUP�WKDW�,�KDYH�UHDG�WKH�0LQLPDO�5LVN�*XLGLQJ�3ULQFLSOHV�DQG�ZLOO�DGKHUH�WR�WKH�SULQFLSOHV�ZLWKLQ�

�� $SSOLFDQW�'HWDLOV

7LWOH )LUVW�1DPH 6XUQDPH

0UV /XF\ &RRPEHV

'HSDUWPHQW 3DOOLDWLYH�&DUH��3ROLF\�DQG�5HKDELOLWDWLRQ

(PDLO OXF\�FRRPEHV#NFO�DF�XN

�� )DFXOW\�,QVWLWXWH�6FKRRO
3OHDVH�UHIHU�WR�WKH�LQIRUPDWLRQ�LFRQ�LI�\RX�DUH�XQVXUH�RI�\RXU�)DFXOW\�,QVWLWXWH�6FKRRO�

1XUVLQJ�DQG�0LGZLIHU\

�� $SSOLFDQW�6WDWXV

03KLO���3K'���6SHFLDO�'RFWRUDWH

6HFWLRQ�'��*HQHUDO�,QIRUPDWLRQ

3URMHFW�,'���������3DJH���RI���
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�� 6XSHUYLVRU�'HWDLOV

7LWOH )LUVW�1DPH 6XUQDPH

3URIHVVRU 5LFKDUG +DUGLQJ

'HSDUWPHQW 3DOOLDWLYH�&DUH��3ROLF\�DQG�5HKDELOLWDWLRQ

(PDLO OXF\�FRRPEHV#NFO�DF�XN

�� $UH�WKHUH�DQ\�RWKHU�LQYHVWLJDWRUV�FROODERUDWRUV�LQYROYHG�LQ�WKH�VWXG\"

<HV

1R

�� 3URMHFW�7LWOH
$�ZRUNLQJ�WLWOH�IRU�\RXU�SURMHFW�WKDW�DFFXUDWHO\�UHIOHFWV�LWV�DLPV

&KLOGUHQ
V�3DOOLDWLYH�2XWFRPH�6FDOH��&�326����'HOSKL�VXUYH\�DQG�LWHP�JHQHUDWLRQ�PHHWLQJ

�� $QWLFLSDWHG�VWDUW�GDWH�IRU�WKH�FROOHFWLRQ�RI�GDWD� ����������

�� 6WXG\�2YHUYLHZ��%ULHIO\�GHVFULEH�\RXU�UHVHDUFK�SURMHFW��DV�\RX�ZRXOG�WR�D�SRWHQWLDO�SDUWLFLSDQW��KLJKOLJKWLQJ�WKH�DLPV�RI�\RXU
UHVHDUFK��ZKR�\RXU�SDUWLFLSDQWV�DUH��W\SH�RI�SHRSOH�UDWKHU�WKDQ�LQGLYLGXDO�QDPHV���KRZ�\RX�ZLOO�UHFUXLW�WKHP�DQG�ZKDW�ZLOO�EH
DVNHG�RI�WKHP��WU\�WR�XVH�QR�PRUH�WKDQ����ZRUGV�IRU�HDFK�VHFWLRQ��

D��:KDW�DUH�WKH�DLPV�RI�\RXU�VWXG\"
<RX�VKRXOG�H[SODLQ�ZKDW�WKH�SULQFLSDO�UHVHDUFK�TXHVWLRQ�LV�DQG�WKH�VSHFLILF�REMHFWLYHV�RI�WKH�VWXG\
7KH�DLP�RI�WKLV�VWXG\�LV�WR�JDLQ�FRQVHQVXV�RQ�LWHPV�WR�EH�LQFOXGHG�LQ�&�326��ZKLFK�LV�D�FKLOG�DQG�IDPLO\�FHQWUHG�RXWFRPH�PHDVXUH�IRU�
XVH�LQ�SDHGLDWULF�SDOOLDWLYH�FDUH���7KH�REMHFWLYHV�DUH�
D��7R�FRQGXFW�D�'HOSKL�VXUYH\�WR�REWDLQ�VWDNHKROGHU�FRQVHQVXV�RQ�LWHPV�WR�EH�LQFOXGHG�LQ�WKH�&�326�PHDVXUH��WKXV�IXUWKHU�
HVWDEOLVKLQJ�IDFH�DQG�FRQWHQW�YDOLGLW\���7KH�FRQWHQW�RI�WKLV�'HOSKL�VXUYH\�ZLOO�EH�LQIRUPHG�E\�SUHYLRXVO\�FRQGXFWHG�TXDOLWDWLYH�
LQWHUYLHZV�ZLWK�FKLOGUHQ�DQG�\RXQJ�SHRSOH�ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV�DQG�WKHLU�SDUHQWV�FDUHUV�DQG�VLEOLQJV�DQG�D�V\VWHPDWLF�UHYLHZ�RI�
V\PSWRPV�DQG�FRQFHUQV�LQ�WKLV�SRSXODWLRQ���+HDOWK�FDUH�SURIHVVLRQDOV�DQG�1+6�FRPPLVVLRQHUV�ZHUH�DOVR�LQWHUYLHZHG�DERXW�WKHLU�
SULRULWLHV�IRU�RXWFRPHV�RI�FDUH�LQ�WKLV�JURXS�
E��7R�FRQGXFW�DQ�LWHP�JHQHUDWLRQ�PHHWLQJ�WR�ILQDOLVH�LQLWLDO�SDUHQW�FDUHU�DQG�DJH�DSSURSULDWH�FKLOG�DQG�\RXQJ�SHUVRQ�YHUVLRQV�RI�WKH�
&�326�

E��:KR�DUH�\RXU�SRWHQWLDO�UHVHDUFK�SDUWLFLSDQWV"
7KLV�VKRXOG�RXWOLQH�DQ\�VSHFLILF�FULWHULD�SDUWLFLSDQWV�PXVW�PHHW�LQ�RUGHU�WR�EH�HOLJLEOH�WDNH�SDUW��H�J��DJH��HWKQLFLW\�
JHQGHU��PHPEHUV�RI�D�VSHFLILF�JURXS�HWF��
'HOSKL�6XUYH\

��+HDOWK�FDUH�SURIHVVLRQDOV��
��������������'RFWRUV���ZKR�KDYH�EHHQ�SURYLGLQJ�FDUH�WR�&<3�ZLWK�//&�/7&�IRU�!���PRQWKV�
��������������1XUVHV���ZKR�KDYH�EHHQ�SURYLGLQJ�FDUH�WR�&<3�ZLWK�//&�/7&�IRU�!���PRQWKV�
��������������6RFLDO�ZRUNHUV���ZKR�KDYH�EHHQ�SURYLGLQJ�FDUH�WR�&<3�ZLWK�//&�/7&�IRU�!���PRQWKV�
��������������3V\FKRORJLVWV���ZKR�KDYH�EHHQ�SURYLGLQJ�FDUH�WR�&<3�ZLWK�//&�/7&�IRU�!���PRQWKV�
��������������2WKHU�DOOLHG�KHDOWK�SURIHVVLRQDOV�H�J���SK\VLRWKHUDSLVWV��SOD\�VSHFLDOLVWV��RFFXSDWLRQDO�VSHFLDOLVWV��VSLULWXDO�FDUH�SURYLGHUV���
ZKR�KDYH�EHHQ�SURYLGLQJ�SDOOLDWLYH�FDUH�WR�&<3�ZLWK�//&�/7&�IRU�!�������������PRQWKV�
��3DUHQWV�FDUHUV�RI�D�&<3�DJHG������\HDUV��XS�WR�WKHLU���WK�ELUWKGD\��ZKR�KDYH�D�//&�/7&�
��%HUHDYHG�SDUHQWV�RI�&<3�ZLWK�//&�/7&�ZKRVH�FKLOG�KDV�GLHG�ZLWKLQ�������PRQWKV�RI�SDUWLFLSDWLRQ���

6HFWLRQ�)��6WXG\�2YHUYLHZ

3URMHFW�,'���������3DJH���RI���
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([FOXVLRQ�FULWHULD
R�+HDOWK�FDUH�SURIHVVLRQDOV�ZKR�KDYH�EHHQ�ZRUNLQJ�ZLWK�&<3�ZLWK�//&�/7&�IRU�OHVV�WKDQ���PRQWKV�
R�,QGLYLGXDOV�ZKR�FDQQRW�FRPSOHWH�DQ�RQOLQH�VXUYH\�ZULWWHQ�LQ�(QJOLVK��

7KH�LWHP�JHQHUDWLRQ�PHHWLQJ�ZLOO�LQFOXGH�PHPEHUV�RI�WKH�VWXG\�VWHHULQJ�JURXS��LQFOXGLQJ�H[LVWLQJ�33,�UHSUHVHQWDWLYHV�

F��+RZ�ZLOO�SDUWLFLSDQWV�EH�UHFUXLWHG"
7KLV�VKRXOG�DGGUHVV�KRZ�SDUWLFLSDQWV�ZLOO�EH�LGHQWLILHG�DQG�DSSURDFKHG�LQ�WKH�ILUVW�LQVWDQFH��)RU�H[DPSOH��LI
DSSURDFKLQJ�SRWHQWLDO�SDUWLFLSDQWV�LQ�SHUVRQ�\RX�VKRXOG�H[SODLQ�WKH�FLUFXPVWDQFHV�LQ�ZKLFK�WKLV�ZLOO�WDNH�SODFH�RU
LI�DSSURDFKLQJ�SRWHQWLDO�SDUWLFLSDQWV�E\�HPDLO�\RX�VKRXOG�H[SODLQ�KRZ�\RX�ZLOO�REWDLQ�HPDLO�DGGUHVVHV�

5HFUXLWPHQW�DQG�VDPSOLQJ�WHFKQLTXH
7KH�'HOSKL�VXUYH\�ZLOO�LQYROYH�WZR�NH\�VWDNHKROGHU�SRSXODWLRQV�±�SDUHQWV�FDUHUV�RI�&<3�ZLWK�//&�/7&�DQG�KHDOWKFDUH�SURIHVVLRQDOV�
ZKR�FDUH�IRU�FKLOGUHQ�ZLWK�//&�/7&���%RWK�DUH�FRQVLGHUHG�H[SHUWV�LQ�WKH�V\PSWRPV�DQG�FRQFHUQV�WKDW�&<3�ZLWK�//&�/7&�H[SHULHQFH���
7KLV�ZLOO�IXUWKHU�HQKDQFH�WKH�FRQWHQW�YDOLGLW\�RI�&�326�

3DUHQW�FDUHU�SDUWLFLSDQWV�ZLOO�EH�LGHQWLILHG�WKURXJK�
��7RJHWKHU�IRU�6KRUW�/LYHV��D�OHDGLQJ�8.�FKDULW\�IRU�FKLOGUHQ�ZLWK�OLIH�WKUHDWHQLQJ�	�OLIH�OLPLWLQJ�FRQGLWLRQV��
���������������������'DWDEDVH�RI�����SDUHQW�H[SHUWV�ZKR�ZDQW�WR�EH�LQYROYHG�LQ�UHVHDUFK�±�WKH�FKDULW\�ZLOO�HPDLO�PHPEHUV�D�OLQN�WR�WKH�
VXUYH\�
����������������������/LQN�WR�VXUYH\�RQ�TXDUWHUO\�QHZVOHWWHU
��3DUHQW�JURXSV�DW�WKH�5R\DO�0DUVGHQ�±�JURXSV�ZLOO�EH�HPDLOHG�LQIRUPDWLRQ�UHJDUGLQJ�WKH�VWXG\�DORQJ�ZLWK�D�OLQN�WR�WKH�VXUYH\�ZHE�
SDJH�
��0DUWLQ�+RXVH�5HVHDUFK�&HQWUH�IDPLO\�DGYLVRU\�ERDUG�±�YLD�HPDLO�OLQN�
��0DUWLQ�+RXVH�DQG�1RUWKHUQ�,UHODQG�FKLOGUHQ¶V�KRVSLFHV�±�HPDLO�OLQN�YLD�IDPLO\�)DFHERRN�SDJH�
��6RFLDO�PHGLD�±�D�OLQN�WR�WKH�VXUYH\�ZLOO�EH�VKDUHG�RQ�WKH�VWXG\¶V�7ZLWWHU�IHHG�

+HDOWK�FDUH�SURIHVVLRQDO�SDUWLFLSDQWV�ZLOO�EH�LGHQWLILHG�WKURXJK�
��$VVRFLDWLRQ�IRU�3DHGLDWULF�3DOOLDWLYH�0HGLFLQH��$330��±�PHGLFDO�DQG�QXUVLQJ�PHPEHUVKLS�ZLOO�EH�HPDLOHG�D�OLQN�WR�WKH�VXUYH\�YLD�
WKH�$330��7KH�UHVHDUFK�WHDP�ZLOO�QRW�KDYH�DFFHVV�WR�LQGLYLGXDO�FRQWDFW�GHWDLOV�
��7RJHWKHU�IRU�6KRUW�/LYHV�
��������������������$OO�FKLOGUHQ¶V�KRVSLFHV��KRVSLWDO�DQG�FRPPXQLW\�FKLOGUHQ¶V�SDOOLDWLYH�FDUH�WHDPV�DUH�PHPEHUV���WKH�FKDULW\�ZLOO�HPDLO�
PHPEHUV�D�OLQN�WR�WKH�VXUYH\�
��������������������2WKHU�KHDOWK�FDUH�SURIHVVLRQDO�PHPEHUV���WKH�FKDULW\�ZLOO�HPDLO�PHPEHUV�D�OLQN�WR�WKH�VXUYH\�
��7KH�OLQN�ZLOO�EH�VHQW�WR�WKH�3ULQFLSDO�,QYHVWLJDWRUV�RI�WKH�VLWHV�XVHG�IRU�WKH�SUHYLRXV�TXDOLWDWLYH�LQWHUYLHZV�ZLWK�D�UHTXHVW�WKDW�WKH\�
GLVVHPLQDWH�WR�WKHLU�WHDPV�DQG�FRQWDFWV��5R\DO�0DUVGHQ�+RVSLWDO��(YHOLQD�&KLOGUHQ¶V�+RVSLWDO��.LQJ¶V�&ROOHJH�+RVSLWDO��*UHDW�2UPRQG�
6WUHHW�&KLOGUHQ¶V�+RVSLWDO��&DPEULGJH�8QLYHUVLW\�+RVSLWDO��(DVW�$QJOLD�&KLOGUHQ¶V�+RVSLFH��1RUWKHUQ�,UHODQG�&KLOGUHQ¶V�+RVSLFH��/HHGV�
7HDFKLQJ�+RVSLWDO�7UXVW��0DUWLQ�+RXVH�&KLOGUHQ¶V�+RVSLFH��
��$VVRFLDWLRQ�RI�3DOOLDWLYH�&DUH�6RFLDO�:RUNHUV�±�YLD�HPDLO�OLQN�
��&KLOGUHQ¶V�&DQFHU�1HWZRUN�±�YLD�HPDLO�OLQN�
��&KLOGUHQ¶V�&DQFHU�DQG�/HXNDHPLD�*URXS�±�YLD�HPDLO�OLQN�
��+RVSLFH�8.�PHPEHUVKLS�±�YLD�HPDLO�OLQN�
��6RFLDO�PHGLD�±�D�OLQN�WR�WKH�VXUYH\�ZLOO�EH�VKDUHG�RQ�WKH�VWXG\¶V�7ZLWWHU�IHHG�

G��:KDW�ZLOO�SDUWLFLSDWLRQ�LQYROYH"
%ULHIO\�H[SODLQ�KRZ�HDFK�GDWD�FROOHFWLRQ�PHWKRG��LQGLFDWHG�LQ�6HFWLRQ����ZLOO�EH�XVHG�WR�FROOHFW�GDWD��7KLV�VKRXOG
LQFOXGH�ZKDW�SDUWLFLSDQWV�ZLOO�EH�DVNHG�WR�GR�DQG�DQ�H[DPSOH�RI�WKH�W\SHV�RI�TXHVWLRQV�WKH\�PD\�EH�DVNHG�
3OHDVH�QRWH��)DLOXUH�WR�DGGUHVV�HDFK�PHWKRG�LQGLFDWHG�LQ�6HFWLRQ���ZLOO�UHVXOW�LQ�\RXU�IRUP�EHLQJ�LQYDOLGDWHG�

7KH�'HOSKL�VWXG\�LV�D�UHSHDWHG�RQOLQH�VXUYH\������URXQGV�SURSRVHG����,WHPV�WR�EH�LQFOXGHG�LQ�WKH�VXUYH\�ZLOO�EH�V\PSWRPV��FRQFHUQV�
DQG�SULRULWLHV�IRU�FDUH�LGHQWLILHG�IURP�WKH�SUHYLRXV�TXDOLWDWLYH�LQWHUYLHZ�VWXG\�DQG�IURP�D�UHFHQW�V\VWHPDWLF�UHYLHZ�RQ�V\PSWRPV�DQG�
FRQFHUQV�LQ�FKLOGUHQ�DQG�\RXQJ�SHRSOH��&<3��ZLWK�OLIH�OLPLWLQJ�OLIH�WKUHDWHQLQJ�FRQGLWLRQV��//&�/7&����$�PDWUL[�KDV�EHHQ�FUHDWHG�E\�WKH�
UHVHDUFK�WHDP�WKDW�GHPRQVWUDWHV�WKH�HYLGHQFH�VRXUFH�IRU�HDFK�LWHP�LQFOXGHG�

6WXG\�3URFHGXUH
$�����URXQG�VXUYH\�ZLOO�EH�GHVLJQHG�XVLQJ�6PDUW6XUYH\��DQ�RQOLQH�VXUYH\�SODWIRUP���7KH�VXUYH\�DQG�LQVWUXFWLRQV�ZLOO�EH�SLORWHG�LQ�D�
VPDOO�JURXS�������RI�SDUWLFLSDQWV�IURP�WKH�WDUJHW�SRSXODWLRQ�EHIRUH�XVH�WR�HQVXUH�WKDW�WKH�TXHVWLRQQDLUH�DQG�LQVWUXFWLRQV�DUH�
XQGHUVWRRG���7KH�6PDUW6XUYH\�SODWIRUP�KDV�EHHQ�FKRVHQ�IRU�LWV�HDVH�RI�XVH�DQG�DELOLW\�WR�H[SRUW�GDWD�ZKLFK�LV�HQFU\SWHG�DQG�VWRUHG�
ZLWKLQ�WKH�8.���7KH�UHVHDUFK�WHDP�ZLOO�QRW�KDYH�GLUHFW�FRQWDFW�ZLWK�SRWHQWLDO�SDUWLFLSDQWV���

7KH�ILUVW�SDJH�RI�WKH�RQOLQH�VXUYH\�ZLOO�H[SODLQ�ZKDW�WKH�VXUYH\�LV�IRU�DQG�KRZ�WKH�VXUYH\�LWHPV�ZHUH�GHFLGHG�XSRQ���5HPLQGHUV�IRU�
HDFK�URXQG�ZLOO�EH�VHQW�DIWHU���ZHHN�WR�PD[LPLVH�SDUWLFLSDWLRQ��3DUWLFLSDQWV�ZLOO�EH�DVNHG�WR�VKDUH�WKH�OLQN�ZLWK�RWKHUV�ZKR�FRXOG�EH�
HOLJLEOH�WR�SDUWLFLSDWH�LQ�RUGHU�WR�PD[LPLVH�WKH�H[SHUWLVH�RI�WKH�SDQHO��'HPRJUDSKLF�GDWD�ZLOO�EH�FROOHFWHG�DV�IROORZV�
��+HDOWK�FDUH�SURIHVVLRQDOV�±�SURIHVVLRQ��FXUUHQW�UROH��OHQJWK�RI�&<3�SDOOLDWLYH�FDUH�H[SHULHQFH��JHQHULF�SODFH�RI�ZRUN�H�J���
KRVSLWDO��KRVSLFH��FRPPXQLW\��JHQGHU�DQG�DJH�
��3DUHQWV�FDUHUV�±�DJH��UHODWLRQVKLS�WR�WKH�FKLOG��FKLOG¶V�GLDJQRVLV��FKLOG¶V�DJH��WKH�HWKQLF�EDFNJURXQG�RI�FKLOG�DQG�SDUHQW�FDUHU��WKH�
JHQGHU�RI�WKH�FKLOG�DQG�SDUHQW�FDUHU�DQG�DUHD�RI�WKH�FRXQWU\�WKH\�OLYH�LQ�

1DUURZLQJ�GRZQ��URXQG���
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,WHPV�IRU�LQFOXVLRQ�LQ�URXQG���RI�WKH�'HOSKL�ZLOO�EH�FKRVHQ�IURP�
���6\PSWRPV�DQG�FRQFHUQV�LQ�&<3�ZLWK�//&�/7&�LGHQWLILHG�LQ�WKH�UHVHDUFK�WHDP¶V�SUHYLRXV�TXDOLWDWLYH�LQWHUYLHZ�VWXG\�ZLWK�&<3�ZLWK�
//&�/7&��WKHLU�SDUHQWV�FDUHUV�DQG�VLEOLQJV��KHDOWK�FDUH�SURIHVVLRQDOV�DQG�1+6�FRPPLVVLRQHUV�
���5HVXOWV�RI�D�V\VWHPDWLF�UHYLHZ�RI�V\PSWRPV�DQG�FRQFHUQV�LQ�&<3�ZLWK�//&�/7&�

6\PSWRPV�DQG�FRQFHUQV�ZLOO�EH�SUHVHQWHG�LQ�UDQGRP�RUGHU���3DUWLFLSDQWV�ZLOO�EH�DVNHG�WR�VHOHFW�WKH����V\PSWRPV�DQG�FRQFHUQV�WKDW�
WKH\�EHOLHYH�WR�EH�WKH�PRVW�LPSRUWDQW�WR�EH�LQFOXGHG�LQ�WKH�&�326���7KH\�ZLOO�DOVR�EH�DVNHG�WR�VXJJHVW�LWHPV�WKDW�DUH�PLVVLQJ�DQG�EH�
DVNHG�WR�MXVWLI\�DQG�H[SODLQ�WKHLU�FKRLFHV�LQ�D�IUHH�WH[W�ER[���,WHPV�ZLOO�EH�VHOHFWHG�IRU�LQFOXVLRQ�LQ�VXEVHTXHQW�URXQGV�DV�IROORZV�
��,WHPV�WKDW�DUH�VHOHFWHG�E\�!����RI�SDUWLFLSDQWV�ZLOO�EH�LQFOXGHG�LQ�WKH�VXEVHTXHQW�UDQNLQJ�URXQGV���
��,I�PRUH�WKDQ����LWHPV�DUH�VHOHFWHG�E\�!����RI�SDUWLFLSDQWV�WKHQ�WKH�LWHPV�VHOHFWHG�E\�!����RI�SDUWLFLSDQWV�ZLOO�EH�LQFOXGHG�LQ�
VXEVHTXHQW�URXQGV�����
��,I�QHZ�LWHPV�DUH�VXJJHVWHG�GXULQJ�URXQG����WKH\�ZLOO�EH�FRPSDUHG�ZLWK�WKH�H[LVWLQJ�LWHPV�DQG�GLVFXVVHG�E\�WKH�UHVHDUFK�WHDP�DQG�
PHPEHUV�RI�WKH�VWHHULQJ�JURXS��LQFOXGLQJ�33,�UHSUHVHQWDWLYHV��WR�JDLQ�H[SHUW�FRQVHQVXV�RQ�ZKHWKHU�WKH\�VKRXOG�EH�DGGHG�WR�URXQG�
WZR�IRU�HYDOXDWLRQ�E\�SDUWLFLSDQWV��

)RU�WKLV�SKDVH�RI�WKH�VWXG\��UHVXOWV�ZLOO�EH�DQDO\VHG�E\�SDUWLFLSDQW�JURXS��SDUHQWV�FDUHUV�DQG�SURIHVVLRQDOV�DQG�E\�ERWK�JURXSV�
FRPELQHG���$W�WKLV�VWDJH�RI�WKH�VWXG\��DQ�DFDGHPLF�DQG�33,�VWHHULQJ�JURXS�PHHWLQJ�ZLOO�EH�KHOG�WR�UHYLHZ�WKH�GDWD�DQG�PDNH�GHFLVLRQV�
RQ�LWHPV�WR�EH�FDUULHG�IRUZDUGV�WR�WKH�QH[W�URXQG�RI�WKH�'HOSKL�VXUYH\���7KLV�ZLOO�LQFOXGH�GLVFXVVLRQ�RI�WKH�VXJJHVWHG�QHZ�LWHPV�DQG�
IUHH�WH[W�MXVWLILFDWLRQ�RI�FKRLFHV���7KLV�PHHWLQJ�ZLOO�HQVXUH�WKDW�LI�WKHUH�DUH�GLIIHUHQFHV�EHWZHHQ�SULRULWLHV�LGHQWLILHG�E\�SDUHQWV�FDUHUV�
DQG�KHDOWK�FDUH�SURIHVVLRQDOV�WKHVH�DUH�UHFRQFLOHG�E\�DQ�H[SHUW�SDQHO�
3DUWLFLSDQW�HPDLO�DGGUHVVHV�ZLOO�EH�FROOHFWHG��ZLWK�FRQVHQW��GXULQJ�WKLV�URXQG�VR�WKDW�SDUWLFLSDQWV�FDQ�EH�VHQW�LQYLWDWLRQV�WR�SDUWLFLSDWH�
LQ�IXUWKHU�URXQGV���7KHVH�ZLOO�EH�NHSW�LQ�D�SDVVZRUG�SURWHFWHG�ILOH�RQ�D�VHFXUH�VHUYHU�

5DQNLQJ��URXQGV���DQG���
5RXQG���ZLOO�RFFXU�����ZHHNV�DIWHU�WKH�FORVH�RI�URXQG���DQG�ZLOO�EH�RSHQ�IRU���ZHHNV���5RXQG���ZLOO�RFFXU�D�����ZHHNV�DIWHU�URXQG���
FORVHV�DQG�DJDLQ�ZLOO�EH�RSHQ�IRU���ZHHNV��3DUWLFLSDQWV�LQ�URXQGV���DQG���ZLOO�QHHG�WR�KDYH�SDUWLFLSDWHG�LQ�URXQG�����3DUWLFLSDQWV�ZLOO�EH�
SUHVHQWHG�ZLWK�WKH�UHVXOWV�IURP�WKH�SUHYLRXV�URXQG�RXWOLQLQJ�LWHPV�WKDW�ZHUH�UHPRYHG�IRU�URXQG����DQ\�UHOHYDQW�FRPPHQWV�IURP�
SDUWLFLSDQWV�DQG�DQ\�QHZ�LWHPV�WKDW�KDYH�EHHQ�DGGHG��3DUWLFLSDQWV�ZLOO�WKHQ�EH�DVNHG�WR�UDQN�WKH�V\PSWRPV�DQG�FRQFHUQV�UHPDLQLQJ�
IURP�URXQG���LQ�RUGHU�RI�SULRULW\�IRU�LQFOXVLRQ�LQ�WKH�&�326�PHDVXUH���,WHPV�ZLOO�EH�UDQNHG�LQ�GHVFHQGLQJ�RUGHU��IURP�WKH�PRVW�WR�OHDVW�
LPSRUWDQW��3DUWLFLSDQWV�ZLOO�EH�DVNHG�WR�H[SODLQ�WKHLU�MXVWLILFDWLRQV�IRU�WKHLU�UDQNLQJV�LQ�D�IUHH�WH[W�ER[���5HPLQGHUV�ZLOO�EH�VHQW�DW���ZHHN����

)RU�URXQG����SDUWLFLSDQWV�ZLOO�DJDLQ�EH�VHQW�DQ�HPDLO�ZLWK�D�OLQN�WR�WKH�VXUYH\���7KH\�ZLOO�EH�JLYHQ�WKH�IROORZLQJ�IHHGEDFN�IURP�WKH�
SUHYLRXV�URXQG�
��WKH�PHGLDQ�UDQN�RI�HDFK�LWHP�IURP�URXQG���DQG�ZKHUH�WKH\�UDQNHG�HDFK�LWHP��
��.HQGDOO¶V�:�FRHIILFLHQW�RI�FRQFRUGDQFH��LQ�OD\PDQ¶V�WHUPV�L�H��ZHDN��PRGHUDWH�RU�VWURQJ�DJUHHPHQW���
��WRS�KDOI�UDQN��WKH�SHUFHQWDJH�RI�H[SHUWV�ZKR�UDQNHG�LWHPV�LQ�WKHLU�WRS������
��UHODWLYH�FRPPHQWV�MXVWLILFDWLRQV�PDGH�E\�UHVSRQGHQWV���

5HVXOWV�ZLOO�EH�SUHVHQWHG�IRU�WKH�SDUWLFLSDQWV�LQ�IXOO��SDUHQW�FDUHU�DQG�SURIHVVLRQDO�GDWD��DQG�VWUDWLILHG�E\�JURXS����3DUWLFLSDQWV�ZLOO�
DJDLQ�EH�DVNHG�WR�UDQN�V\PSWRPV�DQG�FRQFHUQV�EDVHG�RQ�WKH�IHHGEDFN�DERYH���7KLV�WLPH�LWHPV�WR�EH�UDQNHG�ZLOO�EH�SUHVHQWHG�
DFFRUGLQJ�WR�PHGLDQ�UDQN�UDWKHU�WKDQ�UDQGRPO\�LQ�RUGHU�WR�DLGH�WKH�DFKLHYHPHQW�RI�FRQVHQVXV���3DUWLFLSDQWV�ZLOO�DJDLQ�EH�DVNHG�WR�
MXVWLI\�WKHLU�UDQNLQJ�GHFLVLRQ�LQ�D�IUHH�WH[W�ER[���3DUWLFLSDQWV�ZLOO�EH�DVNHG�D�ILQDO�TXHVWLRQ�RQ�ZKHWKHU�WKH\�ZRXOG�EH�ZLOOLQJ�WR�
SDUWLFLSDWH�LQ�D�IXUWKHU�URXQG�LI�FRQVHQVXV�KDV�QRW�EHHQ�UHDFKHG���5HPLQGHUV�ZLOO�EH�VHQW�DJDLQ�DW���ZHHN���

'DWD�ZLOO�EH�DQDO\VHG�LQ�WKH�VDPH�ZD\�DV�URXQG�����,I�FRQVHQVXV�KDV�EHHQ�UHDFKHG��.HQGDOO¶V�:�!�����WKHQ�WKH�VWXG\�ZLOO�VWRS���,I�
FRQVHQVXV�KDV�QRW�EHHQ�UHDFKHG��:�������D�0F1HPDU�WHVW�ZLOO�EH�SHUIRUPHG�WR�VHH�ZKHWKHU�WKHUH�LV�D�GLIIHUHQFH�LQ�PHGLDQ�UDQNLQJ�
EHWZHHQ�URXQGV���DQG�����,I�WKHUH�LV�QR�VLJQLILFDQW�GLIIHUHQFH�LQ�PHGLDQ�UDQNLQJV�EHWZHHQ�WKH�WZR�URXQGV�WKH�VWXG\�ZLOO�VWRS�������,I�
FRQVHQVXV�KDV�QRW�EHHQ�UHDFKHG�DQG�WKHUH�LV�D�VLJQLILFDQW�GLIIHUHQFH�LQ�PHGLDQ�UDQNLQJ�EHWZHHQ�URXQGV�D�IXUWKHU�URXQG�ZLOO�EH�
FRQVLGHUHG�LI�!����RI�UHVSRQGHQWV�LQGLFDWH�WKH\�ZRXOG�EH�ZLOOLQJ�WR�SDUWLFLSDWH�LQ�DQRWKHU�URXQG���,I������RI�UHVSRQGHQWV�ZHUH�ZLOOLQJ�
WR�WDNH�SDUW�LQ�D�IRXUWK�URXQG��WKH�VWXG\�ZLOO�VWRS���,Q�SDOOLDWLYH�FDUH��SHUIHFW�DJUHHPHQW�PD\�RIWHQ�QRW�EH�UHDOLVWLF�GXH�WR�GLIIHUHQW�
YDOXHV��ZRUOG�YLHZV�DQG�HWKLFDO�GLOHPPDV�FRQFHUQLQJ�PHGLFDO�GHFLVLRQ�PDNLQJ��7KHUH�DUH�D�GLYHUVH�UDQJH�RI�//&�/7&�WKDW�DIIHFW�&<3�
DQG�WKH\�DUH�FDUHG�IRU�LQ�D�ZLGH�UDQJH�RI�VHWWLQJV�ZKLFK�DGGV�WR�WKLV�FRPSOH[LW\���5HVXOWV�IURP�WKLV�'HOSKL�H[HUFLVH�ZLOO�EH�WDNHQ�
IRUZDUGV�WR�DQ�LWHP�JHQHUDWLRQ�WR�JDLQ�IXUWKHU�H[SHUW�DJUHHPHQW�RQ�LWHPV�WR�EH�LQFOXGHG�LQ�WKH�&�326�LQ�RUGHU�WR�IXUWKHU�HYLGHQFH�
IDFH�DQG�FRQWHQW�YDOLGLW\���

7KLV�VWXG\�ZLOO�EH�UHSRUWHG�DFFRUGLQJ�WR�JXLGDQFH�RQ�&RQGXFWLQJ�DQG�5(SRUWLQJ�RI�'(OSKL�6WXGLHV�LQ�SDOOLDWLYH�FDUH�&5('(6�DQG�
UHFRPPHQGDWLRQV�E\�3DUp�HW�DO�RQ�HQVXULQJ�ULJRXU�LQ�UDQNLQJ�W\SH�'HOSKL�VXUYH\V���$OO�GDWD�ZLOO�EH�DQRQ\PLVHG�

6DPSOH�RI�LWHPV�WR�EH�UDQNHG�LQ�WKH�'HOSKL�
3K\VLFDO�FRQFHUQV�
���6NLQ� LVVXHV
���%RZHO�SUREOHPV
�� �$SSHW L WH
���%HLQJ�SK\VLFDOO\�XQDEOH�WR�HDW�RU�GULQN�DV�PXFK�DV�QRUPDO
���&KDQJHV�LQ�ZHLJKW
���,QIHFWLRQV�DQG�RU�LPSDLUHG�LPPXQLW\
���,PSDFW�RI�PHGLFDO�LQWHUYHQWLRQV�DQG�WUHDWPHQW�VXFK�DV�FHQWUDO�OLQHV��SURVWKHVLV
���0XVFOH�ZHDNQHVV�
���,PSDLUHG�JURZWK
����5HGXFHG�SK\VLFDO�IXQFWLRQ
����&KDQJHV�LQ�FRQVFLRXVQHVV
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����'\VWRQLD
����6HL]XUHV
����3DLQ
����%UHDWKLQJ�GLIILFXOWLHV
����&RXJK
����([FHVV�UHVSLUDWRU\�VHFUHWLRQV
����6OHHSLQJ�GLIILFXOWLHV
����7LUHGQHVV�RU�IDWLJXH
����$SSHDUDQFH
����/RZ�EORRG�FRXQWV
����,PSDLUHG�JURZWK
����$JLWDWLRQ
����1DXVHD
����9RPLWLQJ
����$ELOLW\�WR�GR�XVXDO�VHOI�FDUH
����6LGH�HIIHFWV�RI�PHGLFDWLRQV
����)HUWLOLW\�FRQFHUQV
����+DLU�ORVV

6RFLDO�DQG�SUDFWLFDO�FRQFHUQV
���+DYLQJ�DFFHVV�WR�WHFKQRORJ\�WR�VWD\�FRQQHFWHG
���2SSRUWXQLW\�WR�GLVFXVV�DGYDQFH�FDUH�SODQQLQJ�DQG�RU�UHVXVFLWDWLRQ
���'LVFXVVLRQ�RI�SUHIHUUHG�SODFH�RI�FDUH
���'LVFXVVLRQ�RI�SUHIHUUHG�SODFH�RI�GHDWK
���'LVFXVVLRQ�RI�ZLVKHV�IRU�OLIH�GHDWK
���2SSRUWXQLW\�WR�VHW�LQGLYLGXDO�JRDOV�RU�RXWFRPHV
���$YRLGLQJ�XQSODQQHG�KRVSLWDO�DGPLVVLRQV
���,GHQWLI\LQJ�ZLVKHV�IRU�OLIH
���&DUH�QHHGV�FKDQJLQJ�RYHU�WLPH
����%DODQFLQJ�QHHGV�RI�FKLOG�ZLWK�UHVW�RI�IDPLO\
����%XUGHQ�RI�PHGLFDWLRQ�UHJLPH
����&RPPXQLFDWLRQ�GLIILFXOWLHV�±�FKLOG
����&RPPXQLFDWLRQ�ZLWK�KHDOWK�DQG�VRFLDO�FDUH�SURIHVVLRQDOV
����(DWLQJ
����)ULHQGVKLS�±�DGDSWDWLRQ�WR�G\QDPLFV�DQG�FKDOOHQJHV�GXH�WR�LOOQHVV
����,PSDFW�RQ�SOD\�DQG�KREELHV
����,PSDFW�RQ�VFKRRO�OLIH
����)LQDQFLDO�FRQFHUQV�±EHQHILWV��FRVW�RI�KRVSLWDO�YLVLWV�DQG�VWD\V��HTXLSPHQW�HWF
����,PSDFW�RQ�ZRUN�OLIH
����,QIRUPDWLRQ�SURYLVLRQ�±�DERXW�LOOQHVV��VHUYLFHV��PHGLFDWLRQ��GHYHORSPHQWDOO\�DSSURSULDWH��XQGHUVWDQGLQJ�LOOQHVV��QRW�KDYLQJ�
HQRXJK�LQIRUPDWLRQ
����0HHWLQJ�FXOWXUDO�QHHGV
����$FFHVV�WR������FDUH�DW�KRPH
����$FFHVV�WR������WHOHSKRQH�DGYLFH
����&DUH�FR�RUGLQDWLRQ
����4XDOLW\�RI�FDUH
����$FFHVV�WR�HTXLSPHQW
����$FFHVV�WR�KROLVWLF�FDUH
����7LPHO\�KRVSLWDO�GLVFKDUJH
����7UDQVLWLRQV�±�VFKRRO��VHUYLFHV
����)OXFWXDWLQJ�QHHGV
����/RJLVWLFV�RI�FDUH�H�J���RUJDQLVLQJ�DSSRLQWPHQWV�FDUHU�URWDV
����'HFLVLRQ�PDNLQJ
����'LVFRUG�EHWZHHQ�IDPLO\�PHPEHUV
����'LVFRUG�EHWZHHQ�VHUYLFH�SURYLGHUV�DQG�IDPLO\
����+DYLQJ�WR�GR�WKLQJV�GLIIHUHQWO\�±�HDWLQJ��SOD\�KREELHV��URXWLQHV��IDPLO\�OLIH
����+RXVLQJ
����:DQWLQJ�WR�JHW�EDFN�WR�QRUPDOLW\
����$GMXVWLQJ�WR�D�QHZ�QRUPDO
����5HODWLRQVKLSV
����(TXDO�RSSRUWXQLWLHV�ZLWK�RWKHU�FKLOGUHQ
����$FKLHYH�OLIH�JRDOV
����,QLWLDWH�DQG�PDLQWDLQ�VH[XDO�UHODWLRQVKLSV
����%UHDNLQJ�EDG�QHZV
����6KDUHG�GHFLVLRQ�PDNLQJ
����0LVVLQJ�KRPH

6SLULWXDO�DQG�H[LVWHQWLDO
���'HWHUPLQDWLRQ�WR�OLYH�OLIH�WR�WKH�IXOOHVW
���'HWHUPLQDWLRQ�WR�VXUYLYH
���0HDQLQJ�RI�OLIH
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���5HOLJLRQ�DQG�IDLWK
���6SLULWXDO�VXSSRUW�±�DFFHVV�DQG�DYDLODELOLW\
���8QFHUWDLQW\�RI�WKH�IXWXUH�±�IHDU�RI�OLIH�XQOLYHG��OHQJWK�RI�OLIH
���:RUU\�DERXW�GHDWK
���:LOO�,�EH�UHPHPEHUHG
���$P�,�G\LQJ"
����/LIH�GHYRLG�RI�PHDQLQJ
����&RQQHFWHG�ZLWK�*RG�RU�VRPHWKLQJ�ODUJHU�WKDQ�VHOI
����$SSUHFLDWH�OLIH�DV�D�JLIW
����.HHSLQJ�WKH�VSLULW�DOLYH
����0XVW�VXUYLYH�WKH�KDUG�ELWV�RI�LOOQHVV

(PRWLRQDO�DQG�SV\FKRORJLFDO
���%HKDYLRXU�UHJUHVVLRQ
���%HLQJ�GLIIHUHQW
���/RRNLQJ�GLIIHUHQW
���&KDOOHQJHV�WR�LQGHSHQGHQFH
���3UREOHPV�ZLWK�FRJQLWLYH�DELOLW\�DQG�OHDUQLQJ�QHHGV
���/RVV�RI�FRQWURO��FKLOG�
���3DUHQWV�ZDQWLQJ�WR�KDYH�FRQWURO�RYHU�WKHLU�FKLOG¶V�KHDOWK
���,PSDLUHG�DELOLW\�WR�H[SUHVV�DQG�RU�XQGHUVWDQG�HPRWLRQV�DQG�IHHOLQJV
���2SSRUWXQLW\�WR�PHHW�SHRSOH�LQ�D�VLPLODU�VLWXDWLRQ
����3ULYDF\
����*UXPS\�PRRG\
����$QJHU
����)HHOLQJ�OLNH�D�EXUGHQ
����,QWHUUXSWLRQ�WR�IDPLO\�OLIH
����:RUU\�DERXW�IDPLO\
����:DQWLQJ�WR�SURWHFW�IDPLO\
����)HDU��ZRUU\�DQG�DQ[LHW\
����,UULWDWLRQ�RU�DQQR\DQFH
����/RZ�PRRG��VDGQHVV
����0HPRU\�PDNLQJ
����6XSSRUW�IRU�IDPLO\�PHPEHUV
����7UXVW
����$FFHVV�WR�DYDLODELOLW\�RI�SV\FKRORJLFDO�VXSSRUW
����7UHDWPHQW�UHODWHG�DQ[LHW\�DQG�ZRUU\
����+DSSLQHVV
����)HHOLQJ�VWXSLG
����'HFOLQLQJ�VFKRRO�SHUIRUPDQFH
����5HGXFHG�FRQFHQWUDWLRQ
����/DFN�RI�VHOI�ZRUWK
����$JJUHVVLRQ
����1RQ�DGKHUHQFH�WR�WUHDWPHQW

,WHP�JHQHUDWLRQ�PHHWLQJ
,Q�RUGHU�WR�JHQHUDWH�WKH�ILQDO�LWHPV�IRU�WKH�&�326��DQ�LWHP�JHQHUDWLRQ�PHHWLQJ�ZLOO�EH�KHOG�DIWHU�WKH�'HOSKL�VXUYH\�WR�IXUWKHU�JDLQ�
H[SHUW�VWDNHKROGHU�LQSXW�WR�HQKDQFH�IDFH�DQG�FRQWHQW�YDOLGLW\�RI�WKH�&�326���7KH�&�326�VWHHULQJ�JURXS��LQFOXGLQJ�33,�
UHSUHVHQWDWLYHV��ZLOO�EH�JLYHQ�D�EULHI�SUHVHQWDWLRQ�RQ�WKH�XVH�RI�SDWLHQW�UHSRUWHG�RXWFRPH�PHDVXUHV�LQ�KHDOWKFDUH�DQG�WKH�HYLGHQFH�
IRU�WKH�QHHG�RI�WKH�&�326���7KH\�ZLOO�WKHQ�EH�SUHVHQWHG�ZLWK�WKH�ILQGLQJV�IURP�
��7KH�WZR�V\VWHPDWLF�UHYLHZV�FDUULHG�RXW�E\�WKH�UHVHDUFK�WHDP�RQ�D��V\PSWRPV�DQG�FRQFHUQV�LQ�FKLOGUHQ�DQG�\RXQJ�SHRSOH�ZLWK�
//&�/7&�����DQG�E��HQKDQFLQJ�YDOLGLW\��UHOLDELOLW\�DQG�SDUWLFLSDWLRQ�LQ�VHOI�UHSRUWHG�KHDOWK�RXWFRPH�PHDVXUHPHQW�IRU�FKLOGUHQ�DQG�
\RXQJ�SHRSOH��D�V\VWHPDWLF�UHYLHZ�RI�RSWLPDO�UHFDOO�SHULRG��UHVSRQVH�VFDOH�IRUPDW�DQG�DGPLQLVWUDWLRQ�PRGDOLW\�
��)HHGEDFN�IURP�WKH�<RXQJ�3HUVRQ¶V�$GYLVRU\�*URXS�DW�*UHDW�2UPRQG�6WUHHW�&KLOGUHQ¶V�+RVSLWDO�RQ�UHVSRQVH�IRUPDW��UHFDOO�
SHULRG�DQG�DGPLQLVWUDWLRQ�PRGH�RI�RXWFRPH�PHDVXUHV�IRU�&<3�
��7KH�UHVXOWV�RI�WKH�PDLQ�ILQGLQJV�IURP�WKH�TXDOLWDWLYH�LQWHUYLHZ�VWXG\�RQ�V\PSWRPV�DQG�FRQFHUQV�LQ�&<3�ZLWK�//&�/7&�LQFOXGLQJ�
WKH�DQDO\VLV�IUDPHZRUN�
��7KH�UHVXOWV�RI�WKH�DERYH�'HOSKL�VXUYH\�LQFOXGLQJ�LWHP�PHDQ�UDQN��RYHUDOO�DQG�VWUDWLILHG�E\�SDUWLFLSDQW�JURXS���.HQGDOO¶V�:��WKH�
SHUFHQWDJH�RI�SDUWLFLSDQWV�SODFLQJ�HDFK�LWHP�LQ�WKH�WRS�KDOI�RI�UDQNHG�OLVW�DQG�DQ\�IUHH�WH[W�FRPPHQWV�SURYLGHG�E\�SDUWLFLSDQWV���,WHP�
PHDQ�UDQN�ZLOO�DOVR�EH�SUHVHQWHG�E\�GRPDLQ��'RPDLQV�ZHUH�FUHDWHG�XVLQJ�WKH�:RUOG�+HDOWK�2UJDQLVDWLRQ¶V�GHILQLWLRQ�RI�SDHGLDWULF�
SDOOLDWLYH�FDUH��VHH�DSSHQGL[���IRU�LWHPV�������DQG�WKH�UHVXOWV�RI�WKH�SUHYLRXVO\�FRQGXFWHG�TXDOLWDWLYH�LQWHUYLHZV���7KH�GRPDLQV�DUH�
SK\VLFDO��VRFLDO�DQG�SUDFWLFDO��HPRWLRQDO�DQG�SV\FKRORJLFDO��VSLULWXDO�DQG�H[LVWHQWLDO�DQG�QRUPDOLW\�

$IWHU�WKH�SUHVHQWDWLRQV��WKH�V\PSWRPV�DQG�FRQFHUQV�RUGHUHG�E\�GRPDLQ�DQG�PHDQ�UDQN�IURP�WKH�'HOSKL�ZLOO�EH�SUHVHQWHG�E\�WKH�3K'�
FDQGLGDWH��/&��DQG�GLVFXVVHG�ZLWK�WKH�VWDNHKROGHU�JURXS�WR�JDLQ�ILQDO�DJUHHPHQW�IRU�ZKLFK�LWHPV�WR�LQFOXGH�LQ�WKH�&�326���'LVFXVVLRQ�
ZLOO�LQFOXGH�ZKHWKHU�FRQVHQVXV�ZDV�UHDFKHG�GXULQJ�WKH�'HOSKL�DQG�DQ\�GLVSDULWLHV�EHWZHHQ�JURXSV��SDUHQW�FDUHU�DQG�KHDOWK�FDUH�
SURIHVVLRQDOV��LQ�RUGHU�WR�UHFRQFLOH�DQ\�GLIIHUHQFHV���$Q\�GLVDJUHHPHQW�ZLOO�EH�ZRUNHG�WKURXJK�DV�D�JURXS�ZLWK�WKH�3,��5+��DFWLQJ�DV�
FKDLU���
2QFH�LWHPV�IRU�LQFOXVLRQ�KDYH�EHHQ�DJUHHG�WKHUH�ZLOO�EH�D�GLVFXVVLRQ�UHJDUGLQJ�UHVSRQVH�IRUPDW��UHFDOO�SHULRG�DQG�DGPLQLVWUDWLRQ�
PRGH�V��RI�WKH�&�326��OHG�E\�WKH�VWXG\�3K'�FDQGLGDWH�DQG�EDVHG�RQ�GLVFXVVLRQV�ZLWK�WKH�*UHDW�2UPRQG�6WUHHW�<RXQJ�3HUVRQ¶V�
$GYLVRU\�*URXS�DQG�WKH�UHVXOWV�RI�WKH�DIRUHPHQWLRQHG�V\VWHPDWLF�UHYLHZ�RI�HYLGHQFH�RI�WKHVH�LQ�FKLOGUHQ����$�SUHVHQWDWLRQ�ZLOO�EH�JLYHQ�
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RQ�VXJJHVWLRQV�IRU�WKHVH���7KHUH�ZLOO�EH�DQ�RSSRUWXQLW\�IRU�GLVFXVVLRQ�RI�WKHVH�VXJJHVWLRQV��DJDLQ�FKDLUHG�E\�5+���7KHVH�ZLOO�EH�
DJUHHG�IRU�ERWK�SDUHQWV�FDUHUV�DQG�FKLOG�DJH���33,�UHSUHVHQWDWLYHV�ZLOO�EH�EULHIHG�EHIRUH�WKH�PHHWLQJ�RQ�WKH�FRQWHQW�DQG�ZLOO�EH�
RIIHUHG�VXSSRUW�LI�QHHGHG�DIWHUZDUGV��HLWKHU�E\�GLVFXVVLRQ�ZLWK�WKH�UHVHDUFK�WHDP�RU�E\�UHIHUUDO�WR�WKH�7RJHWKHU�IRU�6KRUW�/LYHV�DGYLFH�
OLQH�
$IWHU�WKH�PHHWLQJ��/&��3K'�FDQGLGDWH��ZLOO�WDNH�WKH�OLVW�RI�DJUHHG�V\PSWRPV�DQG�FRQFHUQV�IRU�LQFOXVLRQ�DQG�GUDIW�WKH�ILUVW�SDUHQW�FDUHU�
DQG�DJH�DSSURSULDWH�YHUVLRQV��YHUVLRQ���RI�&�326���5HVSRQVH�IRUPDW��PRGH�DQG�UHFDOO�ZLOO�EH�EDVHG�RQ�WKH�V\VWHPDWLF�UHYLHZ�UHVXOWV�
DQG�RXWFRPHV�RI�WKH�VWDNHKROGHU�JURXS�GLVFXVVLRQ���7KHVH�ZLOO�EH�UHYLHZHG�DQG�ILQDOLVHG�E\�WKH�UHVHDUFK�WHDP�WR�HQVXUH�WKH\�
UHSUHVHQW�WKH�GLVFXVVLRQ�KHOG�LQ�WKH�VWDNHKROGHU�JURXS���$�VXPPDU\�RI�WKH�VWDNHKROGHU�JURXS�GLVFXVVLRQV�ZLOO�EH�VHQW�HOHFWURQLFDOO\�WR�
WKH�JURXS�SDUWLFLSDQWV�DORQJ�ZLWK�YHUVLRQ����SDUHQW�FDUHU�DQG�FKLOG�YHUVLRQV��RI�WKH�&�326�IRU�ILQDO�FRPPHQW���0LQRU�FKDQJHV�ZLOO�EH�
PDGH��LI�UHTXLUHG��SULRU�WR�WKH�QH[W�SKDVH�RI�WKH�RYHUDOO�&�326�VWXG\��FRJQLWLYH�LQWHUYLHZV��VXEMHFW�WR�D�VXEVHTXHQW�HWKLFV�DSSOLFDWLRQ�
YLD�,5$6��

�� &RQILUP�ZKLFK�RI�WKH�IROORZLQJ�FRQVHQW�SURFHVVHV�ZLOO�EH�XVHG��

:ULWWHQ�&RQVHQW��$�ZULWWHQ�GHVFULSWLRQ�RI�WKH�UHVHDUFK�ZLOO�EH�SURYLGHG�WR�DOO�SRWHQWLDO�SDUWLFLSDQWV�DQG�ZULWWHQ�FRQVHQW�ZLOO�EH
UHFRUGHG�LQ�HLWKHU�SDSHU�RU�HOHFWURQLF�IRUP�LQ�DGYDQFH�RI�SDUWLFLSDWLRQ�
9HUEDO�&RQVHQW��,�DP�DEOH�WR�GHPRQVWUDWH�WKDW�ZULWWHQ�LQIRUPDWLRQ�DQG�FRQVHQW�LV�QRW�SUDFWLFDO��RU�QRW�DSSURSULDWH��VR�,�FRQILUP
WKDW�,�ZLOO�IROORZ�&ROOHJH�JXLGDQFH�RQ�SURYLGLQJ�LQIRUPDWLRQ�DQG�JDLQLQJ�FRQVHQW�IURP�SDUWLFLSDQWV�YHUEDOO\�
$QRQ\PRXV�VXEPLVVLRQ�RI�VXUYH\�TXHVWLRQQDLUH�DSS�EDVHG�UHVHDUFK�WRRO�GDWD��$�ZULWWHQ�GHVFULSWLRQ�RI�WKH�UHVHDUFK�ZLOO�EH
SURYLGHG�WR�DOO�SRWHQWLDO�SDUWLFLSDQWV�DQG�LW�ZLOO�EH�PDGH�FOHDU�WKDW�WKH�VXEPLVVLRQ�RI�D�FRPSOHWHG�VXUYH\�TXHVWLRQQDLUH�DSS�GDWD
LPSOLHV�FRQVHQW�
1RQ�LQYDVLYH�REVHUYDWLRQV�WKDW�GR�QRW�LQYROYH�DQ\�LQWHUDFWLRQ�ZLWK�SDUWLFLSDQWV�DQG�QR�LGHQWLI\LQJ�LQIRUPDWLRQ�ZLOO�EH�UHFRUGHG�

3URYLVLRQV�IRU�ZULWWHQ�FRQVHQW��,�FRQILUP�WKDW�,�ZLOO�IROORZ�WKH�.&/�,QIRUPDWLRQ�6KHHW�DQG�&RQVHQW�)RUP�WHPSODWHV�DQG�,�ZLOO
SURYLGH�DSSURSULDWH�UHVHDUFKHU�FRQWDFW�GHWDLOV�IRU�SXUSRVHV�RI�TXHVWLRQV��FRPSODLQWV�RU�ZLWKGUDZDO�UHTXHVWV�

�����.&/�JXLGHOLQHV�DQG�IRU�SDUWLFLSDQW�UHFUXLWPHQW�WHPSODWHV

�� 'RHV�WKH�SURMHFW�LQYROYH�WKH�FROOHFWLRQ�DQG�RU�XVH�RI�SHUVRQDOO\�LGHQWLILDEOH�LQIRUPDWLRQ�DW�DQ\�SRLQW�GXULQJ�WKH�UHVHDUFK�SURMHFW"
3HUVRQDOO\�LGHQWLILDEOH�LQIRUPDWLRQ�LV�DQ\�GDWD�FROOHFWHG�GXULQJ�WKH�FRXUVH�RI�WKH�SURMHFW�ZKLFK�FRXOG�SRWHQWLDOO\�OHDG�WR�WKH
LGHQWLILFDWLRQ�RI�DQ�LQGLYLGXDO��3OHDVH�VHH�WKH�JXLGDQFH�LFRQ�IRU�H[DPSOHV�RI�WKH�W\SH�RI�GDWD�ZKLFK�FRXOG�EH�FRQVLGHUHG�SHUVRQDOO\
LGHQWLILDEOH��3OHDVH�QRWH��WKLV�LQFOXGHV�DXGLR�UHFRUGLQJV�VXFK�DV�LQWHUYLHZ�UHFRUGLQJV�

3OHDVH�LQGLFDWH�ZKLFK�RI�WKH�IROORZLQJ�DSSOLHV�

D��7KH�SURMHFW�LQYROYHV�WKH�FROOHFWLRQ�DQG�RU�XVH�RI�SHUVRQDOO\�LGHQWLILDEOH�LQIRUPDWLRQ

E��3HUVRQDOO\�LGHQWLILDEOH�LQIRUPDWLRQ�ZLOO�RQO\�EH�REWDLQHG�LQ�RUGHU�WR�FRQWDFW�SRWHQWLDO�SDUWLFLSDQWV��H�J��XVLQJ�SKRQH
QXPEHUV��HPDLO�DGGUHVVHV��EXW�QR�LGHQWLILDEOH�LQIRUPDWLRQ�ZLOO�EH�FROOHFWHG�EH\RQG�WKLV�SRLQW�DQG�LW�ZLOO�QRW�EH�SRVVLEOH�WR�OLQN
DQ\�UHVHDUFK�GDWD�WR�SDUWLFLSDQWV�

F��1R�SHUVRQDOO\�LGHQWLILDEOH�GDWD�ZLOO�EH�FROOHFWHG�DQG�RU�XVHG�IRU�WKLV�SURMHFW�

��E 3OHDVH�LQGLFDWH�ZKLFK�RI�WKH�IROORZLQJ�DSSOLHV�

7KH�SHUVRQDO�GDWD�XVHG�IRU�UHFUXLWPHQW�SXUSRVHV�ZLOO�QRW�EH�OLQNHG�WR�WKH�DQRQ\PRXV�GDWD�FROOHFWHG�IURP�SDUWLFLSDQWV�DQG�ZLOO�QRW
EH�KHOG�IRU�DQ\�ORQJHU�WKDQ�LV�QHFHVVDU\�IRU�WKH�SXUSRVHV�RI�UHFUXLWPHQW�

7KH�LGHQWLILDEOH�LQIRUPDWLRQ�XVHG�IRU�UHFUXLWPHQW�SXUSRVHV�ZLOO�EH�OLQNHG�WR�WKH�GDWD�FROOHFWHG�IURP�WKH�FRUUHVSRQGLQJ�SDUWLFLSDQW�V
�WKLV�LQFOXGHV�OLQNLQJ�SDUWLFLSDQW�GHWDLOV�WR�UDZ�GDWD�IRU�ZLWKGUDZDO�SXUSRVHV��

,�FRQILUP�WKDW�,�XQGHUVWDQG�WKDW�LW�LV�WKH�UHVSRQVLELOLW\�RI�WKH�UHVHDUFKHU�WR�HQVXUH�WKDW�DOO�UHVHDUFK�GDWD�LV
DSSURSULDWHO\�KDQGOHG�DQG�VWRUHG�GXULQJ�DQG�DIWHU�WKH�VWXG\�LQ�FRPSOLDQFH�ZLWK�&ROOHJH�JXLGHOLQHV�
.&/�5HVHDUFK�'DWD�0DQDJHPHQW�*XLGHOLQHV�

3URMHFW�,'���������3DJH���RI���



Appendix I Ethics application, approval and amendments for Delphi survey and item 
generation meeting 

 325 

 

 

 

 

�� 5HVHDUFKHU�$SSOLFDQW�'HFODUDWLRQ�
,03257$17�127(�)25�678'(176��3OHDVH�HQVXUH�WKDW�\RX�KDYH�VLJQHG�WKH�IRUP�LQ�WKLV�VHFWLRQ�EHIRUH�UHTXHVWLQJ
\RXU�6XSHUYLVRU
V�VLJQDWXUH�LQ�VHFWLRQ����EHORZ�

%\�VLJQLQJ�WKLV�IRUP�,�FRQILUP�WKH�IROORZLQJ�

7KH�LQIRUPDWLRQ�VXSSOLHG�DERYH�LV�WR�WKH�EHVW�RI�P\�NQRZOHGJH�DFFXUDWH�
,�KDYH�UHDG�WKH�0LQLPDO�(WKLFDO�5LVN�*XLGLQJ�3ULQFLSOHV�DQG�FOHDUO\�XQGHUVWDQG�P\�REOLJDWLRQV�DQG�WKH�ULJKWV�RI�SDUWLFLSDQWV��SDUWLFXODUO\
DV�UHJDUGV�REWDLQLQJ�LQIRUPHG�FRQVHQW�
7KH�SDUWLFLSDQW�VHOHFWLRQ�DQG�UHFUXLWPHQW�SURFHGXUHV��LQFOXGLQJ�WKH�UHFUXLWPHQW�GRFXPHQWV�WR�EH�SURYLGHG�DQG�WKH�PDQQHU�RI�REWDLQLQJ
LQIRUPHG�FRQVHQW��DUH�DSSURSULDWH�DQG�WKH�HWKLFDO�LVVXHV�DULVLQJ�IURP�WKH�SURMHFW�KDYH�EHHQ�FRQVLGHUHG��DQG�DJUHHG�ZLWK�P\�6XSHUYLVRU
LI�DSSOLFDEOH���
,�XQGHUVWDQG�WKDW�,�PXVW�QRW�FRPPHQFH�UHVHDUFK�ZLWK�KXPDQ�SDUWLFLSDQWV�XQWLO�,�KDYH�UHFHLYHG�FRQILUPDWLRQ�RI�PLQLPDO�ULVN�UHJLVWUDWLRQ�

3OHDVH�QRWH�WKDW�LQ�RUGHU�WR�DXWKRULVH�\RXU�DSSOLFDWLRQ�\RX�PXVW�VLJQ�RII�XVLQJ�\RXU�.&/�HPDLO�DGGUHVV�L�H�
MRH�EORJJV#NFO�DF�XN�DQG�\RXU�.&/�HPDLO�SDVVZRUG�

�� 6XSHUYLVRU�'HFODUDWLRQ�

2QFH�\RX�KDYH�HOHFWURQLFDOO\�VLJQHG�WKH�IRUP�LQ�VHFWLRQ�����\RX�VKRXOG�WKHQ�UHTXHVW�\RXU�6XSHUYLVRU
V�VLJQDWXUH�XVLQJ�WKH�EHORZ

5HTXHVW
�EXWWRQ��2QFH�\RXU�6XSHUYLVRU�KDV�DOVR�VLJQHG�WKH�IRUP�WKH�IRUP�ZLOO�EH�DXWRPDWLFDOO\�VXEPLWWHG�IRU�UHJLVWUDWLRQ��

3OHDVH�QRWH��)ROORZLQJ�VXEPLVVLRQ�IRU�UHJLVWUDWLRQ�\RX�PXVW�ZDLW�XQWLO�\RX�KDYH�UHFHLYHG�D�OHWWHU�IURP�5(0$6�FRQILUPLQJ
WKDW�\RXU�SURMHFW�KDV�EHHQ�UHJLVWHUHG�EHIRUH�FRPPHQFLQJ�GDWD�FROOHFWLRQ��

5HTXHVW�6XSHUYLVRU
V�6LJQDWXUH��

6HFWLRQ�*��'HFODUDWLRQ�DQG�6LJQDWXUHV

3URMHFW�,'���������3DJH����RI���
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/XF\�&RRPEHV

'HDU�/XF\

&KLOGUHQ
V�3DOOLDWLYH�2XWFRPH�6FDOH��&�326��3KDVH�����'HOSKL�VXUYH\�DQG�LWHP�JHQHUDWLRQ�PHHWLQJ�

7KDQN�\RX�IRU�VXEPLWWLQJ�\RXU�0LQLPDO�5LVN�6HOI�5HJLVWUDWLRQ�)RUP��7KLV�OHWWHU�DFNQRZOHGJHV�FRQILUPDWLRQ�RI�\RXU�UHJLVWUDWLRQ��\RXU�UHJLVWUDWLRQ�FRQILUPDWLRQ
UHIHUHQFH�QXPEHU�LV�0563������������

,03257$17�&2521$9,586�83'$7(��,Q�OLJKW�RI�WKH�&29,'����SDQGHPLF��WKH�&ROOHJH�5HVHDUFK�(WKLFV�&RPPLWWHH�KDV�WHPSRUDULO\�VXVSHQGHG�DOO
SULPDU\�GDWD�FROOHFWLRQ�LQYROYLQJ�IDFH�WR�IDFH�SDUWLFLSDQW�LQWHUDFWLRQV��XQOHVV�WKH�GDWD�FROOHFWLRQ�IDOO�XQGHU�RQH�RI�WKH�H[HPSWLRQV�DQG�IXOILOV�WKH�FULWHULD�RXWOLQHG
E\�&5(&�DW�WKH�OLQN�EHORZ��

KWWSV���LQWHUQDO�NFO�DF�XN�LQQRYDWLRQ�UHVHDUFK�HWKLFV�DSSOLFDWLRQV�&29,'����8SGDWH�IRU�5HVHDUFKHUV

(WKLFDO�FOHDUDQFH�IRU�WKLV�SURMHFW�LV�JUDQWHG��+RZHYHU��WKH�FOHDUDQFH�RXWOLQHG�LQ�WKH�DWWDFKHG�OHWWHU�LV�FRQWLQJHQW�RQ�\RXU�DGKHUHQFH�WR�WKH
ODWHVW�&ROOHJH�PHDVXUHV�ZKHQ�FRQGXFWLQJ�\RXU�UHVHDUFK��3OHDVH�GR�QRW�FRPPHQFH�GDWD�FROOHFWLRQ�XQWLO�\RX�KDYH�FDUHIXOO\�UHYLHZHG�WKH�XSGDWH�DQG
PDGH�DQ\�QHFHVVDU\�SURMHFW�FKDQJHV�

(WKLFDO�FOHDUDQFH�LV�JUDQWHG�IRU�D�SHULRG�RI�WKUHH�\HDUV�IURP�WRGD\
V�GDWH�DQG�\RX�PD\�QRZ�FRPPHQFH�GDWD�FROOHFWLRQ��+RZHYHU��LW�LV�LPSRUWDQW�WKDW�\RX
KDYH�UHDG�WKURXJK�WKH�LQIRUPDWLRQ�SURYLGHG�EHORZ�EHIRUH�FRPPHQFLQJ�GDWD�FROOHFWLRQ�

$V�WKH�0LQLPDO�5LVN�5HJLVWUDWLRQ�3URFHVV�LV�EDVHG�RQ�VHOI�UHJLVWUDWLRQ��\RXU�IRUP�KDV�QRW�EHHQ�UHYLHZHG�E\�WKH�&ROOHJH�5HVHDUFK�(WKLFV
&RPPLWWHH��,W�LV�WKHUHIRUH\RXU�UHVSRQVLELOLW\�WR�HQVXUH�WKDW�\RXU�SURMHFW�DGKHUHV�WR�WKH�0LQLPDO�5LVN�*XLGLQJ�3ULQFLSOHV�DQG�WKH�DJUHHG�SURWRFRO
GRHV�QRW�IDOO�RXWVLGH�RI�WKH�FULWHULD�IRU�0LQLPDO�5LVN�5HJLVWUDWLRQ��<RXU�SURMHFW�PD\�EH�VXEMHFW�WR�DXGLW�E\�WKH�&ROOHJH�5HVHDUFK�(WKLFV
&RPPLWWHH�DQG�DQ\�LQVWDQFHV�LQ�ZKLFK�WKH�UHJLVWUDWLRQ�SURFHVV�LV�GHHPHG�WR�KDYH�EHHQ�XVHG�LQDSSURSULDWHO\�ZLOO�EH�KDQGOHG�DV�D�EUHDFK�RI
JRRG�SUDFWLFH�DQG�LQYHVWLJDWHG�DFFRUGLQJO\�

5HFRUG�.HHSLQJ�

3OHDVH�EH�VXUH�WR�NHHS�D�UHFRUG�RI�\RXU�UHJLVWUDWLRQ�QXPEHU�DQG�LQFOXGH�LW�LQ�DQ\�PDWHULDOV�DVVRFLDWHG�ZLWK�WKLV�UHVHDUFK��,W�LV�WKH�UHVSRQVLELOLW\�RI�WKH
UHVHDUFKHU�WR�HQVXUH�WKDW�DQ\�RWKHU�SHUPLVVLRQV�RU�DSSURYDOV��L�H��5	'��JDWHNHHSHUV��HWF���UHOHYDQW�WR�WKHLU�UHVHDUFK�DUH�LQ�SODFH��SULRU�WR�FRQGXFWLQJ�WKH
UHVHDUFK�

,Q�DGGLWLRQ��\RX�DUH�H[SHFWHG�WR�NHHS�UHFRUGV�RI�\RXU�SURFHVV�RI�LQIRUPHG�FRQVHQW�DQG�WKH�GDWHV�DQG�UHOHYDQW�GHWDLOV�RI�UHVHDUFK�FRYHUHG�E\�WKLV�DSSOLFDWLRQ�
)RU�H[DPSOH��GHSHQGLQJ�RQ�WKH�W\SH�RI�UHVHDUFK�WKDW�\RX�DUH�GRLQJ��\RX�PLJKW�NHHS�

$�UHFRUG�RI�DOO�GDWD�FROOHFWHG�DQG�DOO�PHFKDQLVPV�RI�GLVVHPLQDWHG�UHVXOWV�
'RFXPHQWDWLRQ�RI�\RXU�LQIRUPHG�FRQVHQW�SURFHVV��7KLV�PD\�LQFOXGH�ZULWWHQ�LQIRUPDWLRQ�VKHHWV�RU�LQ�FDVHV�ZKHUH�LW�LV�QRW�DSSURSULDWH�WR�SURYLGH
ZULWWHQ�LQIRUPDWLRQ��WKH�YHUEDO�VFULSW�RU�LQWURGXFWRU\�PDWHULDO�SURYLGHG�DW�WKH�VWDUW�RI�DQ�RQOLQH�VXUYH\�
3OHDVH�QRWH��)RU�SURMHFWV�LQYROYLQJ�WKH�XVH�RI�DQ�,QIRUPDWLRQ�6KHHW�DQG�&RQVHQW�)RUP�IRU�UHFUXLWPHQW�SXUSRVHV��SOHDVH�HQVXUH�WKDW�\RX
XVH�WKH�.&/�*'35�FRPSOLDQW�,QIRUPDWLRQ�6KHHW�	�&RQVHQW�)RUP�7HPSODWHV
:KHUH�DSSURSULDWH��UHFRUGV�RI�FRQVHQW��H�J��FRSLHV�RI�VLJQHG�FRQVHQW�IRUPV�RU�HPDLOV�ZKHUH�SDUWLFLSDQWV�DJUHH�WR�EH�LQWHUYLHZHG�

$XGLW�

<RX�PD\�EH�VHOHFWHG�IRU�DQ�DXGLW��WR�VHH�KRZ�UHVHDUFKHUV�DUH�LPSOHPHQWLQJ�WKLV�SURFHVV��,I�DXGLWHG��\RX�DQG�\RXU�6XSHUYLVRU�ZLOO�EH�DVNHG�WR�DWWHQG�D�VKRUW
PHHWLQJ�ZKHUH�\RX�ZLOO�EH�H[SHFWHG�WR�H[SODLQ�KRZ�\RXU�UHVHDUFK�PHHWV�WKH�HOLJLELOLW\�FULWHULD�RI�WKH�PLQLPDO�ULVN�SURFHVV�DQG�KRZ�WKH�SURMHFW�DELGHV�E\�WKH
JHQHUDO�SULQFLSOHV�RI�HWKLFDO�UHVHDUFK��,Q�SDUWLFXODU��\RX�ZLOO�EH�H[SHFWHG�WR�SURYLGH�D�JHQHUDO�VXPPDU\�RI�\RXU�UHYLHZ�RI�WKH�SRVVLEOH�ULVNV�LQYROYHG�LQ�\RXU
UHVHDUFK��DV�ZHOO�DV�WR�SURYLGH�EDVLF�UHVHDUFK�UHFRUGV��DV�DERYH�LQ�5HFRUG�.HHSLQJ��DQG�WR�GHVFULEH�WKH�SURFHVV�E\�ZKLFK�SDUWLFLSDQWV�DJUHHG�WR
SDUWLFLSDWH�LQ�\RXU�UHVHDUFK�

5HPHPEHU�WKDW�LI�\RX�DW�DQ\�SRLQW�KDYH�DQ\�TXHVWLRQV�DERXW�WKH�HWKLFDO�FRQGXFW�RI�\RXU�UHVHDUFK��RU�EHOLHYH�\RX�PD\�KDYH�JDLQHG�WKH�LQFRUUHFW�OHYHO�RI
HWKLFDO�FOHDUDQFH��SOHDVH�FRQWDFW�\RXU�VXSHUYLVRU�RU�WKH�5HVHDUFK�(WKLFV�2IILFH�

:H�ZLVK�\RX�HYHU\�VXFFHVV�ZLWK�\RXU�SURMHFW�PRYLQJ�IRUZDUG�
:LWK�EHVW�ZLVKHV�

7KH�5HVHDUFK�(WKLFV�2IILFH

2Q�EHKDOI�RI�WKH�&ROOHJH�5HVHDUFK�(WKLFV�&RPPLWWHH

��������������������������������������������������������������������������������������������������������������������������������������������������������������

3DJH���RI��
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0RGLILFDWLRQ�5HTXHVW�)RUP�)RU�0LQLPDO�5LVN�5HJLVWHUHG�6WXGLHV�

5HVHDUFKHUV�VKRXOG�FRPSOHWH�WKLV�IRUP�LQ�RUGHU�WR�UHJLVWHU�DQ\�VLJQLILFDQW�FKDQJHV�WR�WKHLU�UHVHDUFK�DLPV�DQG�REMHFWLYHV��GDWD
FROOHFWLRQ�PHWKRGV��SDUWLFLSDQW�JURXSV��UHFUXLWPHQW�PHWKRGV�RU�FRQVHQW�SURFHVV�WKDW�ZHUH�QRW�RXWOLQHG�LQ�WKHLU�RULJLQDO�PLQLPDO�ULVN
UHJLVWUDWLRQ�IRUP�
,I�WKH�SURSRVHG�FKDQJHV�WR�WKH�VWXG\�PHDQ�WKDW�\RX�VKRXOG�FKDQJH�\RX�DQVZHUV�WR�DQ\�RI�WKH�ORZ�ULVN�RU�KLJK�ULVN�FULWHULD
TXHVWLRQ�LQ�\RXU�RULJLQDO�0LQLPDO�5LVN�5HJLVWUDWLRQ�)RUP��D�PRGLILFDWLRQ�UHTXHVW�FDQQRW�EH�VXEPLWWHG�DQG�D�QHZ�
)XOO
$SSOLFDWLRQ�)RUP
�IRU�HWKLFDO�DSSURYDO�PXVW�EH�VXEPLWWHG�

5HJLVWUDWLRQ�H[WHQVLRQV�DUH�JUDQWHG�IRU�D�SHULRG�RI�RQH�\HDU�DQG�VKRXOG�EH�VRXJKW�EHIRUH�WKH�RULJLQDO�SHULRG�RI�UHJLVWUDWLRQ�KDV�HQGHG��,I�WKH
RULJLQDO�UHJLVWUDWLRQ�KDV�DOUHDG\�H[SLUHG��UHVHDUFKHUV�ZLOO�QHHG�WR�SURYLGH�DVVXUDQFH�WKDW�QR�GDWD�FROOHFWLRQ�KDV�EHHQ�FRQGXFWHG�EH\RQG�WKH
RULJLQDO�UHJLVWUDWLRQ�SHULRG�DQG�H[SODLQ�ZK\�DQ�H[WHQVLRQ�UHTXHVW�FRXOG�QRW�EH�VXEPLWWHG�EHIRUH�WKH�RULJLQDO�UHJLVWUDWLRQ�SHULRG�H[SLUHG�

�� 3URYLGH�GHWDLOV�RI�WKH�W\SH�RI�PRGLILFDWLRQ�SURSRVHG��6HOHFW�DOO�WKDW�DSSO\�

6WXG\�WLWOH
&KDQJHV�WR�WKH�UHVHDUFK�DLPV�	�REMHFWLYHV
&KDQJHV�WR�UHFUXLWPHQW�PHWKRGV
&KDQJHV�WR�UHVHDUFK�PHWKRGV
&KDQJHV�WR�SDUWLFLSDQW�JURXS�V�
([WHQVLRQ�WR�SHULRG�RI�UHJLVWUDWLRQ
&KDQJHV�WR�WKH�FRQVHQW�SURFHVV��KRZ�VWXG\�LQIRUPDWLRQ�LV�GLVVHPLQDWHG
$GGLWLRQDO�UHVHDUFKHUV
2WKHU

� 3URYLGH�GHWDLOV�RI�WKH�PRGLILFDWLRQ�

:H�ZRXOG�OLNH�WR�DGG�WKH�IROORZLQJ�VLWHV�WR�RXU�UHFUXLWPHQW�
���1RUWKHUQ�,UHODQG�&KLOGUHQ
V�+RVSLFH���WR�SRVW�D�OLQN�WR�WKH�VXUYH\�RQ�WKHLU�SDUHQWV�)DFHERRN�SDJH
���&KHVWQXW�7UHH�+RXVH�&KLOGUHQ
V�+RVSLFH���WR�VKDUH�WKH�OLQN�WR�WKH�VXUYH\�ZLWK�SDUHQWV�FDUHUV�XQGHU�WKHLU�VHUYLFH�YLD�HPDLO�DQG�
VRFLDO�PHGLD
���'HPHO]D�&KLOGUHQ
V�+RVSLFH���WR�VKDUH�WKH�OLQN�WR�WKH�VXUYH\�ZLWK�SDUHQWV�FDUHUV�XQGHU�WKHLU�VHUYLFH�YLD�HPDLO�DQG�VRFLDO�PHGLD
���*ODVJRZ�5R\DO�+RVSLWDO�IRU�&KLOGUHQ�DQG�&KLOGUHQ
V�+RVSLFHV�$FURVV�6FRWODQG���WR�VKDUH�WKH�OLQN�WR�WKH�VXUYH\�ZLWK�SDUHQWV�FDUHUV�
XQGHU�WKHLU�VHUYLFH�YLD�HPDLO�DQG�VRFLDO�PHGLD
���:HOVK�1HWZRUN�IRU�&KLOGUHQ
V�3DOOLDWLYH�&DUH���PHPEHUV�ZLOO�EH�DVNHG�WR�VKDUH�WKH�VXUYH\�OLQN�ZLWK�SDUHQWV�FDUHUV�WKH\�ZRUN�ZLWK�YLD�
ZRUG�RI�PRXWK��VRFLDO�PHGLD�RU�HPDLO�

0RGLILFDWLRQ�'HWDLOV

3URMHFW�,'���������3DJH���RI��
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�� 3URYLGH�D�EULHI�MXVWLILFDWLRQ�IRU�WKH�PRGLILFDWLRQ

2XU�RULJLQDO�VXUYH\�KDG�D�IDLUO\�SRRU�UHVSRQVH�IURP�SDUHQWV�DQG�WKH�GHPRJUDSKLF�ZDV������ZKLWH�%ULWLVK���$OO�SDUHQWV�ZHUH�IURP�
(QJODQG��SUHGRPLQDQWO\�(DVW�(QJODQG���:H�ZRXOG�OLNH�WR�JHW�D�8.�ZLGH�SHUVSHFWLYH�ZLWK�PRUH�YDULHG�GHPRJUDSKLFV���7KHUHIRUH��ZH�
ZRXOG�OLNH�WR�UHRSHQ�WKH�ILUVW�URXQG�RI�WKH�VXUYH\�IRU�SDUHQWV�FDUHUV�DQG�WU\�WR�WDUJHW�WKRVH�LQ�GLIIHUHQW�UHJLRQV�ZLWK�D�PRUH�YDULHG�
HWKQLF�EDFNJURXQG�

�� ,�FRQILUP�WKDW�,�KDYH�UHYLVLWHG�WKH�0LQLPDO�5LVN�5HJLVWUDWLRQ�FULWHULD�DQG�WKH�FKDQJHV�,�KDYH�RXWOLQHG�DERYH�GR�QRW�PHDQ�WKDW�P\
VWXG\�LV�QR�ORQJHU�HOLJLEOH�IRU�0LQLPDO�5LVN�5HJLVWUDWLRQ��7KH�LQIRUPDWLRQ�LQ�WKLV�IRUP�LV�DFFXUDWH�WR�WKH�EHVW�RI�P\�NQRZOHGJH�DQG
,�WDNH�IXOO�UHVSRQVLELOLW\�IRU�LW��,�FRQVLGHU�WKDW�LW�ZRXOG�EH�UHDVRQDEOH�IRU�WKH�SURSRVHG�PRGLILFDWLRQ�WR�EH�LPSOHPHQWHG�

6LJQHG��6LJQHG��7KLV�IRUP�ZDV�VLJQHG�E\�/XF\�&RRPEHV��OXF\�FRRPEHV#NFO�DF�XN��7KLV�IRUP�ZDV�VLJQHG�E\�/XF\�&RRPEHV��OXF\�FRRPEHV#NFO�DF�XN��RQ�RQ���������������������������������

6LJQDWXUH

3URMHFW�,'���������3DJH���RI��
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'HDU�/XF\��

5HIHUHQFH�1XPEHU��050�������������
6WXG\�7LWOH��&KLOGUHQ
V�3DOOLDWLYH�2XWFRPH�6FDOH��&�326��3KDVH�����'HOSKL�VXUYH\�DQG�LWHP�JHQHUDWLRQ�PHHWLQJ�

&RQILUPDWLRQ�RI�5HJLVWUDWLRQ�IRU�0LQLPDO�ULVN�0RGLILFDWLRQ�5HTXHVW

7KDQN�\RX�IRU�VXEPLWWLQJ�D�PRGLILFDWLRQ�UHTXHVW�IRU�WKH�DERYH�VWXG\��7KLV�LV�D�OHWWHU�WR�FRQILUP�WKDW�\RXU�UHTXHVW�KDV�QRZ�EHHQ�UHJLVWHUHG�DQG�\RX�PD\
FRQWLQXH�ZLWK�\RXU�VWXG\��,I�\RX�KDYH�DQ\�TXHVWLRQV�UHJDUGLQJ�\RXU�DSSOLFDWLRQ�SOHDVH�FRQWDFW�WKH�5HVHDUFK�(WKLFV�2IILFH�DW�UHF#NFO�DF�XN��

.LQG�UHJDUGV

0LVV�(OL]DEHWK�&KXFN�

5HVHDUFK�(WKLFV�2IILFH�

3DJH���RI��
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Appendix J Ethics application, approval and amendments 
for cognitive interview study 

 

 

�:HOFRPH�WR�WKH�,QWHJUDWHG�5HVHDUFK�$SSOLFDWLRQ�6\VWHP

� ,5$6�3URMHFW�)LOWHU

7KH�LQWHJUDWHG�GDWDVHW�UHTXLUHG�IRU�\RXU�SURMHFW�ZLOO�EH�FUHDWHG�IURP�WKH�DQVZHUV�\RX�JLYH�WR�WKH�IROORZLQJ�TXHVWLRQV��7KH
V\VWHP�ZLOO�JHQHUDWH�RQO\�WKRVH�TXHVWLRQV�DQG�VHFWLRQV�ZKLFK��D��DSSO\�WR�\RXU�VWXG\�W\SH�DQG��E��DUH�UHTXLUHG�E\�WKH
ERGLHV�UHYLHZLQJ�\RXU�VWXG\��3OHDVH�HQVXUH�\RX�DQVZHU�DOO�WKH�TXHVWLRQV�EHIRUH�SURFHHGLQJ�ZLWK�\RXU�DSSOLFDWLRQV��

3OHDVH�FRPSOHWH�WKH�TXHVWLRQV�LQ�RUGHU��,I�\RX�FKDQJH�WKH�UHVSRQVH�WR�D�TXHVWLRQ��SOHDVH�VHOHFW�µ6DYH¶�DQG�UHYLHZ�DOO�WKH
TXHVWLRQV�DV�\RXU�FKDQJH�PD\�KDYH�DIIHFWHG�VXEVHTXHQW�TXHVWLRQV��

3OHDVH�HQWHU�D�VKRUW�WLWOH�IRU�WKLV�SURMHFW��PD[LPXP����FKDUDFWHUV��
&�326�FRJQLWLYH�LQWHUYLHZ�VWXG\

���,V�\RXU�SURMHFW�UHVHDUFK"

�<HV �1R

���6HOHFW�RQH�FDWHJRU\�IURP�WKH�OLVW�EHORZ�

�&OLQLFDO�WULDO�RI�DQ�LQYHVWLJDWLRQDO�PHGLFLQDO�SURGXFW

�&OLQLFDO�LQYHVWLJDWLRQ�RU�RWKHU�VWXG\�RI�D�PHGLFDO�GHYLFH

�&RPELQHG�WULDO�RI�DQ�LQYHVWLJDWLRQDO�PHGLFLQDO�SURGXFW�DQG�DQ�LQYHVWLJDWLRQDO�PHGLFDO�GHYLFH

�2WKHU�FOLQLFDO�WULDO�WR�VWXG\�D�QRYHO�LQWHUYHQWLRQ�RU�UDQGRPLVHG�FOLQLFDO�WULDO�WR�FRPSDUH�LQWHUYHQWLRQV�LQ�FOLQLFDO�SUDFWLFH

�%DVLF�VFLHQFH�VWXG\�LQYROYLQJ�SURFHGXUHV�ZLWK�KXPDQ�SDUWLFLSDQWV

�6WXG\�DGPLQLVWHULQJ�TXHVWLRQQDLUHV�LQWHUYLHZV�IRU�TXDQWLWDWLYH�DQDO\VLV��RU�XVLQJ�PL[HG�TXDQWLWDWLYH�TXDOLWDWLYH
PHWKRGRORJ\

�6WXG\�LQYROYLQJ�TXDOLWDWLYH�PHWKRGV�RQO\

�6WXG\�OLPLWHG�WR�ZRUNLQJ�ZLWK�KXPDQ�WLVVXH�VDPSOHV��RU�RWKHU�KXPDQ�ELRORJLFDO�VDPSOHV��DQG�GDWD��VSHFLILF�SURMHFW
RQO\�

�6WXG\�OLPLWHG�WR�ZRUNLQJ�ZLWK�GDWD��VSHFLILF�SURMHFW�RQO\�

�5HVHDUFK�WLVVXH�EDQN

�5HVHDUFK�GDWDEDVH

,I�\RXU�ZRUN�GRHV�QRW�ILW�DQ\�RI�WKHVH�FDWHJRULHV��VHOHFW�WKH�RSWLRQ�EHORZ�

�2WKHU�VWXG\

�D��3OHDVH�DQVZHU�WKH�IROORZLQJ�TXHVWLRQ�V��

D��'RHV�WKH�VWXG\�LQYROYH�WKH�XVH�RI�DQ\�LRQLVLQJ�UDGLDWLRQ" �<HV ����� �1R

E��:LOO�\RX�EH�WDNLQJ�QHZ�KXPDQ�WLVVXH�VDPSOHV��RU�RWKHU�KXPDQ�ELRORJLFDO�VDPSOHV�" �<HV ����� �1R

F��:LOO�\RX�EH�XVLQJ�H[LVWLQJ�KXPDQ�WLVVXH�VDPSOHV��RU�RWKHU�KXPDQ�ELRORJLFDO�VDPSOHV�" �<HV ����� �1R

���,Q�ZKLFK�FRXQWULHV�RI�WKH�8.�ZLOO�WKH�UHVHDUFK�VLWHV�EH�ORFDWHG"�7LFN�DOO�WKDW�DSSO\�

�(QJODQG

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������



Appendix J Ethics application, approval and amendments for cognitive interview 
study 

 331 

 

�6FRWODQG
�:DOHV
�1RUWKHUQ�,UHODQG

�D��,Q�ZKLFK�FRXQWU\�RI�WKH�8.�ZLOO�WKH�OHDG�1+6�5	'�RIILFH�EH�ORFDWHG�

�(QJODQG

�6FRWODQG

�:DOHV

�1RUWKHUQ�,UHODQG

�7KLV�VWXG\�GRHV�QRW�LQYROYH�WKH�1+6

���:KLFK�DSSOLFDWLRQV�GR�\RX�UHTXLUH"

�,5$6�)RUP
�&RQILGHQWLDOLW\�$GYLVRU\�*URXS��&$*�
�+HU�0DMHVW\
V�3ULVRQ�DQG�3UREDWLRQ�6HUYLFH��+0336�

0RVW�UHVHDUFK�SURMHFWV�UHTXLUH�UHYLHZ�E\�D�5(&�ZLWKLQ�WKH�8.�+HDOWK�'HSDUWPHQWV
�5HVHDUFK�(WKLFV�6HUYLFH��,V
\RXU�VWXG\�H[HPSW�IURP�5(&�UHYLHZ"�

�<HV ����� �1R

���:LOO�DQ\�UHVHDUFK�VLWHV�LQ�WKLV�VWXG\�EH�1+6�RUJDQLVDWLRQV"

�<HV ����� �1R

�D��$UH�DOO�WKH�UHVHDUFK�FRVWV�DQG�LQIUDVWUXFWXUH�FRVWV��IXQGLQJ�IRU�WKH�VXSSRUW�DQG�IDFLOLWLHV�QHHGHG�WR�FDUU\�RXW�WKH
UHVHDUFK�H�J��1+6�VXSSRUW�FRVWV��IRU�WKLV�VWXG\�SURYLGHG�E\�D�1,+5�%LRPHGLFDO�5HVHDUFK�&HQWUH��%5&���1,+5�$SSOLHG
5HVHDUFK�&ROODERUDWLRQ��$5&���1,+5�3DWLHQW�6DIHW\�7UDQVODWLRQDO�5HVHDUFK�&HQWUH��3675&���RU�DQ�1,+5�0HGWHFK�DQG�,Q
9LWUR�'LDJQRVWLF�&R�RSHUDWLYH��0,&��LQ�DOO�VWXG\�VLWHV"�

3OHDVH�VHH�LQIRUPDWLRQ�EXWWRQ�IRU�IXUWKHU�GHWDLOV�

�<HV ����� �1R

3OHDVH�VHH�LQIRUPDWLRQ�EXWWRQ�IRU�IXUWKHU�GHWDLOV�

�E��'R�\RX�ZLVK�WR�PDNH�DQ�DSSOLFDWLRQ�IRU�WKH�VWXG\�WR�EH�FRQVLGHUHG�IRU�1,+5�&OLQLFDO�5HVHDUFK�1HWZRUN��&51�
6XSSRUW�DQG�LQFOXVLRQ�LQ�WKH�1,+5�&OLQLFDO�5HVHDUFK�1HWZRUN�3RUWIROLR"�

3OHDVH�VHH�LQIRUPDWLRQ�EXWWRQ�IRU�IXUWKHU�GHWDLOV�

�<HV ����� �1R

7KH�1,+5�&OLQLFDO�5HVHDUFK�1HWZRUN��&51��SURYLGHV�UHVHDUFKHUV�ZLWK�WKH�SUDFWLFDO�VXSSRUW�WKH\�QHHG�WR�PDNH�FOLQLFDO
VWXGLHV�KDSSHQ�LQ�WKH�1+6�LQ�(QJODQG�H�J��E\�SURYLGLQJ�DFFHVV�WR�WKH�SHRSOH�DQG�IDFLOLWLHV�QHHGHG�WR�FDUU\�RXW�UHVHDUFK�³RQ
WKH�JURXQG���

,I�\RX�VHOHFW�\HV�WR�WKLV�TXHVWLRQ��LQIRUPDWLRQ�IURP�\RXU�,5$6�VXEPLVVLRQ�ZLOO�DXWRPDWLFDOO\�EH�VKDUHG�ZLWK�WKH�1,+5�&51�
6XEPLVVLRQ�RI�D�3RUWIROLR�$SSOLFDWLRQ�)RUP��3$)��LV�QR�ORQJHU�UHTXLUHG�

���'R�\RX�SODQ�WR�LQFOXGH�DQ\�SDUWLFLSDQWV�ZKR�DUH�FKLOGUHQ"

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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�<HV ����� �1R

���'R�\RX�SODQ�DW�DQ\�VWDJH�RI�WKH�SURMHFW�WR�XQGHUWDNH�LQWUXVLYH�UHVHDUFK�LQYROYLQJ�DGXOWV�ODFNLQJ�FDSDFLW\�WR�FRQVHQW
IRU�WKHPVHOYHV"

�<HV ����� �1R

$QVZHU�<HV�LI�\RX�SODQ�WR�UHFUXLW�OLYLQJ�SDUWLFLSDQWV�DJHG����RU�RYHU�ZKR�ODFN�FDSDFLW\��RU�WR�UHWDLQ�WKHP�LQ�WKH�VWXG\�IROORZLQJ
ORVV�RI�FDSDFLW\��,QWUXVLYH�UHVHDUFK�PHDQV�DQ\�UHVHDUFK�ZLWK�WKH�OLYLQJ�UHTXLULQJ�FRQVHQW�LQ�ODZ��7KLV�LQFOXGHV�XVH�RI
LGHQWLILDEOH�WLVVXH�VDPSOHV�RU�SHUVRQDO�LQIRUPDWLRQ��H[FHSW�ZKHUH�DSSOLFDWLRQ�LV�EHLQJ�PDGH�WR�WKH�&RQILGHQWLDOLW\�$GYLVRU\
*URXS�WR�VHW�DVLGH�WKH�FRPPRQ�ODZ�GXW\�RI�FRQILGHQWLDOLW\�LQ�(QJODQG�DQG�:DOHV��3OHDVH�FRQVXOW�WKH�JXLGDQFH�QRWHV�IRU
IXUWKHU�LQIRUPDWLRQ�RQ�WKH�OHJDO�IUDPHZRUNV�IRU�UHVHDUFK�LQYROYLQJ�DGXOWV�ODFNLQJ�FDSDFLW\�LQ�WKH�8.�

���'R�\RX�SODQ�WR�LQFOXGH�DQ\�SDUWLFLSDQWV�ZKR�DUH�SULVRQHUV�RU�\RXQJ�RIIHQGHUV�LQ�WKH�FXVWRG\�RI�+0�3ULVRQ�6HUYLFH�RU
ZKR�DUH�RIIHQGHUV�VXSHUYLVHG�E\�WKH�SUREDWLRQ�VHUYLFH�LQ�(QJODQG�RU�:DOHV"

�<HV ����� �1R

���,V�WKH�VWXG\�RU�DQ\�SDUW�RI�LW�EHLQJ�XQGHUWDNHQ�DV�DQ�HGXFDWLRQDO�SURMHFW"�

�<HV ����� �1R

3OHDVH�GHVFULEH�EULHIO\�WKH�LQYROYHPHQW�RI�WKH�VWXGHQW�V���
7KLV�VWXG\�LQFOXGHV�D�3K'�SURMHFW����7KH�3K'�VWXGHQW�KDV�GHVLJQHG�WKH�SURWRFRO�DQG�ZLOO�EH�OHDGLQJ�RQ�GDWD�FROOHFWLRQ
DQG�DQDO\VLV�

�D��,V�WKH�SURMHFW�EHLQJ�XQGHUWDNHQ�LQ�SDUW�IXOILOPHQW�RI�D�3K'�RU�RWKHU�GRFWRUDWH"

�<HV ����� �1R

����:LOO�WKLV�UHVHDUFK�EH�ILQDQFLDOO\�VXSSRUWHG�E\�WKH�8QLWHG�6WDWHV�'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV�RU�DQ\�RI
LWV�GLYLVLRQV��DJHQFLHV�RU�SURJUDPV"

�<HV ����� �1R

����:LOO�LGHQWLILDEOH�SDWLHQW�GDWD�EH�DFFHVVHG�RXWVLGH�WKH�FDUH�WHDP�ZLWKRXW�SULRU�FRQVHQW�DW�DQ\�VWDJH�RI�WKH�SURMHFW
�LQFOXGLQJ�LGHQWLILFDWLRQ�RI�SRWHQWLDO�SDUWLFLSDQWV�"

�<HV ����� �1R

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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,QWHJUDWHG�5HVHDUFK�$SSOLFDWLRQ�6\VWHP
$SSOLFDWLRQ�)RUP�IRU�5HVHDUFK�DGPLQLVWHULQJ�TXHVWLRQQDLUHV�LQWHUYLHZV�IRU�TXDQWLWDWLYH�DQDO\VLV�RU�PL[HG
PHWKRGRORJ\�VWXG\

�,5$6�)RUP��SURMHFW�LQIRUPDWLRQ�

3OHDVH�UHIHU�WR�WKH�(�6XEPLVVLRQ�DQG�&KHFNOLVW�WDEV�IRU�LQVWUXFWLRQV�RQ�VXEPLWWLQJ�WKLV�DSSOLFDWLRQ�

7KH�&KLHI�,QYHVWLJDWRU�VKRXOG�FRPSOHWH�WKLV�IRUP��*XLGDQFH�RQ�WKH�TXHVWLRQV�LV�DYDLODEOH�ZKHUHYHU�\RX�VHH�WKLV
V\PERO�GLVSOD\HG��:H�UHFRPPHQG�UHDGLQJ�WKH�JXLGDQFH�ILUVW��7KH�FRPSOHWH�JXLGDQFH�DQG�D�JORVVDU\�DUH�DYDLODEOH�E\
VHOHFWLQJ�+HOS��

3OHDVH�GHILQH�DQ\�WHUPV�RU�DFURQ\PV�WKDW�PLJKW�QRW�EH�IDPLODU�WR�OD\�UHYLHZHUV�RI�WKH�DSSOLFDWLRQ�

6KRUW�WLWOH�DQG�YHUVLRQ�QXPEHU���PD[LPXP����FKDUDFWHUV���WKLV�ZLOO�EH�LQVHUWHG�DV�KHDGHU�RQ�DOO�IRUPV����
&�326�FRJQLWLYH�LQWHUYLHZ�VWXG\

3OHDVH�FRPSOHWH�WKHVH�GHWDLOV�DIWHU�\RX�KDYH�ERRNHG�WKH�5(&�DSSOLFDWLRQ�IRU�UHYLHZ�

5(&�1DPH�

5(&�5HIHUHQFH�1XPEHU�� ����� 6XEPLVVLRQ�GDWH����

�3$57�$��&RUH�VWXG\�LQIRUPDWLRQ

����$'0,1,675$7,9(�'(7$,/6

$���)XOO�WLWOH�RI�WKH�UHVHDUFK�

&KLOGUHQ¶V�3DOOLDWLYH�2XWFRPH�6FDOH��&�326��±�FRJQLWLYH�LQWHUYLHZ�VWXG\�WR�GHWHUPLQH�FRPSUHKHQVLELOLW\�
FRPSUHKHQVLYHQHVV�DQG�IHDVLELOLW\�

$�����(GXFDWLRQDO�SURMHFWV

1DPH�DQG�FRQWDFW�GHWDLOV�RI�VWXGHQW�V���

6WXGHQW��

�

� 7LWOH��)RUHQDPH�,QLWLDOV��6XUQDPH
0UV � /XF\�+HOHQ � &RRPEHV

$GGUHVV 'HSDUWPHQW�RI�3DOOLDWLYH�&DUH��3ROLF\�DQG�5HKDELOLWDWLRQ
� &LFHO\�6DXQGHUV�,QVWLWXWH
� %HVVHPHU�5RDG
3RVW�&RGH 6(���56
(�PDLO OXF\�FRRPEHV#NFO�DF�XN
7HOHSKRQH �����������
)D[

*LYH�GHWDLOV�RI�WKH�HGXFDWLRQDO�FRXUVH�RU�GHJUHH�IRU�ZKLFK�WKLV�UHVHDUFK�LV�EHLQJ�XQGHUWDNHQ�
1DPH�DQG�OHYHO�RI�FRXUVH��GHJUHH��

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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3K'���7KH�GHYHORSPHQW�DQG�LQLWLDO�YDOLGDWLRQ�RI�DQ�RXWFRPH�PHDVXUH�IRU�XVH�LQ�FKLOGUHQ�ZLWK�OLIH�OLPLWLQJ�DQG�OLIH�
WKUHDWHQLQJ�FRQGLWLRQV�±�WKH�&KLOGUHQ¶V�3DOOLDWLYH�2XWFRPH�6FDOH��&�326�
�
1DPH�RI�HGXFDWLRQDO�HVWDEOLVKPHQW��
.LQJ
V�&ROOHJH�/RQGRQ
�

�
1DPH�DQG�FRQWDFW�GHWDLOV�RI�DFDGHPLF�VXSHUYLVRU�V���

$FDGHPLF�VXSHUYLVRU��

�

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� 5LFKDUG � +DUGLQJ

$GGUHVV 'HSDUWPHQW�RI�3DOOLDWLYH�&DUH��3ROLF\�DQG�5HKDELOLWDWLRQ
� &LFHO\�6DXQGHUV�,QVWLWXWH
� %HVVHPHU�5RDG
3RVW�&RGH 6(���56
(�PDLO ULFKDUG�KDUGLQJ#NFO�DF�XN
7HOHSKRQH �����������
)D[

�
3OHDVH�VWDWH�ZKLFK�DFDGHPLF�VXSHUYLVRU�V��KDV�UHVSRQVLELOLW\�IRU�ZKLFK�VWXGHQW�V���
3OHDVH�FOLFN��6DYH�QRZ��EHIRUH�FRPSOHWLQJ�WKLV�WDEOH��7KLV�ZLOO�HQVXUH�WKDW�DOO�RI�WKH�VWXGHQW�DQG�DFDGHPLF�VXSHUYLVRU
GHWDLOV�DUH�VKRZQ�FRUUHFWO\��

6WXGHQW�V� $FDGHPLF�VXSHUYLVRU�V�

6WXGHQW����0UV�/XF\�+HOHQ
&RRPEHV

�3URIHVVRU�5LFKDUG�+DUGLQJ

$�FRS\�RI�D�FXUUHQW�&9�IRU�WKH�VWXGHQW�DQG�WKH�DFDGHPLF�VXSHUYLVRU��PD[LPXP���SDJHV�RI�$���PXVW�EH�VXEPLWWHG�ZLWK�WKH
DSSOLFDWLRQ�

$�����:KR�ZLOO�DFW�DV�&KLHI�,QYHVWLJDWRU�IRU�WKLV�VWXG\"

�6WXGHQW

�$FDGHPLF�VXSHUYLVRU

�2WKHU

$�����&KLHI�,QYHVWLJDWRU�

���� �

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� 5LFKDUG � +DUGLQJ

3RVW +HUEHUW�'XQKLOO�&KDLU�LQ�3DOOLDWLYH�&DUH�DQG�5HKDELOLWDWLRQ
4XDOLILFDWLRQV %6F��-RLQW�+RQV��06F�'LS6:�3K'
25&,'�,' �������������������
(PSOR\HU .LQJ
V�&ROOHJH�/RQGRQ
:RUN�$GGUHVV &LFHO\�6DXQGHUV�,QVWLWXWH
� %HVVHPHU�5RDG
� /RQGRQ
3RVW�&RGH 6(���3-
:RUN�(�PDLO ULFKDUG�KDUGLQJ#NFO�DF�XN

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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�3HUVRQDO�(�PDLO
:RUN�7HOHSKRQH �����������
�3HUVRQDO�7HOHSKRQH�0RELOH �����������
)D[

�7KLV�LQIRUPDWLRQ�LV�RSWLRQDO��,W�ZLOO�QRW�EH�SODFHG�LQ�WKH�SXEOLF�GRPDLQ�RU�GLVFORVHG�WR�DQ\�RWKHU�WKLUG�SDUW\�ZLWKRXW�SULRU
FRQVHQW�
$�FRS\�RI�D�FXUUHQW�&9��PD[LPXP���SDJHV�RI�$���IRU�WKH�&KLHI�,QYHVWLJDWRU�PXVW�EH�VXEPLWWHG�ZLWK�WKH�DSSOLFDWLRQ�

$���:KR�LV�WKH�FRQWDFW�RQ�EHKDOI�RI�WKH�VSRQVRU�IRU�DOO�FRUUHVSRQGHQFH�UHODWLQJ�WR�DSSOLFDWLRQV�IRU�WKLV�SURMHFW"
7KLV�FRQWDFW�ZLOO�UHFHLYH�FRSLHV�RI�DOO�FRUUHVSRQGHQFH�IURP�5(&�DQG�+5$�5	'�UHYLHZHUV�WKDW�LV�VHQW�WR�WKH�&,�

���� �

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� 5H]D � 5DYD]L

$GGUHVV 'LUHFWRU�RI�5HVHDUFK�0DQDJHPHQW�DQG�'LUHFWRU�RI�$GPLQLVWUDWLRQ��+HDOWK�6FKRROV�
� 5RRP�������-DPHV�&OHUN�0D[ZHOO�%XLOGLQJ
� ���:DWHUORR�5RDG��/RQGRQ
3RVW�&RGH 6(���:$
(�PDLO UH]D�UD]DYL#NFO�DF�XN
7HOHSKRQH �����������
)D[

$�����5HVHDUFK�UHIHUHQFH�QXPEHUV��3OHDVH�JLYH�DQ\�UHOHYDQW�UHIHUHQFHV�IRU�\RXU�VWXG\�

$SSOLFDQW
V�RUJDQLVDWLRQ
V�RZQ�UHIHUHQFH�QXPEHU��H�J��5�	�'��LI
DYDLODEOH�� 1�$

6SRQVRU
V�SURWRFRO�QXPEHU� 1�$
3URWRFRO�9HUVLRQ� Y�
3URWRFRO�'DWH� ����������
)XQGHU
V�UHIHUHQFH�QXPEHU��HQWHU�WKH�UHIHUHQFH�QXPEHU�RU�VWDWH�QRW
DSSOLFDEOH�� ������

3URMHFW�ZHEVLWH� KWWSV���ZZZ�NFO�DF�XN�FLFHO\VDXQGHUV�UHVHDUFK�RXWFRPH�SRV�FKLOGUH�Q���V�
S

$GGLWLRQDO�UHIHUHQFH�QXPEHU�V��
5HI�1XPEHU�'HVFULSWLRQ 5HIHUHQFH�1XPEHU

5HJLVWUDWLRQ�RI�UHVHDUFK�VWXGLHV�LV�HQFRXUDJHG�ZKHUHYHU�SRVVLEOH��<RX�PD\�EH�DEOH�WR�UHJLVWHU�\RXU�VWXG\�WKURXJK
\RXU�1+6�RUJDQLVDWLRQ�RU�D�UHJLVWHU�UXQ�E\�D�PHGLFDO�UHVHDUFK�FKDULW\��RU�SXEOLVK�\RXU�SURWRFRO�WKURXJK�DQ�RSHQ
DFFHVV�SXEOLVKHU��,I�\RX�KDYH�UHJLVWHUHG�\RXU�VWXG\�SOHDVH�JLYH�GHWDLOV�LQ�WKH��$GGLWLRQDO�UHIHUHQFH�QXPEHU�V��
VHFWLRQ���

$�����,V�WKLV�DSSOLFDWLRQ�OLQNHG�WR�D�SUHYLRXV�VWXG\�RU�DQRWKHU�FXUUHQW�DSSOLFDWLRQ"

�<HV ����� �1R

3OHDVH�JLYH�EULHI�GHWDLOV�DQG�UHIHUHQFH�QXPEHUV�
&�326�SKDVH����,5$6�QXPEHU�����������4XDOLWDWLYH�LQWHUYLHZV�KDYH�EHHQ�FDUULHG�RXW�ZLWK�FKLOGUHQ�DQG�\RXQJ�SHRSOH
ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��VLEOLQJV��SDUHQWV�FDUHUV��KHDOWK�FDUH�SURIHVVLRQDOV�DQG�1+6�FRPPLVVLRQHUV�WR�LQIRUP�WKH
FRQWHQW�RI�WKH�&�326����7KLV�VWXG\�VHHNV�WR�IXUWKHU�HVWDEOLVK�IDFH�DQG�FRQWHQW�YDOLGLW\�DV�ZHOO�DV�DVFHUWDLQLQJ
FRPSUHKHQVLELOLW\��FRPSUHKHQVLYHQHVV�DQG�IHDVLELOLW\�RI�WKH�LQLWLDO�YHUVLRQV�RI�WKH�&�326�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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�3HUVRQDO�(�PDLO
:RUN�7HOHSKRQH �����������
�3HUVRQDO�7HOHSKRQH�0RELOH �����������
)D[

�7KLV�LQIRUPDWLRQ�LV�RSWLRQDO��,W�ZLOO�QRW�EH�SODFHG�LQ�WKH�SXEOLF�GRPDLQ�RU�GLVFORVHG�WR�DQ\�RWKHU�WKLUG�SDUW\�ZLWKRXW�SULRU
FRQVHQW�
$�FRS\�RI�D�FXUUHQW�&9��PD[LPXP���SDJHV�RI�$���IRU�WKH�&KLHI�,QYHVWLJDWRU�PXVW�EH�VXEPLWWHG�ZLWK�WKH�DSSOLFDWLRQ�

$���:KR�LV�WKH�FRQWDFW�RQ�EHKDOI�RI�WKH�VSRQVRU�IRU�DOO�FRUUHVSRQGHQFH�UHODWLQJ�WR�DSSOLFDWLRQV�IRU�WKLV�SURMHFW"
7KLV�FRQWDFW�ZLOO�UHFHLYH�FRSLHV�RI�DOO�FRUUHVSRQGHQFH�IURP�5(&�DQG�+5$�5	'�UHYLHZHUV�WKDW�LV�VHQW�WR�WKH�&,�

���� �

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� 5H]D � 5DYD]L

$GGUHVV 'LUHFWRU�RI�5HVHDUFK�0DQDJHPHQW�DQG�'LUHFWRU�RI�$GPLQLVWUDWLRQ��+HDOWK�6FKRROV�
� 5RRP�������-DPHV�&OHUN�0D[ZHOO�%XLOGLQJ
� ���:DWHUORR�5RDG��/RQGRQ
3RVW�&RGH 6(���:$
(�PDLO UH]D�UD]DYL#NFO�DF�XN
7HOHSKRQH �����������
)D[

$�����5HVHDUFK�UHIHUHQFH�QXPEHUV��3OHDVH�JLYH�DQ\�UHOHYDQW�UHIHUHQFHV�IRU�\RXU�VWXG\�

$SSOLFDQW
V�RUJDQLVDWLRQ
V�RZQ�UHIHUHQFH�QXPEHU��H�J��5�	�'��LI
DYDLODEOH�� 1�$

6SRQVRU
V�SURWRFRO�QXPEHU� 1�$
3URWRFRO�9HUVLRQ� Y�
3URWRFRO�'DWH� ����������
)XQGHU
V�UHIHUHQFH�QXPEHU��HQWHU�WKH�UHIHUHQFH�QXPEHU�RU�VWDWH�QRW
DSSOLFDEOH�� ������

3URMHFW�ZHEVLWH� KWWSV���ZZZ�NFO�DF�XN�FLFHO\VDXQGHUV�UHVHDUFK�RXWFRPH�SRV�FKLOGUH�Q���V�
S

$GGLWLRQDO�UHIHUHQFH�QXPEHU�V��
5HI�1XPEHU�'HVFULSWLRQ 5HIHUHQFH�1XPEHU

5HJLVWUDWLRQ�RI�UHVHDUFK�VWXGLHV�LV�HQFRXUDJHG�ZKHUHYHU�SRVVLEOH��<RX�PD\�EH�DEOH�WR�UHJLVWHU�\RXU�VWXG\�WKURXJK
\RXU�1+6�RUJDQLVDWLRQ�RU�D�UHJLVWHU�UXQ�E\�D�PHGLFDO�UHVHDUFK�FKDULW\��RU�SXEOLVK�\RXU�SURWRFRO�WKURXJK�DQ�RSHQ
DFFHVV�SXEOLVKHU��,I�\RX�KDYH�UHJLVWHUHG�\RXU�VWXG\�SOHDVH�JLYH�GHWDLOV�LQ�WKH��$GGLWLRQDO�UHIHUHQFH�QXPEHU�V��
VHFWLRQ���

$�����,V�WKLV�DSSOLFDWLRQ�OLQNHG�WR�D�SUHYLRXV�VWXG\�RU�DQRWKHU�FXUUHQW�DSSOLFDWLRQ"

�<HV ����� �1R

3OHDVH�JLYH�EULHI�GHWDLOV�DQG�UHIHUHQFH�QXPEHUV�
&�326�SKDVH����,5$6�QXPEHU�����������4XDOLWDWLYH�LQWHUYLHZV�KDYH�EHHQ�FDUULHG�RXW�ZLWK�FKLOGUHQ�DQG�\RXQJ�SHRSOH
ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��VLEOLQJV��SDUHQWV�FDUHUV��KHDOWK�FDUH�SURIHVVLRQDOV�DQG�1+6�FRPPLVVLRQHUV�WR�LQIRUP�WKH
FRQWHQW�RI�WKH�&�326����7KLV�VWXG\�VHHNV�WR�IXUWKHU�HVWDEOLVK�IDFH�DQG�FRQWHQW�YDOLGLW\�DV�ZHOO�DV�DVFHUWDLQLQJ
FRPSUHKHQVLELOLW\��FRPSUHKHQVLYHQHVV�DQG�IHDVLELOLW\�RI�WKH�LQLWLDO�YHUVLRQV�RI�WKH�&�326�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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����29(59,(:�2)�7+(�5(6($5&+��

�
7R�SURYLGH�DOO�WKH�LQIRUPDWLRQ�UHTXLUHG�E\�UHYLHZ�ERGLHV�DQG�UHVHDUFK�LQIRUPDWLRQ�V\VWHPV��ZH�DVN�D�QXPEHU�RI
VSHFLILF�TXHVWLRQV��7KLV�VHFWLRQ�LQYLWHV�\RX�WR�JLYH�DQ�RYHUYLHZ�XVLQJ�ODQJXDJH�FRPSUHKHQVLEOH�WR�OD\�UHYLHZHUV�DQG
PHPEHUV�RI�WKH�SXEOLF��3OHDVH�UHDG�WKH�JXLGDQFH�QRWHV�IRU�DGYLFH�RQ�WKLV�VHFWLRQ�

$�����6XPPDU\�RI�WKH�VWXG\����3OHDVH�SURYLGH�D�EULHI�VXPPDU\�RI�WKH�UHVHDUFK��PD[LPXP�����ZRUGV��XVLQJ�ODQJXDJH
HDVLO\�XQGHUVWRRG�E\�OD\�UHYLHZHUV�DQG�PHPEHUV�RI�WKH�SXEOLF��:KHUH�WKH�UHVHDUFK�LV�UHYLHZHG�E\�D�5(&�ZLWKLQ�WKH�8.
+HDOWK�'HSDUWPHQWV¶�5HVHDUFK�(WKLFV�6HUYLFH��WKLV�VXPPDU\�ZLOO�EH�SXEOLVKHG�RQ�WKH�+HDOWK�5HVHDUFK�$XWKRULW\��+5$�
ZHEVLWH�IROORZLQJ�WKH�HWKLFDO�UHYLHZ��3OHDVH�UHIHU�WR�WKH�TXHVWLRQ�VSHFLILF�JXLGDQFH�IRU�WKLV�TXHVWLRQ�

&KLOGUHQ�DQG�\RXQJ�SHRSOH��&<3��ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��//&��DUH�OLYLQJ�ORQJHU�ZLWK�PRUH�FRPSOH[�KHDOWK�FDUH
QHHGV��,W�LV�LPSRUWDQW�WKDW�KHDOWK�FDUH�SURIHVVLRQDOV�DUH�DVNLQJ�WKHVH�FKLOGUHQ�DQG�WKHLU�SDUHQWV�FDUHUV�DERXW�WKH
DVSHFWV�RI�WKHLU�OLIH�DQG�WKH�FDUH�WKH\�UHFHLYH�WKDW�DUH�PRVW�LPSRUWDQW�WR�WKHP�VR�WKDW�DQ\�DUHDV�RI�FRQFHUQ�FDQ�EH
DGGUHVVHG����7KLV�FDQ�EH�GRQH�E\�XVLQJ�D�SDWLHQW�UHSRUWHG�RXWFRPH�PHDVXUH��3520�����7KHVH�DUH�TXHVWLRQQDLUHV
PHDVXULQJ�D�SDWLHQWV�YLHZ�RI�WKHLU�KHDOWK�VWDWXV����:KHUH�D�SDWLHQW�LV�XQDEOH�WR�DQVZHU�WKHVH�TXHVWLRQV�GXH�WR�WKHLU
DJH��XQGHUVWDQGLQJ�RU�PHGLFDO�FRQGLWLRQ�WKHQ�VRPHRQH�HOVH��VXFK�DV�D�SDUHQW��PD\�EH�DVNHG�WKHVH�TXHVWLRQV�RQ
WKHLU�EHKDOI�

7KLV�VWXG\�LV�WKH�VHFRQG�SKDVH�RI�D�ODUJHU�SURMHFW�DLPLQJ�WR�GHYHORS�D�3520��FDOOHG�&�326��IRU�XVH�ZLWK�&<3���ZKR
KDYH�D�//&�DQG�WKHLU�SDUHQWV�FDUHUV����,QWHUYLHZV�ZLWK�FKLOGUHQ�ZLWK�//&��KHDOWK�FDUH�SURIHVVLRQDOV��VLEOLQJV�DQG
SDUHQWV�KDYH�DOUHDG\�EHHQ�FRQGXFWHG�WR�ILQG�RXW�ZKLFK�V\PSWRPV�DQG�FRQFHUQV�DUH�PRVW�LPSRUWDQW�WR�WKHP����7KH
V\PSWRPV�DQG�FRQFHUQV�LGHQWLILHG�KDYH�WKHQ�EHHQ�HYDOXDWHG�E\�SDUHQWV�FDUHUV�RI�&<3�ZLWK�//&�DQG�KHDOWK�FDUH
SURIHVVLRQDOV�LQ�DQ�RQOLQH�VXUYH\��DQG�WKH\�SULRULWLVHG�ZKLFK�RQH�VKRXOG�EH�LQFOXGHG�LQ�RXU�3520����:H�QRZ�KDYH
YHUVLRQ���RI�&�326�UHDG\�WR�WHVW�ZLWK�&<3�DQG�WKHLU�SDUHQWV�FDUHUV����7KLV�SDUW�RI�WKH�VWXG\��SKDVH����DLPV�WR�ILQG�RXW
ZKHWKHU�WKH�TXHVWLRQV�LQ�&�326�DUH�XQGHUVWRRG�DQG�FRJQLWLYHO\�SURFHVVHG�LQ�WKH�ZD\�WKH�UHVHDUFK�WHDP�LQWHQG����7KLV
ZLOO�EH�GRQH�E\�DVNLQJ�SDUHQWV�DQG�FKLOGUHQ�WR�FRPSOHWH�WKH�&�326�ZKLOH�WHOOLQJ�XV�ZKDW�WKH\�DUH�WKLQNLQJ�DQG�ZK\�WKH\
FKRRVH�WKH�UHVSRQVH�WKH\�GR�DV�WKH\�DQVZHU�WKH�TXHVWLRQV��FDOOHG�FRJQLWLYH�LQWHUYLHZLQJ���$Q�LQWHUYLHZHU�ZLOO�DVN
TXHVWLRQV�ZKLOH�WKH�&�326�LV�EHLQJ�FRPSOHWHG��7KHVH�LQWHUYLHZV�ZLOO�EH�DXGLR�UHFRUGHG���

$�����6XPPDU\�RI�PDLQ�LVVXHV��3OHDVH�VXPPDULVH�WKH�PDLQ�HWKLFDO��OHJDO��RU�PDQDJHPHQW�LVVXHV�DULVLQJ�IURP�\RXU�VWXG\
DQG�VD\�KRZ�\RX�KDYH�DGGUHVVHG�WKHP�

1RW�DOO�VWXGLHV�UDLVH�VLJQLILFDQW�LVVXHV��6RPH�VWXGLHV�PD\�KDYH�VWUDLJKWIRUZDUG�HWKLFDO�RU�RWKHU�LVVXHV�WKDW�FDQ�EH�LGHQWLILHG
DQG�PDQDJHG�URXWLQHO\��2WKHUV�PD\�SUHVHQW�VLJQLILFDQW�LVVXHV�UHTXLULQJ�IXUWKHU�FRQVLGHUDWLRQ�E\�D�5(&��+5$��RU�RWKHU
UHYLHZ�ERG\��DV�DSSURSULDWH�WR�WKH�LVVXH���6WXGLHV�WKDW�SUHVHQW�D�PLQLPDO�ULVN�WR�SDUWLFLSDQWV�PD\�UDLVH�FRPSOH[
RUJDQLVDWLRQDO�RU�OHJDO�LVVXHV��<RX�VKRXOG�WU\�WR�FRQVLGHU�DOO�WKH�W\SHV�RI�LVVXHV�WKDW�WKH�GLIIHUHQW�UHYLHZHUV�PD\�QHHG�WR
FRQVLGHU�

385326(�$1'�'(6,*1
7KLV�UHVHDUFK�LV�QHHGHG�EHFDXVH�LW�KDV�SUHYLRXVO\�EHHQ�HVWDEOLVKHG�WKDW�WKHUH�LV�D�QHHG�IRU�DQ�RXWFRPH�PHDVXUH�IRU
XVH�ZLWK�FKLOGUHQ�ZLWK�OLIH�OLPLWLQJ�DQG�OLIH�WKUHDWHQLQJ�FRQGLWLRQV�DQG�WKDW�QRWKLQJ�VXLWDEOH�DOUHDG\�H[LVWV����7KHUH�KDYH
DOVR�EHHQ�FDOOV�IRU�VXFK�D�PHDVXUH�LQ�SXEOLFDWLRQV�RQ�UHVHDUFK�SULRULWLHV�ZLWKLQ�SDHGLDWULF�SDOOLDWLYH�FDUH����6XFK�D
PHDVXUH�ZLOO�EH�DQ�LQYDOXDEOH�FOLQLFDO�GHFLVLRQ�PDNLQJ�WRRO�DQG�DOORZ�SDHGLDWULF�SDOOLDWLYH�FDUH�WHDPV�WR�HYDOXDWH�QHZ
LQWHUYHQWLRQV�DQG�VHUYLFHV����7KLV�ZLOO�HQKDQFH�WKH�FDUH�DQG�H[SHULHQFH�RI�WKLV�SDWLHQW�SRSXODWLRQ�E\�DOORZLQJ�FKLOGUHQ�
WKHLU�SDUHQW�FDUHUV�DQG�WKHLU�KHDOWKFDUH�WHDP�WR�IRFXV�RQ�WKH�V\PSWRPV�DQG�FRQFHUQV�WKDW�DUH�PRVW�LPSRUWDQW�WR
WKHP����7KLV�VWXG\�EXLOGV�RQ�SUHYLRXV�ZRUN�E\�WKH�WHDP�
���7KUHH�V\VWHPDWLF�UHYLHZV���D��VKRZLQJ�WKHUH�DUH�QR�VXLWDEOH�PHDVXUHV�DOUHDG\�LQ�H[LVWHQFH��E�V\PSWRPV�DQG
FRQFHUQV�RI�FKLOGUHQ�ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��F�DSSURSULDWH�UHFDOO�SHULRGV��UHVSRQVH�IRUPDWV�DQG�DGPLQLVWUDWLRQ
PRGDOLW\�ZKHQ�DVNLQJ�FKLOGUHQ�WR�VHOI�UHSRUW�
�������TXDOLWDWLYH�LQWHUYLHZV�ZLWK�FKLOGUHQ�DQG�\RXQJ�SHRSOH�ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��WKHLU�SDUHQWV�FDUHUV��VLEOLQJV�
SDHGLDWULF�SDOOLDWLYH�FDUH�KHDOWKFDUH�SURIHVVLRQDOV�DQG�1+6�FRPPLVVLRQHUV�WR�HVWDEOLVK�V\PSWRPV�DQG�FRQFHUQV�LQ
WKLV�SRSXODWLRQ��

7KH�VWXG\�VWHHULQJ�JURXS�LQFOXGHV�SDUHQWV�ZKRVH�FKLOG�KDV�D�OLIH�OLPLWLQJ�FRQGLWLRQ��UHSUHVHQWDWLYHV�IURP�WKH�8.
V
OHDGLQJ�FKDULW\�IRU�FKLOGUHQ�ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��7RJHWKHU�IRU�6KRUW�/LYHV��DQG�3URIHVVRU�%REELH�)DUVLGHV�
3URIHVVRU�RI�&OLQLFDO�DQG�%LRPHGLFDO�(WKLFV��%ULJKWRQ�DQG�6XVVH[�0HGLFDO�6FKRRO��:H�KDYH�DQ�H[WHUQDO�HWKLFV�DGYLVRU�
'U�6DUD�)RYDUJXH��IURP�/DQFDVWHU�8QLYHUVLW\����7KH�UHVHDUFK�WHDP�ZKR�ZLOO�EH�FRQGXFWLQJ�WKH�FRJQLWLYH�LQWHUYLHZV�KDYH
UHFHLYHG�WUDLQLQJ�LQ�TXDOLWDWLYH�LQWHUYLHZLQJ�LQ�3DHGLDWULF�3DOOLDWLYH�&DUH�IURP�3URIHVVRU�0\UD�%OXHERQG�/DQJQHU��DV
ZHOO�DV�VHVVLRQV�LQ�FRPPXQLFDWLQJ�ZLWK�FKLOGUHQ�ZLWK�DGGLWLRQDO�QHHGV�DQG�WKH�HWKLFV�RI�LQWHUYLHZLQJ�FKLOGUHQ�LQ
SDOOLDWLYH�FDUH����7KH�UHVHDUFKHUV�DUH�DOO�H[SHULHQFHG�TXDOLWDWLYH�LQWHUYLHZHUV�DQG�KDYH�H[SHULHQFH�RI�ZRUNLQJ�ZLWK�WKLV
SRSXODWLRQ��KDYLQJ�EHHQ�LQYROYHG�LQ�WKH�SUHYLRXV�TXDOLWDWLYH�LQWHUYLHZ�VWXG\�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������



Appendix J Ethics application, approval and amendments for cognitive interview 
study 

 338 

5(&58,70(17
7KH�FOLQLFDO�WHDPV�DW�RXU�SDUWLFLSDWLQJ�VLWHV�ZLOO�EH�UHVSRQVLEOH�IRU�LQLWLDOO\�DSSURDFKLQJ�FKLOGUHQ�DQG�IDPLOLHV�WR
SDUWLFLSDWH�LQ�WKH�FRJQLWLYH�LQWHUYLHZV����7KH\�ZLOO�H[SODLQ�WKH�VWXG\�DQG�JLYH�ZULWWHQ�LQIRUPDWLRQ����:H�ZLOO�DOVR�EH�XVLQJ
VRFLDO�PHGLD�VXFK�DV�WKH�7ZLWWHU�DQG�)DFHERRN�IHHGV�RI�7RJHWKHU�IRU�6KRUW�/LYHV�DQG�WKRVH�RI�RXU�SDUWLFLSDWLQJ�VLWHV�WR
UHFUXLW����7KLV�UHFUXLWPHQW�PHWKRG�ZRUNHG�YHU\�ZHOO�IRU�RXU�SUHYLRXV�RQOLQH�VXUYH\����,W�ZLOO�EH�PDGH�FOHDU�WKDW�FKLOGUHQ
DQG�SDUHQWV�GR�QRW�KDYH�WR�SDUWLFLSDWH�LI�WKH\�GR�QRW�ZDQW�WR��DQG�QRW�SDUWLFLSDWLQJ�ZLOO�QRW�LQ�DQ\�ZD\�DIIHFW�DQ\�FDUH�WKH\
UHFHLYH����(DFK�SDUWLFLSDQW�ZLOO�EH�JLYHQ�D�PLQLPXP�RI����KRXUV�WR�FRQVLGHU�ZKHWKHU�WKH\�ZRXOG�OLNH�WR�WDNH�SDUW����,I�WKH\
DJUHH�WKHLU�FRQWDFW�GHWDLOV�ZLOO�EH�JLYHQ�WR�WKH�UHVHDUFK�WHDP�YLD�VHFXUH�1+6�H�PDLO����7KH�UHVHDUFK�WHDP�ZLOO�WKHQ
PDNH�FRQWDFW�DQG�DQVZHU�DQ\�TXHVWLRQV�SDUWLFLSDQWV�PD\�KDYH�DQG�LI�SDUWLFLSDQWV�DJUHH�DQ�LQWHUYLHZ�ZLOO�EH
DUUDQJHG����7KLV�ZLOO�EH�HLWKHU�LQ�D�ORFDWLRQ�RI�WKH�SDUWLFLSDQWV�FKRLFH�LI�&29,'����UHVWULFWLRQV�DOORZ��RWKHUZLVH
LQWHUYLHZV�ZLOO�EH�FRQGXFWHG�RQOLQH�XVLQJ�7HDPV��=RRP�RU�VLPLODU����3DUWLFLSDQWV�ZLOO�EH�LQIRUPHG�WKDW�7HDPV�LV�RXU
SUHIHUUHG�RSWLRQ�IRU�LQWHUYLHZV�DV�LW�LV�1+6�DSSURYHG����,I�WKH\�GR�QRW�KDYH�DFFHVV�WR�7HDPV�WKHQ�RWKHU�SODWIRUPV�VXFK
DV�=RRP�ZLOO�EH�XVHG�DQG�SDUWLFLSDQWV�ZLOO�EH�LQIRUPHG�WKDW�LW�LV�QRW�DQ�1+6�DSSURYHG�WRRO�DQG�FRQILGHQWLDOLW\�KDV�QRW
EHHQ�IRUPDOO\�DVVHVVHG��7KH�UHVHDUFK�WHDP�KDYH�H[SHULHQFH�RI�FRQGXFWLQJ�LQWHUYLHZV�ZLWK�WKLV�SRSXODWLRQ�YLD�RQOLQH
SODWIRUPV��KDYLQJ�GRQH�WKLV�IRU�VRPH�RI�RXU�SUHYLRXV�LQWHUYLHZV�LQ�SKDVH���RI�WKLV�VWXG\����7KH�RQO\�GDWD�WKDW�ZLOO�EH
VKDUHG�EHWZHHQ�WKH�FOLQLFDO�WHDP�DQG�WKH�UHVHDUFK�WHDP�ZLOO�EH�WKH�DJH�RI�WKH�FKLOG��WKHLU�GLDJQRVLV�DQG�WHOHSKRQH
QXPEHU�HPDLO�DGGUHVV�DQG�WKLV�ZLOO�RQO\�EH�VKDUHG�DIWHU�WKH�IDPLO\�KDYH�JLYHQ�YHUEDO�FRQVHQW�IRU�WKLV�WR�KDSSHQ�

,1&/86,21�(;&/86,21
,QFOXVLRQ�FULWHULD
��&KLOGUHQ�DQG�\RXQJ�SHRSOH��IURP�DJH���XS�WR�WKH�DJH�RI����ZKR�DUH�OLYLQJ�ZLWK�D�//&�/7&�
��3DUHQWV�FDUHUV��UHVSRQVLEOH�IRU�WKH�SULPDU\�FDUH�QHHGV�RI�D�FKLOG�RI�DQ\�DJH�ZKR�LV�OLYLQJ�ZLWK�D�//&�/7&��

([FOXVLRQ�FULWHULD
��&KLOGUHQ�DQG�\RXQJ�SHRSOH��
�������������������XQDEOH�WR�FRPPXQLFDWH�DQ\�YLHZV�RU�ZLVKHV�YLD�WKHLU�SDUHQW�FDUHJLYHU�RU�DQ�LQWHUYLHZ�
�������������������XQDEOH�WR�UHDG�WKH�&�326�TXHVWLRQV�RU�XQDEOH�WR�XQGHUVWDQG�WKH�TXHVWLRQV�LI�WKH\�DUH�UHDG�DORXG
�������������������VSHDNV�D�ODQJXDJH�QRW�VXSSRUWHG�E\�WKH�1+6�7UXVW¶V�WUDQVODWLRQ�VHUYLFH��
�������������������FXUUHQWO\�HQUROOHG�LQ�DQRWKHU�VWXG\��
�������������������GHHPHG�FOLQLFDOO\�XQDEOH�WR�JLYH�FRQVHQW�DVVHQW��
�������������������ZKR�GR�QRW�ZLVK�WR�SDUWLFLSDWH�

��3DUHQWV��
�������������������GHHPHG�FOLQLFDOO\�XQDEOH�WR�JLYH�FRQVHQW�
�������������������ZKR�GR�QRW�ZLVK�WR�SDUWLFLSDWH�
��������������������VSHDN�D�ODQJXDJH�QRW�VXSSRUWHG�E\�WKH�1+6�WUDQVODWLRQ�VHUYLFH

&216(17
$OO�SDUWLFLSDQWV�ZLOO�EH�JLYHQ�DJH�FRJQLWLYHO\�DSSURSULDWH�ZULWWHQ�PDWHULDO�H[SODLQLQJ�WKH�UHVHDUFK����7KH�UHVHDUFKHU�RU
SHUVRQ�UHVSRQVLEOH�IRU�UHFUXLWPHQW�IURP�SDUWLFLSDWLQJ�VLWHV�ZLOO�HQVXUH�WKDW�SRWHQWLDO�SDUWLFLSDQWV�XQGHUVWDQG�WKH
QDWXUH�RI�SDUWLFLSDWLRQ�DQG�ZLOO�HQVXUH�WKDW�H[SUHVVLRQ�RI�LQWHUHVW�LQ�WKH�VWXG\�GRHV�QRW�DVVXPH�FRQVHQW��7KH
UHVHDUFKHU�UHFUXLWHU�ZLOO�FODULI\�DJDLQ�KRZ�WKH�GDWD�ZLOO�EH�FROOHFWHG��L�H��RQH�WR�RQH�LQWHUYLHZ��DQG�WKH�VWHSV�WR�PDLQWDLQ
FRQILGHQWLDOLW\��L�H��WKDW�QR�LGHQWLI\LQJ�LQIRUPDWLRQ�ZLOO�EH�XVHG�LQ�SXEOLFDWLRQV�RU�SUHVHQWDWLRQV�WR�H[WHUQDO�DXGLHQFHV����
&RQVHQW�IRUPV�ZLWK�QDPHV�DQG�VWXG\�QXPEHUV�ZLOO�EH�NHSW�LQ�D�ORFNHG�FXSERDUG�ZLWKLQ�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH
RU�LQ�D�VHFXUH�ILOH�RQ�D�VHFXUH�VHUYHU�ZKLOH�&29,'����UHVWULFWLRQV�GR�QRW�DOORZ�DWWHQGLQJ�WKH�RIILFH����'HPRJUDSKLF�GDWD
VKHHWV�ZLOO�EH�NHSW�LQ�DQRWKHU�ORFNHG�FXSERDUG�RU�VHFXUH�RQOLQH�ILOH����$XGLR�UHFRUGLQJV�ZLOO�EH�GRQH�RQ�HQFU\SWHG�
SDVVZRUG�SURWHFWHG�GHYLFHV�
3DUHQWV�ZLOO�EH�UHTXLUHG�WR�SURYLGH�ZULWWHQ�FRQVHQW�IRU�WKHLU�FKLOG¶V�SDUWLFLSDWLRQ�XS�WR�DQG�LQFOXGLQJ�WKH�DJH�RI����\HDUV
ROG��DQG�WKH�FKLOG�ZLOO�SURYLGH�HLWKHU�YHUEDO�FRQVHQW�RU�ZULWWHQ�DVVHQW�LI�WKH\�DUH�ZLOOLQJ�DEOH��)URP�DJH�������WKH�\RXQJ
SHUVRQ�PD\�JLYH�ZULWWHQ�FRQVHQW�LI�WKHLU�WUHDWLQJ�FOLQLFLDQ�EHOLHYHV�WKDW�WKH�LQGLYLGXDO�KDV�VXIILFLHQW�XQGHUVWDQGLQJ�DQG
FDQ�JLYH�IXOO�FRQVHQW�LQGHSHQGHQW�RI�WKHLU�SDUHQWV�FDUHJLYHUV��3DUHQWV�FDUHUV�ZLOO�DOVR�EH�UHTXLUHG�WR�SURYLGH�ZULWWHQ
FRQVHQW�IRU�WKHLU�RZQ�SDUWLFLSDWLRQ����:KLOH�&29,'����UHVWULFWLRQV�UHPDLQ�DQG�LQWHUYLHZV�DUH�FRQGXFWHG�RQOLQH�
SDUWLFLSDQWV�ZLOO�EH�DVNHG�WR�FRPSOHWH�WKHLU�FRQVHQW�DVVHQW�IRUPV�DW�WKH�EHJLQQLQJ�RI�WKH�FDOO����7KH\�ZLOO�WKHQ�EH�JLYHQ
WKH�FKRLFH�RI�HPDLOLQJ�WKH�UHVHDUFKHU�D�SKRWRJUDSK�RU�VFDQQHG�FRS\�YLD�1+6�HPDLO����,I�WKLV�LV�QRW�SRVVLEOH�WKHQ�WKH\
ZLOO�EH�DVNHG�WR�SRVW�WKLV�WR�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH�
&KLOGUHQ�DQG�\RXQJ�SHRSOH�ZLOO��IROORZLQJ�DSSURYDO�E\�WKHLU�SDUHQW�FDUHJLYHU��KDYH�WKH�VWXG\�H[SODLQHG�WR�WKHP�LQ
DSSURSULDWH�ODQJXDJH��IROORZLQJ�SULRU�JXLGDQFH�IURP�WKH�SDUHQW�FDUHJLYHU�RQ�WKH�WLPLQJ�DQG�PDQQHU�IRU�RSWLPDO
FRPSUHKHQVLRQ�DQG�PRVW�FOHDU�H[SODQDWLRQ�RI�WKH�PHDQLQJ�RI�SDUWLFLSDWLRQ��7KRVH����\HDUV�DQG�RYHU�ZLOO�EH�DVNHG�WR
JLYH�WKHLU�RZQ�ZULWWHQ�FRQVHQW�

$�SRWHQWLDO�SDUWLFLSDQW�ZLWK�OLPLWHG�DELOLW\�WR�LQGLFDWH�ZULWWHQ�FRQVHQW�RQ�WKH�IRUP�PD\�JLYH�YHUEDO�FRQVHQW�LQ�WKH
SUHVHQFH�RI�WKHLU�SDUHQW�FDUHJLYHU��ZKR�ZLOO�VLJQ�DORQJVLGH�WKH�UHVHDUFKHU�VLJQDWXUH�DV�ZLWQHVVHV�WR�WKDW�FRQVHQW��
)RU�DOO�SDUWLFLSDQWV��D�FRS\�RI�WKH�LQIRUPDWLRQ�DQG�FRQVHQW�IRUPV�ZLOO�EH�OHIW�ZLWK�VHQW�WR�WKHP�DIWHU�GDWD�FROOHFWLRQ�
,QIRUPDWLRQ�VKHHWV�ZLOO�LQIRUP�SDUWLFLSDQWV�RI�WKH�'DWD�3URWHFWLRQ�2IILFHU¶V�FRQWDFW�GHWDLOV��KRZ�WR�FRPSODLQ��KRZ�ORQJ
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GDWD�ZLOO�EH�UHWDLQHG��DQG�WKH�ULJKW�WR�ZLWKGUDZ�FRQVHQW�DQG�RU�GDWD��
*LYHQ�WKDW�WKLV�LV�D�VLQJOH�TXDOLWDWLYH�LQWHUYLHZ��ZH�ZLOO�DVVXPH�FDSDFLW\�FRPSHWHQFH�LV�QRW�ORVW�EHWZHHQ�FRQVHQW�DQG
LQWHUYLHZ�DV�WKHVH�ZLOO�XVXDOO\�RFFXU�FRQFXUUHQWO\�RQ�WKH�VDPH�GD\�

&RQVHQW�IRUPV�ZLWK�QDPHV�DQG�VWXG\�QXPEHUV�ZLOO�EH�NHSW�LQ�D�ORFNHG�FXSERDUG�ZLWKLQ�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH
RU�LQ�D�VHFXUH�ILOH�RQ�D�VHFXUH�VHUYHU�ZKLOH�&29,'����UHVWULFWLRQV�GR�QRW�DOORZ�DWWHQGLQJ�WKH�RIILFH��'HPRJUDSKLF�GDWD
VKHHWV�ZLOO�EH�NHSW�LQ�DQRWKHU�ORFNHG�FXSERDUG�RU�VHFXUH�RQOLQH�ILOH����7KH�VHFXUH�RQOLQH�IROGHUV�DUH�.&/�6KDUHSRLQW
IROGHUV�ZKLFK�ZLOO�EH�SDVVZRUG�SURWHFWHG��$�FRS\�RI�WKH�FRQVHQW�IRUP�ZLOO�EH�VHQW�WR�SDUWLFLSDQWV�DIWHU�WKH�LQWHUYLHZ�LI�LW
LV�IDFH�WR�IDFH�ZH�ZRQ¶W�DOZD\V�KDYH�DFFHVV�WR�D�SKRWRFRSLHU��L�H���LQ�D�SDUWLFLSDQWV�KRPH��DQG�LI�LW�LV�D�UHPRWH�LQWHUYLHZ
ZH�ZLOO�QHHG�WR�FKHFN�WKH\�XQGHUVWDQG�ZKDW�SDUWLFLSDWLRQ�HQWDLOV�EHIRUH�ZH�FRXQWHUVLJQ����,I�VFDQQHG�DQG�HPDLOHG�LW�FDQ
EH�WKH�VDPH�GD\��EXW�QRW�LI�SRVWHG�

5,6.6��%85'(16�$1'�%(1(),76
&KLOGUHQ�DQG�\RXQJ�SHRSOH�DQG�WKHLU�IDPLOLHV�DUH�FRQVLGHUHG�D�YXOQHUDEOH�SRSXODWLRQ��HYHQ�PRUH�VR�ZKHQ�WKH\�KDYH�D
OLIH�OLPLWLQJ�FRQGLWLRQ����3DUWLFLSDWLRQ�LQ�UHVHDUFK�LV�YLHZHG�E\�VRPH�DV�DQ�XQGXH�EXUGHQ����&KLOGUHQ�ZLWK�OLIH�OLPLWLQJ
FRQGLWLRQV�DUH�UDUHO\�LQFOXGHG�LQ�UHVHDUFK�VWXGLHV�DQG�LW�LV�LPSRUWDQW�WKDW�WKH\�DUH�JLYHQ�D�FKDQFH�WR�H[SUHVV�WKHLU
YLHZV����1RW�DOORZLQJ�&<3�WR�SDUWLFLSDWH�FDQ�DOVR�EH�VHHQ�DV�GLVFULPLQDWRU\�DQG�XQMXVW�DQG�LQ�FRQWUDYHQWLRQ�WR�$UWLFOH
���RI�WKH�81�&RQYHQWLRQ�RI�WKH�5LJKWV�RQ�WKH�&KLOG�ZKLFK�VWDWHV�WKDW�DQ\�FKLOG�FDSDEOH�RI�IRUPLQJ�WKHLU�RZQ�YLHZV
VKRXOG�KDYH�WKH�ULJKW�WR�H[SUHVV�WKHVH����7KHUH�FDQ�EH�FRQFHUQV�UHJDUGLQJ�FRHUFLRQ�IURP�FOLQLFDO�WHDPV�WR�SDUWLFLSDWH
EXW�ILQGLQJV�VXJJHVW�WKDW�SDUHQWV�DUH�DEOH�WR�VD\�QR�LI�VXSSRUWHG�WR�GR�VR����$YRLGLQJ�XVLQJ�WHUPV�VXFK�DV�SDOOLDWLYH
FDUH�DQG�HQG�RI�OLIH�FDUH�FDQ�DOOHYLDWH�FRQFHUQV�IURP�SDUHQWV�WKDW�WKHLU�FKLOG�LV�XQDZDUH�RI�WKHLU�SURJQRVLV����(QVXULQJ
WKDW�UHVHDUFKHUV�ZRUN�LQ�SDUWQHUVKLS�ZLWK�FKLOG�DQG�WKHLU�SDUHQWV�WKURXJKRXW�WKH�UHVHDUFK�SURFHVV��LQFOXGLQJ�REWDLQLQJ
PHDQLQJIXO�DVVHQW�IURP�WKH�FKLOG��XVLQJ�DJH�DSSURSULDWH�ZULWWHQ�LQIRUPDWLRQ�DQG�HQVXULQJ�FKLOG�DQG�WKHLU�IDPLO\�KDYH
IUHH�DQG�LQIRUPHG�FKRLFH�UHJDUGLQJ�SDUWLFLSDWLRQ�KDYH�EHHQ�UHFRPPHQGHG����7KHUH�LV�DOVR�HYLGHQFH�WKDW�DOORZLQJ
FKLOGUHQ�DQG�SDUHQWV�WR�SDUWLFLSDWH�LQ�UHVHDUFK��GHVSLWH�DGYDQFLQJ�LOOQHVV��LV�RIWHQ�YLHZHG�DV�D�SRVLWLYH�DQG�UHZDUGLQJ
H[SHULHQFH�

7KH�UHVHDUFK�WHDP�DUH�DOO�H[SHULHQFHG�LQ�LQWHUYLHZLQJ�FKLOGUHQ�DQG�SDUHQWV�ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV��<RXQJHU
FKLOGUHQ�ZLOO�EH�RIIHUHG�WKH�RSSRUWXQLW\�WR�SOD\�RU�GUDZ�ZKLOH�WKH\�DUH�SDUWLFLSDWLQJ�LI�WKH\�VR�ZLVK����3DUWLFLSDQWV�ZLOO�EH
PDGH�DZDUH�WKDW�WKH�LQWHUYLHZ�FDQ�EH�VWRSSHG�RU�SDXVHG�DW�DQ\�WLPH�LI�WKH\�ZLVK����1R�LQIRUPDWLRQ�UHJDUGLQJ�SURJQRVLV
ZLOO�EH�VKDUHG�DV�D�UHVXOW�RI�SDUWLFLSDWLRQ����,I�D�SDUWLFLSDQW�EHFRPHV�XQGXO\�GLVWUHVVHG�GXULQJ�DQ�LQWHUYLHZ�WKHLU�FOLQLFDO
WHDP�ZLOO�EH�LQIRUPHG��ZLWK�FRQVHQW��VR�WKDW�IXUWKHU�VXSSRUW�FDQ�EH�SURYLGHG�

&21),'(17,$/,7<
1R�FKLOG�RU�SDUHQW�LGHQWLILDEOH�GDWD�ZLOO�EH�VKDUHG�LQ�DQ\�GLVVHPLQDWLRQ�RI�UHVXOWV����$Q\�TXRWHV�XVHG�IURP�WKH
LQWHUYLHZV�ZLOO�EH�DQRQ\PLVHG�IRU�GLVVHPLQDWLRQ�

����385326(�$1'�'(6,*1�2)�7+(�5(6($5&+

$���6HOHFW�WKH�DSSURSULDWH�PHWKRGRORJ\�GHVFULSWLRQ�IRU�WKLV�UHVHDUFK��3OHDVH�WLFN�DOO�WKDW�DSSO\�

�&DVH�VHULHV��FDVH�QRWH�UHYLHZ

�&DVH�FRQWURO

�&RKRUW�REVHUYDWLRQ

�&RQWUROOHG�WULDO�ZLWKRXW�UDQGRPLVDWLRQ

�&URVV�VHFWLRQDO�VWXG\

�'DWDEDVH�DQDO\VLV

�(SLGHPLRORJ\

�)HDVLELOLW\��SLORW�VWXG\

�/DERUDWRU\�VWXG\

�0HWDQDO\VLV

�4XDOLWDWLYH�UHVHDUFK

�4XHVWLRQQDLUH��LQWHUYLHZ�RU�REVHUYDWLRQ�VWXG\

�5DQGRPLVHG�FRQWUROOHG�WULDO

�2WKHU��SOHDVH�VSHFLI\�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� ����������������������
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$����:KDW�LV�WKH�SULQFLSDO�UHVHDUFK�TXHVWLRQ�REMHFWLYH"�3OHDVH�SXW�WKLV�LQ�ODQJXDJH�FRPSUHKHQVLEOH�WR�D�OD\�SHUVRQ�

7R�FRQGXFW�FRJQLWLYH�LQWHUYLHZV�ZLWK�&<3�DQG�IDPLOLHV�WR�HVWDEOLVK�IHDVLELOLW\��FRPSUHKHQVLELOLW\�DQG
FRPSUHKHQVLYHQHVV�RI�WKH�&�326�PHDVXUH�

$����:KDW�DUH�WKH�VHFRQGDU\�UHVHDUFK�TXHVWLRQV�REMHFWLYHV�LI�DSSOLFDEOH"�3OHDVH�SXW�WKLV�LQ�ODQJXDJH�FRPSUHKHQVLEOH�WR
D�OD\�SHUVRQ�

1$

$����:KDW�LV�WKH�VFLHQWLILF�MXVWLILFDWLRQ�IRU�WKH�UHVHDUFK"�3OHDVH�SXW�WKLV�LQ�ODQJXDJH�FRPSUHKHQVLEOH�WR�D�OD\�SHUVRQ�

7KH�RYHUDOO�DLP�RI�&�326�LV�WR�GHYHORS�D�SDWLHQW�UHSRUWHG�RXWFRPH�PHDVXUH��3520��IRU�FKLOGUHQ�DQG�\RXQJ�SHRSOH
�&<3��DIIHFWHG�E\�OLIH�OLPLWLQJ�DQG�OLIH�WKUHDWHQLQJ�FRQGLWLRQV��///7&���7KHUH�KDYH�EHHQ�UHSHDWHG�FDOOV�IRU�VFLHQWLILF
DGYDQFHPHQW�WR�GHYHORS��YDOLGDWH�DQG�LPSOHPHQW�3520V�IRU�&<3�DQG�WKHLU�IDPLOLHV�IDFLQJ�///7&��&XUUHQWO\��QR�YDOLG
WRRO�H[LVWV��ODUJHO\�GXH�WR�WKH�FRPSOH[LWLHV�RI�VHOI�UHSRUW�DPRQJ�FKLOGUHQ�ZKR�RIWHQ�KDYH�SURIRXQG�FRPPXQLFDWLRQ
GLIILFXOWLHV��VHQVLWLYLWLHV�DURXQG�WKH�VXEMHFW�PDWWHU��DQG�ODFN�RI�HYLGHQFH�RQ�WKHLU�V\PSWRPV�DQG�FRQFHUQV��7KHUHIRUH�
WKLV�SRSXODWLRQ�KDYH�EHHQ�QHJOHFWHG�LQ�WHUPV�RI�UHVHDUFK�DFWLYLW\�DQG�HYLGHQFH��

:LWKLQ�WKH�8.��WKHUH�DUH�HVWLPDWHG�WR�EH�RYHU��������FKLOGUHQ�OLYLQJ�ZLWK�D�OLIH�OLPLWLQJ�RU�OLIH�WKUHDWHQLQJ
FRQGLWLRQ�///7&���PDQ\�RI�ZKRP�ZRXOG�EHQHILW�IURP�SDOOLDWLYH�FDUH�VHUYLFHV�GXH�WR�FRPSOH[�V\PSWRPV��VRFLDO�DQG
HPRWLRQDO�QHHGV�DQG�WKH�XQSUHGLFWDELOLW\�RI�WKHLU�FRQGLWLRQ��7KH�QXPEHU�RI�FKLOGUHQ�ZLWK�///7&�FRQGLWLRQV�LQ�WKH�8.�LV
ULVLQJ�GXH�WR�DGYDQFHV�LQ�PHGLFDO�FDUH�OHDGLQJ�WR�VORZHU�GHWHULRUDWLRQ��)RU�WKHVH�FKLOGUHQ��GHSHQGHQF\�UHTXLUHPHQWV
DUH�LQFUHDVLQJ�GXH�WR�WKH�LQFUHDVHG�XVH�RI�PHGLFDO�WHFKQRORJ\�VXFK�DV�KRPH�YHQWLODWLRQ��7KLV�LV�SXWWLQJ�LQFUHDVHG
SUHVVXUH�RQ�WKH�UHVRXUFHV�RI�SDHGLDWULF�SDOOLDWLYH�FDUH�WHDPV����:LWKLQ�(QJODQG�DQG�:DOHV�PRUH�WKDQ������&<3�GLH
HDFK�\HDU�IURP�DOO�FDXVHV����,W�LV�HVWLPDWHG�WKDW�GHDWKV�GXH�WR�///7&�PD\�DFFRXQW�IRU�����RU�PRUH�RI�WKHVH�GHDWKV���
0RUWDOLW\�LV�KLJKHVW�LQ�WKRVH�XQGHU�RQH�\HDU�RI�DJH��SHDNLQJ�LQ�WKH�QHRQDWDO�SHULRG��DQG�GHFUHDVHV�LQ�PLGGOH�FKLOGKRRG
EHIRUH�ULVLQJ�DJDLQ�LQ�DGROHVFHQFH����7KHUH�LV�D�VLJQLILFDQWO\�KLJKHU�SUHYDOHQFH�RI�///7&�FRQGLWLRQV�LQ�&<3�IURP�ERWK
HWKQLF�PLQRULW\�EDFNJURXQGV�DQG�KLJKHU�DUHDV�RI�GHSULYDWLRQ�LQ�WKH�8.�����

7KLV�VWXG\�VHHNV�WR�EXLOG�RQ�SUHYLRXV�ZRUN�E\�WKH�WHDP�WR�GHYHORS�D�3520�IRU�XVH�LQ�WKLV�SRSXODWLRQ�E\�WHVWLQJ�WKH
LQLWLDO�YHUVLRQV�RI�WKH�&�326�ZLWK�SDUHQWV�FDUHUV�DQG�&<3�WR�HQVXUH�WKH�TXHVWLRQV�DQG�UHVSRQVH�IRUPDW�DUH
XQGHUVWRRG�DQG�XVHG�DV�LQWHQGHG�

$����3OHDVH�VXPPDULVH�\RXU�GHVLJQ�DQG�PHWKRGRORJ\��,W�VKRXOG�EH�FOHDU�H[DFWO\�ZKDW�ZLOO�KDSSHQ�WR�WKH�UHVHDUFK
SDUWLFLSDQW��KRZ�PDQ\�WLPHV�DQG�LQ�ZKDW�RUGHU��3OHDVH�FRPSOHWH�WKLV�VHFWLRQ�LQ�ODQJXDJH�FRPSUHKHQVLEOH�WR�WKH�OD\�SHUVRQ�
'R�QRW�VLPSO\�UHSURGXFH�RU�UHIHU�WR�WKH�SURWRFRO��)XUWKHU�JXLGDQFH�LV�DYDLODEOH�LQ�WKH�JXLGDQFH�QRWHV�

3DUHQWV�FDUHUV�DQG�FKLOGUHQ�\RXQJ�SHRSOH�HOLJLEOH�IRU�SDUWLFLSDWLRQ�ZLOO�EH�DSSURDFKHG�E\�WKHLU�FOLQLFDO�WHDP�DQG�JLYHQ
ZULWWHQ�LQIRUPDWLRQ�UHJDUGLQJ�WKH�VWXG\����7KH\�ZLOO�EH�JLYHQ�D�PLQLPXP�RI����KRXUV�WR�FRQVLGHU�WKH�VWXG\�DQG�LI�WKH\
DJUHH�DIWHU�WKLV�WLPH�WKH�FOLQLFDO�WHDP�ZLOO�VKDUH�WKHLU�FRQWDFW�GHWDLOV�ZLWK�WKH�UHVHDUFK�WHDP�YLD�VHFXUH�1+6�PDLO���
,QYLWDWLRQ�WR�SDUWLFLSDWH�LQ�WKH�VWXG\�ZLOO�DOVR�EH�SRVWHG�RQ�WKH�VRFLDO�PHGLD�SDJHV�RI�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH�
7RJHWKHU�IRU�6KRUW�/LYHV�DQG�RWKHU�SDHGLDWULF�SDOOLDWLYH�FDUH�SURYLGHUV�ZKR�DJUHH�WR�VKDUH�WKH�GHWDLOV��7KHVH�SURYLGHUV
PD\�DOVR�VKDUH�GHWDLOV�YLD�WKHLU�IDPLO\�QHZVOHWWHUV����7KH�UHVHDUFK�WHDP�ZLOO�FRQWDFW�SRWHQWLDO�SDUWLFLSDQWV�DQG�DQVZHU
DQ\�TXHVWLRQV�WKH\�PD\�KDYH�UHJDUGLQJ�WKH�VWXG\����,I�WKH\�DJUHH�WR�SDUWLFLSDWH�WKH�UHVHDUFKHU�ZLOO�DUUDQJH�DQ�LQWHUYLHZ
WLPH�DQG�ORFDWLRQ�ZLWK�WKH�SDUWLFLSDQW��ZKLFK�GXH�WR�FXUUHQW�&29,'����UHVWULFWLRQV�PD\�EH�YLD�=RRP�RU�VLPLODU�

%HIRUH�WKH�LQWHUYLHZ��LQIRUPHG�FRQVHQW�ZLOO�EH�WDNHQ�IURP�SDUHQWV�FDUHUV�DQG�&<3����\HDUV�DQG�RYHU����<RXQJHU�FKLOGUHQ
ZLOO�EH�JLYHQ�WKH�RSSRUWXQLW\�WR�SURYLGH�ZULWWHQ�DQG�RU�YHUEDO�DVVHQW����&RQVHQW�DVVHQW�ZLOO�HLWKHU�EH�WDNHQ�E\�WKH
UHVHDUFKHU�DW�WKH�WLPH�RI�WKH�LQWHUYLHZ��RU�E\�WKH�UHFUXLWLQJ�WHDP��LI�DSSURSULDWHO\�WUDLQHG��SULRU�WR�WKH�LQWHUYLHZ����$OO
SDUWLFLSDQWV�ZLOO�EH�DVNHG�WR�FRPSOHWH�WKH�&�326�PHDVXUH�ZKLOH�WDONLQJ�DORXG�DERXW�ZKDW�WKH\�XQGHUVWDQG�E\�HDFK
TXHVWLRQ�DQG�ZK\�WKH\�KDYH�FKRVHQ�WKHLU�DQVZHUV����7KH�UHVHDUFKHU�ZLOO�DVN�TXHVWLRQV�WKURXJKRXW�WKH�SURFHVV�LQ
RUGHU�WR�HVWDEOLVK�ZKDW�SDUWLFLSDQWV�XQGHUVWDQG�E\�HDFK�TXHVWLRQ�DQG�KRZ�WKH\�FKRVH�HDFK�DQVZHU�DQG�ZK\����7KHVH
LQWHUYLHZV�ZLOO�EH�DXGLR�UHFRUGHG�

,W�LV�DQWLFLSDWHG�WKDW�WKHUH�ZLOO�EH���LQLWLDO�YHUVLRQV�RI�&�326��DSSUR[LPDWHO\�����\HDUV�������\HDUV��������\HDUV�
D�SDUHQW�FDUHU�YHUVLRQ�IRU�&<3���\HDUV�DQG�D�SDUHQW�FDUHU�YHUVLRQ�IRU�&<3����\HDUV�����,QLWLDOO\���FRJQLWLYH�LQWHUYLHZV�SHU
YHUVLRQ�ZLOO�EH�FRQGXFWHG����&KDQJHV�ZLOO�WKHQ�EH�PDGH�WR�&�326�GHSHQGLQJ�RQ�DQ\�GLIILFXOWLHV�SDUWLFLSDQWV
HQFRXQWHUHG�ZLWK�WKH�PHDVXUH����7KHVH�DPHQGHG�YHUVLRQV�ZLOO�WKHQ�EH�WHVWHG�ZLWK�DQRWKHU�WKUHH�SDUWLFLSDQWV����,I
IXUWKHU�DPHQGPHQWV�DUH�UHTXLUHG�WKHVH�ZLOO�EH�WHVWHG�ZLWK�DQRWKHU�WKUHH�SDUWLFLSDQWV�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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$������,Q�ZKLFK�DVSHFWV�RI�WKH�UHVHDUFK�SURFHVV�KDYH�\RX�DFWLYHO\�LQYROYHG��RU�ZLOO�\RX�LQYROYH��SDWLHQWV��VHUYLFH�XVHUV�
DQG�RU�WKHLU�FDUHUV��RU�PHPEHUV�RI�WKH�SXEOLF"

�'HVLJQ�RI�WKH�UHVHDUFK

�0DQDJHPHQW�RI�WKH�UHVHDUFK

�8QGHUWDNLQJ�WKH�UHVHDUFK

�$QDO\VLV�RI�UHVXOWV

�'LVVHPLQDWLRQ�RI�ILQGLQJV

�1RQH�RI�WKH�DERYH

�
*LYH�GHWDLOV�RI�LQYROYHPHQW��RU�LI�QRQH�SOHDVH�MXVWLI\�WKH�DEVHQFH�RI�LQYROYHPHQW�
:H�KDYH�SDUHQWV�FDUHUV�RI�FKLOGUHQ�ZLWK�OLIH�OLPLWLQJ�FRQGLWLRQV�RQ�RXU�VWHHULQJ�JURXS����7KH\�DWWHQG�RXU�VWHHULQJ�JURXS
PHHWLQJV�DQG�SURYLGH�IHHGEDFN�RQ�RXU�UHVHDUFK�GHVLJQ��UHFUXLWPHQW��DQDO\VLV�DQG�GLVVHPLQDWLRQ�

:H�DUH�DOVR�ZRUNLQJ�ZLWK�WKH�<RXQJ�3HRSOH
V�$GYLVRU\�*URXS�DW�*UHDW�2UPRQG�6WUHHW�&KLOGUHQ
V�KRVSLWDO�ZKR�KDYH
ORRRNHG�DW�RXU�VWXG\�LQIRUPDWLRQ�VKHHWV�DQG�WKH�&�326�PHDVXUH�LQ�RUGHU�WR�SURYLGH�IHHGEDFN�

����5,6.6�$1'�(7+,&$/�,668(6

�5(6($5&+�3$57,&,3$176

$����:KDW�LV�WKH�VDPSOH�JURXS�RU�FRKRUW�WR�EH�VWXGLHG�LQ�WKLV�UHVHDUFK"

6HOHFW�DOO�WKDW�DSSO\��

�%ORRG

�&DQFHU

�&DUGLRYDVFXODU

�&RQJHQLWDO�'LVRUGHUV

�'HPHQWLDV�DQG�1HXURGHJHQHUDWLYH�'LVHDVHV

�'LDEHWHV

�(DU

�(\H

�*HQHULF�+HDOWK�5HOHYDQFH

�,QIHFWLRQ

�,QIODPPDWRU\�DQG�,PPXQH�6\VWHP

�,QMXULHV�DQG�$FFLGHQWV

�0HQWDO�+HDOWK

�0HWDEROLF�DQG�(QGRFULQH

�0XVFXORVNHOHWDO

�1HXURORJLFDO

�2UDO�DQG�*DVWURLQWHVWLQDO

�3DHGLDWULFV

�5HQDO�DQG�8URJHQLWDO

�5HSURGXFWLYH�+HDOWK�DQG�&KLOGELUWK

�5HVSLUDWRU\

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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�6NLQ

�6WURNH

*HQGHU� �0DOH�DQG�IHPDOH�SDUWLFLSDQWV

/RZHU�DJH�OLPLW���� �<HDUV

8SSHU�DJH�OLPLW����� �<HDUV

$������3OHDVH�OLVW�WKH�SULQFLSDO�LQFOXVLRQ�FULWHULD��OLVW�WKH�PRVW�LPSRUWDQW��PD[������FKDUDFWHUV��

��&KLOGUHQ�DQG�\RXQJ�SHRSOH��IURP�DJH���XS�WR�WKH�DJH�RI����ZKR�DUH�OLYLQJ�ZLWK�D�///7&�
��3DUHQWV�FDUHUV��UHVSRQVLEOH�IRU�WKH�SULPDU\�FDUH�QHHGV�RI�D�FKLOG�RI�DQ\�DJH�ZKR�LV�OLYLQJ�ZLWK�D�///7&��

$������3OHDVH�OLVW�WKH�SULQFLSDO�H[FOXVLRQ�FULWHULD��OLVW�WKH�PRVW�LPSRUWDQW��PD[������FKDUDFWHUV��

��&KLOGUHQ�DQG�\RXQJ�SHRSOH��
R�XQDEOH�WR�FRPPXQLFDWH�DQ\�YLHZV�RU�ZLVKHV�YLD�WKHLU�SDUHQW�FDUHJLYHU�RU�DQ�LQWHUYLHZ�
R�XQDEOH�WR�UHDG�WKH�&�326�TXHVWLRQV�RU�XQDEOH�WR�XQGHUVWDQG�WKH�TXHVWLRQV�LI�WKH\�DUH�UHDG�DORXG
R�VSHDNV�D�ODQJXDJH�QRW�VXSSRUWHG�E\�WKH�1+6�7UXVW¶V�WUDQVODWLRQ�VHUYLFH��
R�FXUUHQWO\�HQUROOHG�LQ�DQRWKHU�VWXG\��
R�GHHPHG�FOLQLFDOO\�XQDEOH�WR�JLYH�FRQVHQW�DVVHQW��
R�:KR�GR�QRW�ZLVK�WR�SDUWLFLSDWH�

��3DUHQWV��
R�'HHPHG�FOLQLFDOO\�XQDEOH�WR�JLYH�FRQVHQW�
R�:KR�GR�QRW�ZLVK�WR�SDUWLFLSDWH�
R�:KR�GR�QRW�VSHDN�D�ODQJXDJH�VXSSRUWHG�E\�WKH�1+6�WUDQVODWLRQ�VHUYLFH

�5(6($5&+�352&('85(6��5,6.6�$1'�%(1(),76��

$����*LYH�GHWDLOV�RI�DOO�QRQ�FOLQLFDO�LQWHUYHQWLRQ�V��RU�SURFHGXUH�V��WKDW�ZLOO�EH�UHFHLYHG�E\�SDUWLFLSDQWV�DV�SDUW�RI�WKH
UHVHDUFK�SURWRFRO��7KHVH�LQFOXGH�VHHNLQJ�FRQVHQW��LQWHUYLHZV��QRQ�FOLQLFDO�REVHUYDWLRQV�DQG�XVH�RI�TXHVWLRQQDLUHV�

3OHDVH�FRPSOHWH�WKH�FROXPQV�IRU�HDFK�LQWHUYHQWLRQ�SURFHGXUH�DV�IROORZV�
���7RWDO�QXPEHU�RI�LQWHUYHQWLRQV�SURFHGXUHV�WR�EH�UHFHLYHG�E\�HDFK�SDUWLFLSDQW�DV�SDUW�RI�WKH�UHVHDUFK�SURWRFRO�
���,I�WKLV�LQWHUYHQWLRQ�SURFHGXUH�ZRXOG�EH�URXWLQHO\�JLYHQ�WR�SDUWLFLSDQWV�DV�SDUW�RI�WKHLU�FDUH�RXWVLGH�WKH�UHVHDUFK�
KRZ�PDQ\�RI�WKH�WRWDO�ZRXOG�EH�URXWLQH"
���$YHUDJH�WLPH�WDNHQ�SHU�LQWHUYHQWLRQ�SURFHGXUH��PLQXWHV��KRXUV�RU�GD\V�
���'HWDLOV�RI�ZKR�ZLOO�FRQGXFW�WKH�LQWHUYHQWLRQ�SURFHGXUH��DQG�ZKHUH�LW�ZLOO�WDNH�SODFH�

,QWHUYHQWLRQ�RU
SURFHGXUH � � � �

&RJQLWLYH�LQWHUYLHZ � � 8S�WR���
PLQXWHV

7UDLQHG�VWXG\�VSHFLILF�UHVHDUFKHU��ORFDWLRQ�RI�SDUWLFLSDQWV�FKRLFH�RU
YLD�=RRP�RU�VLPLODU�

&RQVHQW�IRU�FRJQLWLYH
LQWHUYLHZ

� � ���PLQXWHV 7UDLQHG�VWXG\�VSHFLILF�UHVHDUFKHU��ORFDWLRQ�RI�SDUWLFLSDQWV�FKRLFH�RU
YLD�=RRP�RU�VLPLODU�

'HPRJUDSKLF
TXHVWLRQQDLUH

� � �� 7UDLQHG�VWXG\�VSHFLILF�UHVHDUFKHU��ORFDWLRQ�RI�SDUWLFLSDQWV�FKRLFH�RU
YLD�=RRP�RU�VLPLODU�

$����+RZ�ORQJ�GR�\RX�H[SHFW�HDFK�SDUWLFLSDQW�WR�EH�LQ�WKH�VWXG\�LQ�WRWDO"

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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$SSUR[LPDWHO\�D�������PLQXWH�LQWHUYLHZ�SOXV����PLQXWHV�SULRU�WR�WKLV�WR�WDNH�FRQVHQW�DQG�EXLOG�UDSSRUW���

$����:KDW�DUH�WKH�SRWHQWLDO�ULVNV�DQG�EXUGHQV�IRU�UHVHDUFK�SDUWLFLSDQWV�DQG�KRZ�ZLOO�\RX�PLQLPLVH�WKHP"

)RU�DOO�VWXGLHV��GHVFULEH�DQ\�SRWHQWLDO�DGYHUVH�HIIHFWV��SDLQ��GLVFRPIRUW��GLVWUHVV��LQWUXVLRQ��LQFRQYHQLHQFH�RU�FKDQJHV
WR�OLIHVW\OH��2QO\�GHVFULEH�ULVNV�RU�EXUGHQV�WKDW�FRXOG�RFFXU�DV�D�UHVXOW�RI�SDUWLFLSDWLRQ�LQ�WKH�UHVHDUFK��6D\�ZKDW�VWHSV
ZRXOG�EH�WDNHQ�WR�PLQLPLVH�ULVNV�DQG�EXUGHQV�DV�IDU�DV�SRVVLEOH�
7KHUH�LV�D�ULVN�WKDW�SDUWLFLSDQWV�ZLOO�EHFRPH�XSVHW�GXULQJ�WKH�VWXG\����7KH\�ZLOO�EH�PDGH�DZDUH�EHIRUH�WKH�LQWHUYLHZ
EHJLQV�WKDW�WKH\�FDQ�VWRS�RU�WDNH�D�EUHDN�DW�DQ\�WLPH����3DUWLFLSDQW�LQIRUPDWLRQ�VKHHWV�ZLOO�RXWOLQH�H[DFWO\�ZKDW�LV
LQYROYHG�LQ�SDUWLFLSDWLRQ��VR�WKHUH�VKRXOG�EH�QR�VXUSULVHV�

3DUWLFLSDQWV�ZLOO�EH�JLYHQ�DW�OHDVW����KRXUV�WR�GHFLGH�ZKHWKHU�WKH\�ZRXOG�OLNH�WR�WDNH�SDUW�LQ�WKH�VWXG\��DQG�ZLOO�DOVR
KDYH�WKH�RSSRUWXQLW\�WR�DVN�WKH�UHVHDUFKHU�DQ\�TXHVWLRQV�EHIRUH�WKH�LQWHUYLHZ����,W�LV�QRW�WKH�UROH�RI�WKH�UHVHDUFK�WHDP
WR�GLVFORVH�DQ\�LQIRUPDWLRQ�UHJDUGLQJ���GLDJQRVLV�RU�SURJQRVLV�DQG�DQ\�VXFK�TXHVWLRQV�WKDW�GR�DULVH�ZLOO�EH�UHIHUUHG
EDFN�WR�WKH�FOLQLFDO�WHDP�

,QWHUYLHZV�ZLOO�EH�FRQGXFWHG�DW�D�WLPH�DQG�ORFDWLRQ�RI�WKH�SDUWLFLSDQWV�FKRLFH�

$����:LOO�LQWHUYLHZV��TXHVWLRQQDLUHV�RU�JURXS�GLVFXVVLRQV�LQFOXGH�WRSLFV�WKDW�PLJKW�EH�VHQVLWLYH��HPEDUUDVVLQJ�RU
XSVHWWLQJ��RU�LV�LW�SRVVLEOH�WKDW�FULPLQDO�RU�RWKHU�GLVFORVXUHV�UHTXLULQJ�DFWLRQ�FRXOG�RFFXU�GXULQJ�WKH�VWXG\"

�<HV ����� �1R

,I�<HV��SOHDVH�JLYH�GHWDLOV�RI�SURFHGXUHV�LQ�SODFH�WR�GHDO�ZLWK�WKHVH�LVVXHV�
7KHUH�LV�D�GLVWUHVV�SURWRFRO�IRU�WKH�VWXG\����,I�SDUWLFLSDQWV�EHFRPH�XSVHW�GXULQJ�DQ�LQWHUYLHZ�WKH�UHVHDUFKHU�ZLOO�RIIHU
WR�VWRS�RU�WDNH�D�EUHDN����,I�DQ\�SDUWLFLSDQW�EHFRPHV�XQGXO\�GLVWUHVVHG�WKLV�ZLOO�EH�IHG�EDFN�WR�WKHLU�FOLQLFDO�WHDP��ZLWK
WKHLU�FRQVHQW��VR�WKDW�WKH\�FDQ�SURYLGH�IXUWKHU�VXSSRUW����3DUWLFLSDQWV�ZLOO�DOVR�EH�RIIHUHG�WKH�WHOHSKRQH�QXPEHU�RI
7RJHWKHU�IRU�6KRUW�/LYHV�)DPLO\�+HOSOLQH�

$����:KDW�LV�WKH�SRWHQWLDO�IRU�EHQHILW�WR�UHVHDUFK�SDUWLFLSDQWV"

7KHUH�ZLOO�EH�QR�GLUHFW�EHQHILW�WR�UHVHDUFK�SDUWLFLSDQWV����+RZHYHU�WKHUH�LV�HYLGHQFH�WKDW�FKLOGUHQ�DQG�\RXQJ�SHRSOH�ZLWK
OLIH�OLPLWLQJ�FRQGLWLRQV�DQG�WKHLU�SDUHQWV�FDUHUV�ZKR�KDYH�SDUWLFLSDWHG�LQ�RWKHU�VWXGLHV�KDYH�SHUFHLYHG�WKDW�WKH\�DUH
DEOH�WR�SRWHQWLDOO\�KHOS�RWKHUV�LQ�D�VLPLODU�VLWXDWLRQ�DQG�IHOW�UHZDUGHG�E\�WKLV�

$����:KDW�DUH�WKH�SRWHQWLDO�ULVNV�IRU�WKH�UHVHDUFKHUV�WKHPVHOYHV"��LI�DQ\�

7KHUH�LV�D�ULVN�WKDW�WKH�LQWHUYLHZHUV�PD\�EHFRPH�GLVWUHVVHG�GXH�WR�WKH�QDWXUH�RI�WKH�VWXG\����7KH�UHVHDUFKHUV�DUH
H[SHULHQFHG�LQ�ZRUNLQJ�ZLWK�WKLV�SRSXODWLRQ�DQG�KDYH�UHFHLYHG�WUDLQLQJ�LQ�RUGHU�WR�GR�WKLV����7KH�GHSDUWPHQW�RSHUDWHV�D

EXGG\
�V\VWHP�WR�HQVXUH�DQ\�KRPH�YLVLWV�DUH�FRQGXFWHG�VDIHO\�DQG�WKDW�WKH�UHVHDUFKHUV�ZKHUHDERXWV�DUH�NQRZQ�DW�DOO
WLPHV����5HVHDUFKHUV�DOVR�KDYH�DFFHVV�WR�VXSHUYLVLRQ�ZLWK�D�WUDLQHG�PHPEHU�RI�WKH�FOLQLFDO�WHDP�
.&/�ORQH�ZRUNHU�SROLF\�ZLOO�EH�DGKHUHG�WR����,I�LQWHUYLHZV�DUH�DEOH�WR�EH�FDUULHG�RXW�IDFH�WR�IDFH�GXULQJ�WKH�&29,'
SDQGHPLF�VFUHHQLQJ�TXHVWLRQV�ZLOO�EH�DVNHG�SULRU�WR�WKH�YLVLW��DQ\RQH�LQ�WKH�KRXVHKROG�KDYLQJ�D�KLJK�WHPSHUDWXUH�
FRQWLQXRXV�FRXJK�RU�ORVV�FKDQJH�RI�WDVWH�VPHOO��DQ\RQH�LQ�WKH�KRXVH�WHVWLQJ�SRVLWLYH�LQ�WKH�SDVW�IHZ����GD\V�RU�EHLQJ
DVNHG�WR�VHOI�LVRODWH�����$SSURSULDWH�33(�ZLOO�EH�ZRUQ�LI�QHHGHG�GXULQJ�D�KRPH�YLVLW��PDVN��DSURQ�DQG�JORYHV�DV�SHU
1+6�JXLGDQFH��

�5(&58,70(17�$1'�,1)250('�&216(17

� ,Q�WKLV�VHFWLRQ�ZH�DVN�\RX�WR�GHVFULEH�WKH�UHFUXLWPHQW�SURFHGXUHV�IRU�WKH�VWXG\��3OHDVH�JLYH�VHSDUDWH�GHWDLOV�IRU
GLIIHUHQW�VWXG\�JURXSV�ZKHUH�DSSURSULDWH�

$������+RZ�ZLOO�SRWHQWLDO�SDUWLFLSDQWV��UHFRUGV�RU�VDPSOHV�EH�LGHQWLILHG"�:KR�ZLOO�FDUU\�WKLV�RXW�DQG�ZKDW�UHVRXUFHV
ZLOO�EH�XVHG")RU�H[DPSOH��LGHQWLILFDWLRQ�PD\�LQYROYH�D�GLVHDVH�UHJLVWHU��FRPSXWHULVHG�VHDUFK�RI�*3�UHFRUGV��RU�UHYLHZ�RI
PHGLFDO�UHFRUGV��,QGLFDWH�ZKHWKHU�WKLV�ZLOO�EH�GRQH�E\�WKH�GLUHFW�KHDOWKFDUH�WHDP�RU�E\�UHVHDUFKHUV�DFWLQJ�XQGHU
DUUDQJHPHQWV�ZLWK�WKH�UHVSRQVLEOH�FDUH�RUJDQLVDWLRQ�V��

3DUWLFLSDQWV�IRU�WKH�FRJQLWLYH�LQWHUYLHZV�ZLOO�EH�LGHQWLILHG�E\�WKH�FOLQLFDO�WHDPV�DW�SDUWLFLSDWLQJ�VLWHV�GXULQJ�WKHLU�WHDP

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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PHHWLQJV����3DUWLFLSDQWV�PD\�DOVR�H[SUHVV�LQWHUHVW�LQ�WDNLQJ�SDUW�LQ�WKH�VWXG\�E\�FRQWDFWLQJ�WKH�UHVHDUFK�WHDP�GLUHFWO\�LQ
UHVSRQVH�WR�VRFLDO�PHGLD�SRVWV�DQG�RU�LQIRUPDWLRQ�RQ�WKHLU�FDUH�SURYLGHUV�IDPLO\�QHZVOHWWHU�

$������:LOO�WKH�LGHQWLILFDWLRQ�RI�SRWHQWLDO�SDUWLFLSDQWV�LQYROYH�UHYLHZLQJ�RU�VFUHHQLQJ�WKH�LGHQWLILDEOH�SHUVRQDO
LQIRUPDWLRQ�RI�SDWLHQWV��VHUYLFH�XVHUV�RU�DQ\�RWKHU�SHUVRQ"

�<HV ����� �1R

3OHDVH�JLYH�GHWDLOV�EHORZ�

$����:LOO�DQ\�SDUWLFLSDQWV�EH�UHFUXLWHG�E\�SXEOLFLW\�WKURXJK�SRVWHUV��OHDIOHWV��DGYHUWV�RU�ZHEVLWHV"

�<HV ����� �1R

,I�<HV��SOHDVH�JLYH�GHWDLOV�RI�KRZ�DQG�ZKHUH�SXEOLFLW\�ZLOO�EH�FRQGXFWHG��DQG�HQFORVH�FRS\�RI�DOO�DGYHUWLVLQJ�PDWHULDO
�ZLWK�YHUVLRQ�QXPEHUV�DQG�GDWHV��
7KH�VWXG\�ZLOO�EH�DGYHUWLVHG�YLD�WKH�VWXG\�7ZLWWHU�IHHG��7RJHWKHU�IRU�6KRUW�/LYHV�VRFLDO�PHGLD�IHHGV�DQG�IDPLO\
QHZVOHWWHUV��DV�ZHOO�DV�QHZVOHWWHUV�DQG�VRFLDO�PHGLD�IHHGV�RI�8.�FKLOGUHQ
V�KRSVLFHV�DQG�SDHGLDWULF�SDOOLDWLYH�FDUH
WHDPV�WKDW�DUH�ZLOOLQJ�WR�VKDUH�WKH�LQIRUPDWLRQ�

$����+RZ�DQG�E\�ZKRP�ZLOO�SRWHQWLDO�SDUWLFLSDQWV�ILUVW�EH�DSSURDFKHG"

(OLJLEOH�SDUWLFLSDQWV�ZLOO�EH�LGHQWLILHG�E\�WKHLU�FOLQLFDO�WHDPV��SDUWLFLSDWLQJ�VLWH�UHVHDUFK�WHDP��RU�VHOI�LGHQWLI\�WR�WKH
WHDP�YLD�DQ�RUJDQLVDWLRQ
V�QHZVOHWWHU�RU�VRFLDO�PHGLD�IHHG��VHH�$�������,I�WKH\�DUH�DSSURDFKHG�E\�D�PHPEHU�RI�WKH
FOLQLFDO�WHDP�WKH�FKLOG�DQG�WKHLU�SDUHQW�FDUHU�ZLOO�KDYH�WKH�VWXG\�H[SODLQHG�WR�WKHP�DQG�EH�JLYHQ�DJH�FRJQLWLYHO\
DSSURSULDWH�ZULWWHQ�LQIRUPDWLRQ�DERXW�WKH�VWXG\�

$������:LOO�\RX�REWDLQ�LQIRUPHG�FRQVHQW�IURP�RU�RQ�EHKDOI�RI�UHVHDUFK�SDUWLFLSDQWV"

�<HV ����� �1R

,I�\RX�ZLOO�EH�REWDLQLQJ�FRQVHQW�IURP�DGXOW�SDUWLFLSDQWV��SOHDVH�JLYH�GHWDLOV�RI�ZKR�ZLOO�WDNH�FRQVHQW�DQG�KRZ�LW�ZLOO�EH
GRQH��ZLWK�GHWDLOV�RI�DQ\�VWHSV�WR�SURYLGH�LQIRUPDWLRQ��D�ZULWWHQ�LQIRUPDWLRQ�VKHHW��YLGHRV��RU�LQWHUDFWLYH�PDWHULDO��
$UUDQJHPHQWV�IRU�DGXOWV�XQDEOH�WR�FRQVHQW�IRU�WKHPVHOYHV�VKRXOG�EH�GHVFULEHG�VHSDUDWHO\�LQ�3DUW�%�6HFWLRQ����DQG�IRU
FKLOGUHQ�LQ�3DUW�%�6HFWLRQ���

,I�\RX�SODQ�WR�VHHN�LQIRUPHG�FRQVHQW�IURP�YXOQHUDEOH�JURXSV��VD\�KRZ�\RX�ZLOO�HQVXUH�WKDW�FRQVHQW�LV�YROXQWDU\�DQG
IXOO\�LQIRUPHG�
%HIRUH�WKH�LQWHUYLHZ�FRPPHQFHV��WKH�UHVHDUFKHU�ZLOO�HQVXUH�WKDW�SRWHQWLDO�SDUWLFLSDQWV�XQGHUVWDQG�WKH�QDWXUH�RI
SDUWLFLSDWLRQ�DQG�ZLOOO�FODULI\�KRZ�WKH�GDWD�ZLOO�EH�FROOHFWHG��L�H��RQH�WR�RQH�LQWHUYLHZ��DQG�WKH�VWHSV�WR�PDLQWDLQ
FRQILGHQWLDOLW\��L�H��WKDW�QR�LGHQWLI\LQJ�LQIRUPDWLRQ�ZLOO�EH�XVHG�LQ�SXEOLFDWLRQV�RU�SUHVHQWDWLRQV�WR�H[WHUQDO�DXGLHQFHV���
3DUHQWV�ZLOO�EH�UHTXLUHG�WR�SURYLGH�ZULWWHQ�FRQVHQW�IRU�WKHLU�FKLOG¶V�SDUWLFLSDWLRQ�XS�WR�DQG�LQFOXGLQJ�WKH�DJH�RI���
\HDUV��DQG�WKH�FKLOG�ZLOO�SURYLGH�D�VWDWHPHQW�RI�LQIRUPHG�YROXQWDU\�SDUWLFLSDWLRQ�SHUPLVVLRQ��)URP�WKH�DJH�RI����\HDUV
WKH�\RXQJ�SHUVRQ�PD\�JLYH�ZULWWHQ�FRQVHQW�LI�WKHLU�WUHDWLQJ�FOLQLFLDQDQG�RU�SDUHQW�FDUHU�EHOLHYHV�WKDW�WKH�LQGLYLGXDO�KDV
VXIILFLHQW�XQGHUVWDQGLQJ�DQG�FDQ�JLYH�IXOO�FRQVHQW��3DUHQWV�FDUHUV�ZLOO�DOVR�EH�UHTXLUHG�WR�SURYLGH�ZULWWHQ�FRQVHQW�IRU
WKHLU�RZQ�SDUWLFLSDWLRQ�
&KLOGUHQ�DQG�\RXQJ�SHRSOH�ZLOO��IROORZLQJ�DSSURYDO�E\�WKHLU�SDUHQW�FDUHJLYHU��KDYH�WKH�VWXG\�H[SODLQHG�WR�WKHP�LQ
DSSURSULDWH�ODQJXDJH��IROORZLQJ�SULRU�JXLGDQFH�IURP�WKH�SDUHQW�FDUHJLYHU�RQ�WKH�WLPLQJ�DQG�PDQQHU�IRU�RSWLPDO
FRPSUHKHQVLRQ�DQG�PRVW�FOHDU�H[SODQDWLRQ�RI�WKH�PHDQLQJ�RI�SDUWLFLSDWLRQ��7KRVH����\HDUV�DQG�RYHU�ZLOO�EH�DVNHG�WR
JLYH�WKHLU�RZQ�ZULWWHQ�FRQVHQW�
$�SRWHQWLDO�SDUWLFLSDQW�ZLWK�OLPLWHG�DELOLW\�WR�LQGLFDWH�ZULWWHQ�FRQVHQW�RQ�WKH�IRUP�PD\�JLYH�YHUEDO�FRQVHQW�LQ�WKH
SUHVHQFH�RI�WKHLU�SDUHQW�FDUHJLYHU��ZKR�ZLOO�VLJQ�DORQJVLGH�WKH�UHVHDUFKHU�VLJQDWXUH�DV�ZLWQHVVHV�WR�WKDW�FRQVHQW��
)RU�DOO�SDUWLFLSDQWV��D�FRS\�RI�WKH�LQIRUPDWLRQ�DQG�FRQVHQW�IRUPV�ZLOO�EH�OHIW�ZLWK�WKHP�DIWHU�GDWD�FROOHFWLRQ��,QIRUPDWLRQ
VKHHWV�ZLOO�LQIRUP�SDUWLFLSDQWV�RI�WKH�'DWD�3URWHFWLRQ�2IILFHU¶V�FRQWDFW�GHWDLOV��KRZ�WR�FRPSODLQ��KRZ�ORQJ�GDWD�ZLOO�EH
UHWDLQHG��DQG�WKH�ULJKW�WR�ZLWKGUDZ�FRQVHQW�DQG�RU�GDWD��
*LYHQ�WKDW�WKLV�LV�D�VLQJOH�TXDOLWDWLYH�LQWHUYLHZ��ZH�ZLOO�DVVXPH�FDSDFLW\�FRPSHWHQFH�LV�QRW�ORVW�EHWZHHQ�FRQVHQW�DQG
LQWHUYLHZ�DV�WKHVH�ZLOO�XVXDOO\�RFFXU�FRQFXUUHQWO\�RQ�WKH�VDPH�GD\�
,I�UHPRWH�LQWHUYLHZV�DUH�FRQGXFWHG�GXH�WR�WKH�&29,'����SDQGHPLF��WKH�SDUWLFLSDQW�ZLOO�FRPSOHWH�WKH�FRQVHQW�IRUP�ZLWK
WKH�UHVHDUFKHU�GXULQJ�WKH�YLGHR�FDOO����7KLV�ZLOO�WKHQ�EH�HPDLOHG�WR�WKH�UHVHDUFKHU�DV�D�SKRWR�VFDQQHG�GRFXPHQW����,I
WKLV�LV�QRW�SRVVLEOH�WKH�SDUWLFLSDQW�ZLOO�EH�DVNHG�WR�SRVW�WKLV�WR�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH�
�
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,I�\RX�DUH�QRW�REWDLQLQJ�FRQVHQW��SOHDVH�H[SODLQ�ZK\�QRW�

3OHDVH�HQFORVH�D�FRS\�RI�WKH�LQIRUPDWLRQ�VKHHW�V��DQG�FRQVHQW�IRUP�V��

$������:LOO�\RX�UHFRUG�LQIRUPHG�FRQVHQW��RU�DGYLFH�IURP�FRQVXOWHHV��LQ�ZULWLQJ"

�<HV ����� �1R

$����+RZ�ORQJ�ZLOO�\RX�DOORZ�SRWHQWLDO�SDUWLFLSDQWV�WR�GHFLGH�ZKHWKHU�RU�QRW�WR�WDNH�SDUW"

,I�WKH\�DUH�JLYHQ�GHWDLOV�E\�WKHLU�FOLQLFDO�WHDP��SDUWLFLSDQWV�ZLOO�EH�JLYHQ�D�PLQLPXP�RI����KRXUV�WR�GHFLGH�ZKHWKHU�WKH\
ZRXOG�OLNH�WR�SDUWLFLSDWH��

,I�WKH�&<3�DQG�IDPLO\�FRQWDFW�WKH�UHVHDUFK�WHDP�GLUHFWO\�LQ�UHVSRQVH�WR�D�VRFLDO�PHGLD�SRVW��D�PHPEHU�RI�WKH�UHVHDUFK
WHDP�ZLOO�PDNH�FRQWDFW�DQG�H[SODLQ�WKH�VWXG\�WR�WKHP�DQG�ZKDW�SDUWLFLSDWLRQ�ZLOO�LQYROYH����)ROORZLQJ�WKH�LQWURGXFWRU\
H[SODQDWLRQ��WKH�&<3�DQG�WKHLU�SDUHQW�FDUHU�ZLOO�EH�SURYLGHG�DJH�VSHFLILF�ZULWWHQ�LQIRUPDWLRQ�RQ�WKH�VWXG\��HLWKHU�E\�SRVW�
HPDLO�RU�YLD�WKH�FOLQLFDO�WHDP����7KH\�ZLOO�EH�JLYHQ�D�PLQLPXP�RI����KRXUV�WR�FRQVLGHU�SDUWLFLSDWLRQ�

,I�D�&<3�DQG�RU�WKHLU�SDUHQW�FDUHU�DUH�NHHQ�WR�SDUWLFLSDWH��DQG�LW�ZRXOG�EH�PRUH�FRQYHQLHQW�IRU�WKHP�WR�GR�WKLV�OHVV�WKDQ
���KRXUV�DIWHU�EHLQJ�DSSURDFKHG��IRU�LQVWDQFH�WKH\�DUH�GXH�WR�EH�GLVFKDUJHG�IURP�KRVSLWDO��WKHQ�WKH\�ZLOO�EH�DOORZHG�WR
ZDLYH�WKH����KRXU�SHULRG�

$������:KDW�DUUDQJHPHQWV�KDYH�EHHQ�PDGH�IRU�SHUVRQV�ZKR�PLJKW�QRW�DGHTXDWHO\�XQGHUVWDQG�YHUEDO�H[SODQDWLRQV�RU
ZULWWHQ�LQIRUPDWLRQ�JLYHQ�LQ�(QJOLVK��RU�ZKR�KDYH�VSHFLDO�FRPPXQLFDWLRQ�QHHGV"�H�J��WUDQVODWLRQ��XVH�RI�LQWHUSUHWHUV�

,I�SDUWLFLSDQWV�ZRXOG�OLNH�WR�KDYH�ZULWWHQ�LQIRUPDWLRQ�LQ�D�GLIIHUHQW�ODQJXDJH�WKHQ�ZH�ZLOO�FRPPLVVLRQ�WKLV�YLD�DQ�1+6�
DSSURYHG�LQWHUSUHWDWLRQ�VHUYLFH����,QWHUYLHZV�PD\�DOVR�EH�FDUULHG�RXW�YLD�DQ�1+6�DSSURYHG�LQWHUSUHWHU�

$����:KDW�VWHSV�ZRXOG�\RX�WDNH�LI�D�SDUWLFLSDQW��ZKR�KDV�JLYHQ�LQIRUPHG�FRQVHQW��ORVHV�FDSDFLW\�WR�FRQVHQW�GXULQJ�WKH
VWXG\"��7LFN�RQH�RSWLRQ�RQO\�

�7KH�SDUWLFLSDQW�DQG�DOO�LGHQWLILDEOH�GDWD�RU�WLVVXH�FROOHFWHG�ZRXOG�EH�ZLWKGUDZQ�IURP�WKH�VWXG\��'DWD�RU�WLVVXH�ZKLFK
LV�QRW�LGHQWLILDEOH�WR�WKH�UHVHDUFK�WHDP�PD\�EH�UHWDLQHG�

�7KH�SDUWLFLSDQW�ZRXOG�EH�ZLWKGUDZQ�IURP�WKH�VWXG\��,GHQWLILDEOH�GDWD�RU�WLVVXH�DOUHDG\�FROOHFWHG�ZLWK�FRQVHQW�ZRXOG
EH�UHWDLQHG�DQG�XVHG�LQ�WKH�VWXG\��1R�IXUWKHU�GDWD�RU�WLVVXH�ZRXOG�EH�FROOHFWHG�RU�DQ\�RWKHU�UHVHDUFK�SURFHGXUHV�FDUULHG
RXW�RQ�RU�LQ�UHODWLRQ�WR�WKH�SDUWLFLSDQW�

�7KH�SDUWLFLSDQW�ZRXOG�FRQWLQXH�WR�EH�LQFOXGHG�LQ�WKH�VWXG\�

�1RW�DSSOLFDEOH�±�LQIRUPHG�FRQVHQW�ZLOO�QRW�EH�VRXJKW�IURP�DQ\�SDUWLFLSDQWV�LQ�WKLV�UHVHDUFK�

�1RW�DSSOLFDEOH�±�LW�LV�QRW�SUDFWLFDEOH�IRU�WKH�UHVHDUFK�WHDP�WR�PRQLWRU�FDSDFLW\�DQG�FRQWLQXHG�FDSDFLW\�ZLOO�EH
DVVXPHG�

�
)XUWKHU�GHWDLOV�
7KLV�LV�D�VLQJOH��TXDOLWDWLYH�LQWHUYLHZ�DQG�FRQVHQW�ZLOO�EH�WDNHQ�LPPHGLDWHO\�SULRU�WR�WKH�LQWHUYLHZ����7KHUHIRUH��ZH�ZLOO
DVVXPH�WKDW�FDSDFLW\�LV�QRW�ORVW�EHWZHHQ�FRQVHQW�DQG�LQWHUYLHZ�

�&21),'(17,$/,7<��

� ,Q�WKLV�VHFWLRQ��SHUVRQDO�GDWD�PHDQV�DQ\�GDWD�UHODWLQJ�WR�D�SDUWLFLSDQW�ZKR�FRXOG�SRWHQWLDOO\�EH�LGHQWLILHG��,W�LQFOXGHV
SVHXGRQ\PLVHG�GDWD�FDSDEOH�RI�EHLQJ�OLQNHG�WR�D�SDUWLFLSDQW�WKURXJK�D�XQLTXH�FRGH�QXPEHU�

�6WRUDJH�DQG�XVH�RI�SHUVRQDO�GDWD�GXULQJ�WKH�VWXG\

$����:LOO�\RX�EH�XQGHUWDNLQJ�DQ\�RI�WKH�IROORZLQJ�DFWLYLWLHV�DW�DQ\�VWDJH��LQFOXGLQJ�LQ�WKH�LGHQWLILFDWLRQ�RI�SRWHQWLDO

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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SDUWLFLSDQWV�"�7LFN�DV�DSSURSULDWH�

�$FFHVV�WR�PHGLFDO�UHFRUGV�E\�WKRVH�RXWVLGH�WKH�GLUHFW�KHDOWKFDUH�WHDP

�$FFHVV�WR�VRFLDO�FDUH�UHFRUGV�E\�WKRVH�RXWVLGH�WKH�GLUHFW�VRFLDO�FDUH�WHDP

�(OHFWURQLF�WUDQVIHU�E\�PDJQHWLF�RU�RSWLFDO�PHGLD��HPDLO�RU�FRPSXWHU�QHWZRUNV

�6KDULQJ�RI�SHUVRQDO�GDWD�ZLWK�RWKHU�RUJDQLVDWLRQV

�([SRUW�RI�SHUVRQDO�GDWD�RXWVLGH�WKH�(($

�8VH�RI�SHUVRQDO�DGGUHVVHV��SRVWFRGHV��ID[HV��HPDLOV�RU�WHOHSKRQH�QXPEHUV

�3XEOLFDWLRQ�RI�GLUHFW�TXRWDWLRQV�IURP�UHVSRQGHQWV

�3XEOLFDWLRQ�RI�GDWD�WKDW�PLJKW�DOORZ�LGHQWLILFDWLRQ�RI�LQGLYLGXDOV

�8VH�RI�DXGLR�YLVXDO�UHFRUGLQJ�GHYLFHV

�6WRUDJH�RI�SHUVRQDO�GDWD�RQ�DQ\�RI�WKH�IROORZLQJ�

���

�0DQXDO�ILOHV��LQFOXGHV�SDSHU�RU�ILOP�

�1+6�FRPSXWHUV

�6RFLDO�&DUH�6HUYLFH�FRPSXWHUV

�+RPH�RU�RWKHU�SHUVRQDO�FRPSXWHUV

�8QLYHUVLW\�FRPSXWHUV

�3ULYDWH�FRPSDQ\�FRPSXWHUV

�/DSWRS�FRPSXWHUV

)XUWKHU�GHWDLOV�
86(�2)�7(/(3+21(�180%(56��7KRVH�LQGLYLGXDOV�ZKR�H[SUHVV�DQ�LQWHUHVW�LQ�SDUWLFLSDWLRQ���ZLOO�KDYH�WKHLU�WHOHSKRQH
QXPEHU�VHQW�E\�VHFXUH�1+6�HPDLO�WR�WKH�VWXG\�UHVHDUFKHU�
',5(&7�4827$7,216��'LUHFW�TXDOLWDWLYH�TXRWHV�ZLOO�EH�XVHG�ZLWK�LGHQWLI\LQJ�LQIRUPDWLRQ�UHPRYHG��L�H�
SVHXGRQ\PLVHG�
$8',2�5(&25',1*�'(9,&(6��:H�ZLOO�XVH�GLJLWDO�UHFRUGLQJ�GHYLFHV�ZLWK�EXLOW�LQ�HQFU\SWLRQ�DQG�VHFXUH�ILOH�GHOHWLRQ�
$OO�VWXGLHV�DUH�VXEMHFW�WR�DXGLW�E\�UHSUHVHQWDWLYHV�RI�WKH�VSRQVRU�RXWVLGH�RI�WKH�GLUHFW�FDUH�WHDP��WKLV�LQFOXGHV�DFFHVV
WR�PHGLFDO�UHFRUGV�ZKHUH�QHFHVVDU\�

$����3OHDVH�GHVFULEH�WKH�SK\VLFDO�VHFXULW\�DUUDQJHPHQWV�IRU�VWRUDJH�RI�SHUVRQDO�GDWD�GXULQJ�WKH�VWXG\"

6LJQHG�FRQVHQW�IRUPV�ZLOO�EH�VWRUHG�LQ�D�ORFNHG�FDELQHW�VHSDUDWHO\�IURP�GDWD�ILOHV��DW�.&/��DV�FRQVHQW�IRUPV�ZLOO�EH
VLJQHG�LQ�PRVW�FDVHV�E\�IDPLO\�PHPEHUV�DW�KRPH�UDWKHU�WKDQ�DW�WKH�1+6�VLWH���&RQVHQW�IRUPV�ZLOO�EH�VWRUHG�LQ�D
FDELQHW�LQ�D�FDUG�SURWHFWHG�DFDGHPLF�GHSDUWPHQW�LQ�D�ORFNHG�RIILFH��6WXG\�,'�IRUPV��WKDW�DOORFDWH�D�VWXG\�,'�WR
SDUWLFLSDQW�QDPH��ZLOO�EH�VWRUHG�VHSDUDWHO\�LQ�ORFNHG�FDELQHW�VHSDUDWH�IURP�FRQVHQW�IRUPV�

'XULQJ�WKH�&29,'����SDQGHPLF��FRQVHQW�IRUPV�PD\�EH�VHQW�HOHFWURQLFDOO\�WR�WKH�UHVHDUFK�WHDP�E\�SDUWLFLSDQWV���
7KHVH�ZLOO�EH�VWRUHG�RQ�D�VHFXUH�VHUYHU�LQ�D�SDVVZRUG�SURWHFWHG�IROGHU�XQWLO�VXFK�WLPH�WKDW�WKH\�FDQ�EH�SULQWHG�RXW�DQG
VWRUHG�RQ�VLWH�DV�RXWOLQHG�DERYH�

7UDQVFULSWLRQV�ZLOO�EH�SVHXGRQ\PLVHG��L�H��QDPHV�SODFHV�DQG�DWWULEXWDEOH�HYHQWV�UHPRYHG��DQG�VWRUHG�RQ�SDVVZRUG
SURWHFWHG�VWXG\�3&V��7UDQVFULSWV��LQ�:RUG�ILOHV��ZLOO�XVH�DQ�DQRQ\PRXV�VWXG\�,'�QXPEHU�

7UDQVFULSWLRQ�ZLOO�EH�FRPSOHWHG�XVLQJ�WZR�DSSURDFKHV�����E\�WKH�UHVHDUFK�VWXG\�WHDP��RQ�FRPSXWHUV�DW�WKH�&LFHO\
6DXQGHUV�,QVWLWXWH�RU�UHPRWHO\�RQ�VHFXUH�FRPSXWHUV�RQ�WKH�.&/�PDQDJHG�HQYLURQPHQW��RU����E\�WKH�.&/�SUHIHUUHG
VXSSOLHU�IRU�WUDQVFULSWLRQ�±�&OHDU�9RLFH��&OHDU�9RLFH�XWLOLVH�D�VHFXUH�VLWH�IRU�UHVHDUFKHUV�WR�XSORDG�SDVVZRUG�SURWHFWHG
DXGLR�ILOHV��3DVVZRUGV�IRU�DXGLR�ILOHV�ZRXOG�EH�VHQW�YLD�WKH�VHFXUH�HPDLO�VHUYLFH��(JUHVV�FRP��$W�WKLV�VWDJH�DOO�GDWD
ZLOO�EH�SVHXGRQ\PLVHG��LQ�WKDW�QDPHV��SODFHV��GDWHV�RI�ELUWK��DQG�DQ\�RWKHU�SRWHQWLDOO\�LGHQWLI\LQJ�LQIRUPDWLRQ��ZLOO�EH
UHPRYHG�IURP�WUDQVFULSWV��$XGLR�UHFRUGLQJV�ZLOO�EH�WUDQVIHUUHG�LQ�HQFU\SWHG�ILOHV�ZLWK�QR�DFFRPSDQ\LQJ�LQIRUPDWLRQ�

$����+RZ�ZLOO�\RX�HQVXUH�WKH�FRQILGHQWLDOLW\�RI�SHUVRQDO�GDWD"3OHDVH�SURYLGH�D�JHQHUDO�VWDWHPHQW�RI�WKH�SROLF\�DQG
SURFHGXUHV�IRU�HQVXULQJ�FRQILGHQWLDOLW\��H�J��DQRQ\PLVDWLRQ�RU�SVHXGRQ\PLVDWLRQ�RI�GDWD�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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7UDQVFULSWV�ZLOO�RQO\�FRQWDLQ�VWXG\�,'�DQG�QR�QDPHV����4XDOLWDWLYH�GDWD�ZLOO�EH�SVHXGRQ\PLVHG����7UDQVFULSWLRQ�ZLOO�EH
FRPSOHWHG�XVLQJ�WZR�DSSURDFKHV�����E\�WKH�UHVHDUFK�VWXG\�WHDP��RQ�FRPSXWHUV�DW�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH�RU
UHPRWHO\�RQ�VHFXUH�FRPSXWHUV�RQ�WKH�.&/�PDQDJHG�HQYLURQPHQW��RU����E\�WKH�.&/�SUHIHUUHG�VXSSOLHU�IRU�WUDQVFULSWLRQ
±�&OHDU�9RLFH��&OHDU�9RLFH�XWLOLVH�D�VHFXUH�VLWH�IRU�UHVHDUFKHUV�WR�XSORDG�SDVVZRUG�SURWHFWHG�DXGLR�ILOHV��3DVVZRUGV
IRU�DXGLR�ILOHV�ZRXOG�EH�VHQW�YLD�WKH�VHFXUH�HPDLO�VHUYLFH��(JUHVV�FRP��$W�WKLV�VWDJH�DOO�GDWD�ZLOO�EH�SVHXGRQ\PLVHG��LQ
WKDW�QDPHV��SODFHV��GDWHV�RI�ELUWK��DQG�DQ\�RWKHU�SRWHQWLDOO\�LGHQWLI\LQJ�LQIRUPDWLRQ��ZLOO�EH�UHPRYHG�IURP�WUDQVFULSWV�
$XGLR�UHFRUGLQJV�ZLOO�EH�WUDQVIHUUHG�LQ�HQFU\SWHG�ILOHV�ZLWK�QR�DFFRPSDQ\LQJ�LQIRUPDWLRQ����

'$7$�0$1$*(0(17�3/$1�
7KH�(;&(/�VSUHDGVKHHW�RI�SDUWLFLSDQWV�ZLOO�EH�PDQDJHG�E\�WKH�VWXG\�FRJQLWLYH�LQWHUYLHZ�OHDG�/8&<�&220%(6��6KH
ZLOO�EH�WKH�VROH�SHUVRQ�UHVSRQVLEOH�IRU�XSGDWLQJ�WKH�(&&(/�ILOH��6KH�ZLOO�EDFN�WKLV�XS�WR�WKH�.&/�VHFXUH�VHUYHU�ZLWK�D
QHZ�GDWH�DQG�YHUVLRQ�DIWHU�HDFK�DGGLWLRQ�RI�D�SDUWLFLSDQW��7KH�GDWD�ZLOO�EH�VWRUHG�VHSDUDWHO\�LQ�D�GLIIHUHQW�SDVVZRUG�
SURWHFWHG�ILOH�DQG�IROGHU��7KH�SDVVZRUG�ZLOO�EH�KHOG�E\�WKH�VWXG\�3,�352)(6625�+$5',1*��

7KH�SVHXGRQ\P�EUHDNVKHHW�ZLOO�DOVR�EH�VWRUHG�LQ�D�SDVVZRUG�SURWHFWHG�ILOH�VHSDUDWHO\�IURP�GDWD�DQG�SDUWLFLSDQW
UHFRUG�VKHHW��7KH�SDVVZRUG�ZLOO�EH�KHOG�E\�&220%(6�DQG�+$5',1*��

$����:KR�ZLOO�KDYH�DFFHVV�WR�SDUWLFLSDQWV
�SHUVRQDO�GDWD�GXULQJ�WKH�VWXG\"�:KHUH�DFFHVV�LV�E\�LQGLYLGXDOV�RXWVLGH�WKH
GLUHFW�FDUH�WHDP��SOHDVH�MXVWLI\�DQG�VD\�ZKHWKHU�FRQVHQW�ZLOO�EH�VRXJKW�

7KH�UHVHDUFK�WHDP�ZLOO�KDYH�DFFHVV�WR�SDUWLFLSDQW�QDPHV�DQG�WHOHSKRQH�QXPEHUV�LQ�RUGHU�WR�FRQWDFW�WKHP�DQG
DUUDQJH�LQWHUYLHZV�

�6WRUDJH�DQG�XVH�RI�GDWD�DIWHU�WKH�HQG�RI�WKH�VWXG\

$����:KHUH�ZLOO�WKH�GDWD�JHQHUDWHG�E\�WKH�VWXG\�EH�DQDO\VHG�DQG�E\�ZKRP"

7KH�GDWD�ZLOO�EH�DQDO\VHG�E\�WKH�VWXG\�WHDP����3URIHVVRU�+DUGLQJ��3,���5HVHDUFK�$VVRFLDWH��'U�'HEELH�%UD\EURRN��
5HVHDUFK�$VVLVWDQWV��+DQQDK�6FRWW�DQG�'DQH\�+DURDUGRWWLU��DQG�3K'�FDQGLGDWH��/XF\�&RRPEHV�����7KLV�ZLOO�HLWKHU�PH
DQDO\VHG�RQ�VLWH�DW�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH��.LQJ
V�&ROOHJH�/RQGRQ��RU�UHPRWHO\�RQ�.&/�HQFU\SWHG�ODSWRSV�E\�WKH
VWXG\�WHDP��GXULQJ�WKH�&29,'�SDQGHPLF��

$����:KR�ZLOO�KDYH�FRQWURO�RI�DQG�DFW�DV�WKH�FXVWRGLDQ�IRU�WKH�GDWD�JHQHUDWHG�E\�WKH�VWXG\"

���� �

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� 5LFKDUG � +DUGLQJ

3RVW
4XDOLILFDWLRQV
:RUN�$GGUHVV 'HSDUWPHQW�RI�3DOOLDWLYH�&DUH��3ROLF\�DQG�5HKDELOLWDWLRQ
� &LFHO\�6DXQGHUV�,QVWLWXWH
� %HVVHPHU�5RDG
3RVW�&RGH 6(���56
:RUN�(PDLO ULFKDUG�KDUGLQJ#NFO�DF�XN
:RUN�7HOHSKRQH �����������
)D[

$����+RZ�ORQJ�ZLOO�SHUVRQDO�GDWD�EH�VWRUHG�RU�DFFHVVHG�DIWHU�WKH�VWXG\�KDV�HQGHG"

�/HVV�WKDQ���PRQWKV

���±���PRQWKV

���±����PRQWKV

����PRQWKV�±���\HDUV

�2YHU���\HDUV

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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$����)RU�KRZ�ORQJ�ZLOO�\RX�VWRUH�UHVHDUFK�GDWD�JHQHUDWHG�E\�WKH�VWXG\"

<HDUV� ��
0RQWKV� ��

$����3OHDVH�JLYH�GHWDLOV�RI�WKH�ORQJ�WHUP�DUUDQJHPHQWV�IRU�VWRUDJH�RI�UHVHDUFK�GDWD�DIWHU�WKH�VWXG\�KDV�HQGHG�6D\
ZKHUH�GDWD�ZLOO�EH�VWRUHG��ZKR�ZLOO�KDYH�DFFHVV�DQG�WKH�DUUDQJHPHQWV�WR�HQVXUH�VHFXULW\�

'DWD�ZLOO�EH�VWRUHG�LQ�WKH�VHFXUH��ORFNHG�GDWD�DUFKLYH�DW�WKH�&LFHO\�6DXQGHUV�,QVWLWXWH��.LQJ
V�&ROOHJH�/RQGRQ��7KH
DUFKLYH�ER[�VSHFLILF�WR�WKLV�VWXG\�ZLOO�GHWDLO�WKH�GHVWUXFWLRQ�GDWH�
$FFHVV�WR�UHVHDUFK�GDWD�ZLOO�EH�RQ�UHDVRQDEOH�UHTXHVW�WR�WKH�3,�

� ,1&(17,9(6�$1'�3$<0(176

$����:LOO�UHVHDUFK�SDUWLFLSDQWV�UHFHLYH�DQ\�SD\PHQWV��UHLPEXUVHPHQW�RI�H[SHQVHV�RU�DQ\�RWKHU�EHQHILWV�RU�LQFHQWLYHV
IRU�WDNLQJ�SDUW�LQ�WKLV�UHVHDUFK"

�<HV ����� �1R

,I�<HV��SOHDVH�JLYH�GHWDLOV��)RU�PRQHWDU\�SD\PHQWV��LQGLFDWH�KRZ�PXFK�DQG�RQ�ZKDW�EDVLV�WKLV�KDV�EHHQ�GHWHUPLQHG�
,I�SDUWLFLSDQWV�ZLVK�WR�EH�LQWHUYLHZHG�VRPHZKHUH�RWKHU�WKDQ�WKHLU�KRPH�WKHQ�UHDVRQDEOH�WUDYHO�H[SHQVHV�ZLOO�EH
UHLPEXUVHG�LQ�FDVK�DW�WKH�LQWHUYLHZ����1R�RWKHU�SD\PHQW�ZLOO�EH�SURYLGHG�IRU�SDUWLFLSDWLRQ�

$����:LOO�LQGLYLGXDO�UHVHDUFKHUV�UHFHLYH�DQ\�SHUVRQDO�SD\PHQW�RYHU�DQG�DERYH�QRUPDO�VDODU\��RU�DQ\�RWKHU�EHQHILWV�RU
LQFHQWLYHV��IRU�WDNLQJ�SDUW�LQ�WKLV�UHVHDUFK"

�<HV ����� �1R

$����'RHV�WKH�&KLHI�,QYHVWLJDWRU�RU�DQ\�RWKHU�LQYHVWLJDWRU�FROODERUDWRU�KDYH�DQ\�GLUHFW�SHUVRQDO�LQYROYHPHQW��H�J�
ILQDQFLDO��VKDUH�KROGLQJ��SHUVRQDO�UHODWLRQVKLS�HWF���LQ�WKH�RUJDQLVDWLRQV�VSRQVRULQJ�RU�IXQGLQJ�WKH�UHVHDUFK�WKDW�PD\
JLYH�ULVH�WR�D�SRVVLEOH�FRQIOLFW�RI�LQWHUHVW"

�<HV ����� �1R

�127,),&$7,21�2)�27+(5�352)(66,21$/6

$������:LOO�\RX�LQIRUP�WKH�SDUWLFLSDQWV¶�*HQHUDO�3UDFWLWLRQHUV��DQG�RU�DQ\�RWKHU�KHDOWK�RU�FDUH�SURIHVVLRQDO�UHVSRQVLEOH
IRU�WKHLU�FDUH��WKDW�WKH\�DUH�WDNLQJ�SDUW�LQ�WKH�VWXG\"

�<HV ����� �1R

,I�<HV��SOHDVH�HQFORVH�D�FRS\�RI�WKH�LQIRUPDWLRQ�VKHHW�OHWWHU�IRU�WKH�*3�KHDOWK�SURIHVVLRQDO�ZLWK�D�YHUVLRQ�QXPEHU�DQG�GDWH�

�38%/,&$7,21�$1'�',66(0,1$7,21

$����:LOO�WKH�UHVHDUFK�EH�UHJLVWHUHG�RQ�D�SXEOLF�GDWDEDVH"

�<HV ����� �1R

3OHDVH�JLYH�GHWDLOV��RU�MXVWLI\�LI�QRW�UHJLVWHULQJ�WKH�UHVHDUFK�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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1,+5�SRUWIROLR�DQG�UHVHDUFK�UHJLVWU\�FRP

5HJLVWUDWLRQ�RI�UHVHDUFK�VWXGLHV�LV�HQFRXUDJHG�ZKHUHYHU�SRVVLEOH�
<RX�PD\�EH�DEOH�WR�UHJLVWHU�\RXU�VWXG\�WKURXJK�\RXU�1+6�RUJDQLVDWLRQ�RU�D�UHJLVWHU�UXQ�E\�D�PHGLFDO�UHVHDUFK�FKDULW\�
RU�SXEOLVK�\RXU�SURWRFRO�WKURXJK�DQ�RSHQ�DFFHVV�SXEOLVKHU��,I�\RX�DUH�DZDUH�RI�D�VXLWDEOH�UHJLVWHU�RU�RWKHU�PHWKRG�RI
SXEOLFDWLRQ��SOHDVH�JLYH�GHWDLOV��,I�QRW��\RX�PD\�LQGLFDWH�WKDW�QR�VXLWDEOH�UHJLVWHU�H[LVWV��3OHDVH�HQVXUH�WKDW�\RX�KDYH
HQWHUHG�UHJLVWU\�UHIHUHQFH�QXPEHU�V��LQ�TXHVWLRQ�$����

$����+RZ�GR�\RX�LQWHQG�WR�UHSRUW�DQG�GLVVHPLQDWH�WKH�UHVXOWV�RI�WKH�VWXG\"7LFN�DV�DSSURSULDWH�

�3HHU�UHYLHZHG�VFLHQWLILF�MRXUQDOV

�,QWHUQDO�UHSRUW

�&RQIHUHQFH�SUHVHQWDWLRQ

�3XEOLFDWLRQ�RQ�ZHEVLWH

�2WKHU�SXEOLFDWLRQ

�6XEPLVVLRQ�WR�UHJXODWRU\�DXWKRULWLHV

�$FFHVV�WR�UDZ�GDWD�DQG�ULJKW�WR�SXEOLVK�IUHHO\�E\�DOO�LQYHVWLJDWRUV�LQ�VWXG\�RU�E\�,QGHSHQGHQW�6WHHULQJ�&RPPLWWHH
RQ�EHKDOI�RI�DOO�LQYHVWLJDWRUV

�1R�SODQV�WR�UHSRUW�RU�GLVVHPLQDWH�WKH�UHVXOWV

�2WKHU��SOHDVH�VSHFLI\�

$����,I�\RX�ZLOO�EH�XVLQJ�LGHQWLILDEOH�SHUVRQDO�GDWD��KRZ�ZLOO�\RX�HQVXUH�WKDW�DQRQ\PLW\�ZLOO�EH�PDLQWDLQHG�ZKHQ
SXEOLVKLQJ�WKH�UHVXOWV"

:H�ZLOO�WDNH�DOO�UHDVRQDEOH�VWHSV�WR�SVHXGRQ\PLVH�TXDOLWDWLYH�GDWD��UHPRYLQJ�FOHDUO\�LGHQWLILDEOH�LQIRUPDWLRQ�VXFK�DV
QDPHV�DQG�SODFHV����$V�VRPH�SDUWLFLSDQWV�PD\�KDYH�H[WUHPHO\�UDUH�FRQGLWLRQV�WKHVH�ZLOO�EH�UHSRUWHG�XQGHU�,&'��
KHDGLQJV�

$����+RZ�DQG�ZKHQ�ZLOO�\RX�LQIRUP�SDUWLFLSDQWV�RI�WKH�VWXG\�UHVXOWV"

,I�WKHUH�ZLOO�EH�QR�DUUDQJHPHQWV�LQ�SODFH�WR�LQIRUP�SDUWLFLSDQWV�SOHDVH�MXVWLI\�WKLV�
,W�LV�SRVVLEOH�WKDW�SDUWLFLSDWLQJ�FKLOGUHQ�ZLOO�KDYH�GLHG�EHIRUH�UHSRUWLQJ�DQG�WKH�UHVHDUFK�WHDP�ZLOO�QRW�EH�DZDUH�RI�WKLV���
:H�DUH�DOVR�FROOHFWLQJ�PLQLPDO�SDWLHQW�LGHQWLILDEOH�GDWD�VR�ZLOO�QRW�KDYH�DFFHVV�WR�DGGUHVVHV�HPDLO�GHWDLOV�IRU
GLVVHPLQDWLRQ����+RZHYHU��RXU�SDUWQHU�7RJHWKHU�IRU�6KRUW�/LYHV��OHDGLQJ�8.�FKDULW\�IRU�IDPLOLHV�ZLWK�FKLOGUHQ�ZLWK�OLIH�
OLPLWLQJ�FRQGLWLRQV��ZLOO�EH�VHQW�XSGDWHV�DQG�NH\�UHVXOWV�WR�SXEOLVK�LQ�WKHLU�QHZV�OHWWHU�WR�SDUHQWV�FDUHUV�RI�FKLOGUHQ�ZLWK
OLIH�OLPLWLQJ�FRQGLWLRQV�

����6FLHQWLILF�DQG�6WDWLVWLFDO�5HYLHZ

$����+RZ�KDV�WKH�VFLHQWLILF�TXDOLW\�RI�WKH�UHVHDUFK�EHHQ�DVVHVVHG"7LFN�DV�DSSURSULDWH�

�,QGHSHQGHQW�H[WHUQDO�UHYLHZ

�5HYLHZ�ZLWKLQ�D�FRPSDQ\

�5HYLHZ�ZLWKLQ�D�PXOWLíFHQWUH�UHVHDUFK�JURXS

�5HYLHZ�ZLWKLQ�WKH�&KLHI�,QYHVWLJDWRU
V�LQVWLWXWLRQ�RU�KRVW�RUJDQLVDWLRQ

�5HYLHZ�ZLWKLQ�WKH�UHVHDUFK�WHDP

�5HYLHZ�E\�HGXFDWLRQDO�VXSHUYLVRU

�2WKHU

-XVWLI\�DQG�GHVFULEH�WKH�UHYLHZ�SURFHVV�DQG�RXWFRPH��,I�WKH�UHYLHZ�KDV�EHHQ�XQGHUWDNHQ�EXW�QRW�VHHQ�E\�WKH
UHVHDUFKHU��JLYH�GHWDLOV�RI�WKH�ERG\�ZKLFK�KDV�XQGHUWDNHQ�WKH�UHYLHZ�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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7KLV�VWXG\�KDV�UHFHLYHG�FRPSHWLWLYH�IXQGLQJ�YLD��&RQVROLGDWRU�$ZDUG��IURP�WKH�(XURSHDQ�5HVHDUFK�&RXQFLO��(5&��
7KLV�LQYROYHG�D�IXOO�UHVHDUFK�JUDQW�DSSOLFDWLRQ��H[WHUQDO�SHHU�UHYLHZ��VKRUWOLVWLQJ��LQWHUYLHZ�ZLWK�D�SDQHO�LQ�%UXVVHOV��DQG
HWKLFDO�UHYLHZ�FRPPLVVLRQHG�E\�WKH�(5&����$OO�3K'�SURMHFWV�DUH�VXEMHFW�WR�WKRURXJK�UHYLHZ�DW�.LQJ
V�&ROOHJH�/RQGRQ�

)RU�DOO�VWXGLHV�H[FHSW�QRQ�GRFWRUDO�VWXGHQW�UHVHDUFK��SOHDVH�HQFORVH�D�FRS\�RI�DQ\�DYDLODEOH�VFLHQWLILF�FULWLTXH�UHSRUWV�
WRJHWKHU�ZLWK�DQ\�UHODWHG�FRUUHVSRQGHQFH�

)RU�QRQ�GRFWRUDO�VWXGHQW�UHVHDUFK��SOHDVH�HQFORVH�D�FRS\�RI�WKH�DVVHVVPHQW�IURP�\RXU�HGXFDWLRQDO�VXSHUYLVRU��LQVWLWXWLRQ�

$����+RZ�KDYH�WKH�VWDWLVWLFDO�DVSHFWV�RI�WKH�UHVHDUFK�EHHQ�UHYLHZHG"7LFN�DV�DSSURSULDWH�

�5HYLHZ�E\�LQGHSHQGHQW�VWDWLVWLFLDQ�FRPPLVVLRQHG�E\�IXQGHU�RU�VSRQVRU

�2WKHU�UHYLHZ�E\�LQGHSHQGHQW�VWDWLVWLFLDQ

�5HYLHZ�E\�FRPSDQ\�VWDWLVWLFLDQ

�5HYLHZ�E\�D�VWDWLVWLFLDQ�ZLWKLQ�WKH�&KLHI�,QYHVWLJDWRU¶V�LQVWLWXWLRQ

�5HYLHZ�E\�D�VWDWLVWLFLDQ�ZLWKLQ�WKH�UHVHDUFK�WHDP�RU�PXOWLíFHQWUH�JURXS

�5HYLHZ�E\�HGXFDWLRQDO�VXSHUYLVRU

�2WKHU�UHYLHZ�E\�LQGLYLGXDO�ZLWK�UHOHYDQW�VWDWLVWLFDO�H[SHUWLVH

�1R�UHYLHZ�QHFHVVDU\�DV�RQO\�IUHTXHQFLHV�DQG�DVVRFLDWLRQV�ZLOO�EH�DVVHVVHG�±�GHWDLOV�RI�VWDWLVWLFDO�LQSXW�QRW
UHTXLUHG

,Q�DOO�FDVHV�SOHDVH�JLYH�GHWDLOV�EHORZ�RI�WKH�LQGLYLGXDO�UHVSRQVLEOH�IRU�UHYLHZLQJ�WKH�VWDWLVWLFDO�DVSHFWV��,I�DGYLFH�KDV
EHHQ�SURYLGHG�LQ�FRQILGHQFH��JLYH�GHWDLOV�RI�WKH�GHSDUWPHQW�DQG�LQVWLWXWLRQ�FRQFHUQHG�

���� �

� 7LWOH��)RUHQDPH�,QLWLDOV��6XUQDPH
� �

'HSDUWPHQW
,QVWLWXWLRQ
:RUN�$GGUHVV
�
�
3RVW�&RGH
7HOHSKRQH
)D[
0RELOH
(�PDLO

3OHDVH�HQFORVH�D�FRS\�RI�DQ\�DYDLODEOH�FRPPHQWV�RU�UHSRUWV�IURP�D�VWDWLVWLFLDQ�

$����:KDW�LV�WKH�SULPDU\�RXWFRPH�PHDVXUH�IRU�WKH�VWXG\"

&RJQLWLYH�LQWHUYLHZV���1$�DV�TXDOLWDWLYH�

$����:KDW�DUH�WKH�VHFRQGDU\�RXWFRPH�PHDVXUHV"�LI�DQ\�

1$

$����:KDW�LV�WKH�VDPSOH�VL]H�IRU�WKH�UHVHDUFK"��+RZ�PDQ\�SDUWLFLSDQWV�VDPSOHV�GDWD�UHFRUGV�GR�\RX�SODQ�WR�VWXG\�LQ
WRWDO"�,I�WKHUH�LV�PRUH�WKDQ�RQH�JURXS��SOHDVH�JLYH�IXUWKHU�GHWDLOV�EHORZ�

7RWDO�8.�VDPSOH�VL]H� ���
7RWDO�LQWHUQDWLRQDO�VDPSOH�VL]H��LQFOXGLQJ�8.�� ���

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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7RWDO�LQ�(XURSHDQ�(FRQRPLF�$UHD� ���

)XUWKHU�GHWDLOV�

,W�LV�DQWLFLSDWHG�WKDW�WKHUH�ZLOO�EH���LQLWLDO�YHUVLRQV�RI�WKH�&�326��DSSUR[LPDWHO\�����\HDUV�������\HDUV��������\HDUV�DQG
D�SDUHQW�FDUHU�YHUVLRQ��EXW�WKLV�ZLOO�EH�JXLGHG�E\�SUHYLRXV�UHVHDUFK��7KHUH�ZLOO�EH�DW�OHDVW���SDUWLFLSDQWV�SHU�YHUVLRQ�LQ
WKH�FRJQLWLYH�LQWHUYLHZ�VWXG\����7KH�DFWXDO�QXPEHU�RI�SDUWLFLSDQWV�ZLOO�GHSHQG�RQ�KRZ�PDQ\�FKDQJHV�QHHG�WR�EH�PDGH
WR�&�326�DIWHU�HDFK�URXQG�RI�LQWHUYLHZV�

$����+RZ�ZDV�WKH�VDPSOH�VL]H�GHFLGHG�XSRQ"��,I�D�IRUPDO�VDPSOH�VL]H�FDOFXODWLRQ�ZDV�XVHG��LQGLFDWH�KRZ�WKLV�ZDV�GRQH�
JLYLQJ�VXIILFLHQW�LQIRUPDWLRQ�WR�MXVWLI\�DQG�UHSURGXFH�WKH�FDOFXODWLRQ�

7KH�VDPSOH�VL]HV�ZHUH�GHFLGHG�XSRQ�E\�IROORZLQJ�DFFHSWHG�JXLGDQFH�RQ�GHYHORSLQJ�SDWLHQW�UHSRUWHG�RXWFRPH
PHDVXUHV�SXEOLVKHG�E\�WKH�&260,1��&2QVHQVXV�EDVHG�6WDQGDUGV�IRU�WKH�VHOHFWLRQ�RI�KHDOWK�0HDVXUHPHQW
,QVWUXPHQWV��JURXS�

$����:LOO�SDUWLFLSDQWV�EH�DOORFDWHG�WR�JURXSV�DW�UDQGRP"

�<HV ����� �1R

$����3OHDVH�GHVFULEH�WKH�PHWKRGV�RI�DQDO\VLV��VWDWLVWLFDO�RU�RWKHU�DSSURSULDWH�PHWKRGV��H�J��IRU�TXDOLWDWLYH�UHVHDUFK��E\
ZKLFK�WKH�GDWD�ZLOO�EH�HYDOXDWHG�WR�PHHW�WKH�VWXG\�REMHFWLYHV�

$XGLR�UHFRUGLQJV�RI�WKH�LQWHUYLHZV�ZLOO�EH�OLVWHQHG�WR�E\�WZR�PHPEHUV�RI�WKH�UHVHDUFK�WHDP����7KH�FRPSOHWHG�&�326
PHDVXUH�ZLOO�EH�UHDG�DORQJVLGH�WKLV�DQG�LQWHUYLHZ�QRWH�WHPSODWHV�UHYLHZHG����'DWD�ZLOO�EH�WDEXODWHG�LQ�([FHO�E\
SDUWLFLSDQW�DQG�LWHP����7KLV�ZLOO�EH�UHYLHZHG�E\�WKH�UHVHDUFK�WHDP�DIWHU�IRXU�LQWHUYLHZV�KDYH�EHHQ�FRQGXFWHG�IRU�HDFK�&�
326�YHUVLRQ��FKLOG�DQG�SDUHQW�SUR[\�YHUVLRQV���&RQVHQVXV�ZLOO�EH�UHDFKHG�RQ�ZKHWKHU�FKDQJHV�WR�YHUVLRQ���RI�WKH�&�
326�QHHG�WR�EH�PDGH����,I�FKDQJHV�DUH�PDGH��WKH�QHZ�YHUVLRQ�ZLOO�WKHQ�EH�SLORWHG�ZLWK�DQRWKHU�WKUHH�SDUWLFLSDQWV�IURP
HDFK�FRKRUW�DQG�DQDO\VHG�LQ�WKH�VDPH�PDQQHU����'HPRJUDSKLF�GDWD�ZLOO�EH�SUHVHQWHG�XVLQJ�GHVFULSWLYH�VWDWLVWLFV����,I
WKH�UHVHDUFK�WHDP�IHHO�WKHUH�LV�VXIILFLHQWO\�ULFK�GDWD�LQ�WKH�LQWHUYLHZV��WKH\�ZLOO�EH�WUDQVFULEHG�DQG�DQDO\VHG�XVLQJ
IUDPHZRUN�DQDO\VLV�

����0$1$*(0(17�2)�7+(�5(6($5&+

$����2WKHU�NH\�LQYHVWLJDWRUV�FROODERUDWRUV��3OHDVH�LQFOXGH�DOO�JUDQW�FRíDSSOLFDQWV��SURWRFRO�FRíDXWKRUV�DQG�RWKHU�NH\
PHPEHUV�RI�WKH�&KLHI�,QYHVWLJDWRU¶V�WHDP��LQFOXGLQJ�QRQ�GRFWRUDO�VWXGHQW�UHVHDUFKHUV�

�

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� 0\UD � %OXHERQG�/DQJQHU

3RVW 7UXH�&RORXUV�&KDLU�LQ�3DOOLDWLYH�&DUH�IRU�&KLOGUHQ�DQG�<RXQJ�3HRSOH
4XDOLILFDWLRQV %$�0$�3K'
(PSOR\HU 8QLYHUVLW\�&ROOHJH�/RQGRQ
:RUN�$GGUHVV ,QVWLWXWH�IRU�&KLOG�+HDOWK
� ���*XLOGIRUG�6WUHHW
�
3RVW�&RGH :&�1��(+
7HOHSKRQH �����������
)D[
0RELOH
:RUN�(PDLO EOXHERQG#XFO�DF�XN

�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� ,UHQH�- � +LJJLQVRQ

3RVW 3URIHVVRU�RI�3DOOLDWLYH�&DUH�DQG�3ROLF\
4XDOLILFDWLRQV %0HG6FL�06F�3K'�)0HG6FL
(PSOR\HU .LQJ
V�&ROOHJH�/RQGRQ
:RUN�$GGUHVV &LFHO\�6DXQGHUV�,QVWLWXWH
� %HVVHPHU�5RDG
� /RQGRQ
3RVW�&RGH 6(���3-
7HOHSKRQH �����������
)D[
0RELOH
:RUN�(PDLO LUHQH�KLJJLQVRQ#NFO�DF�XN

�

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� /RUQD � )UDVHU

3RVW 'LUHFWRU�RI�WKH�0DUWLQ�+RXVH�5HVHDUFK�&HQWUH
4XDOLILFDWLRQV 3*&$3��3K'��00HG6FL��06F��05&3&+��0%&K%
(PSOR\HU 8QLYHUVLW\�RI�<RUN
:RUN�$GGUHVV 'HSDUWPHQW�RI�+HDOWK�6FLHQFHV��$UHD���6HHERKP�5RZQWUHH�%XLOGLQJ
� +HVOLQJWRQ
� <RUN
3RVW�&RGH
7HOHSKRQH �����������
)D[
0RELOH
:RUN�(PDLO ORUQD�IUDVHU#\RUN�DF�XN

�

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� %REELH � )DUVLGHV

3RVW 3URIHVVRU�RI�&OLQLFDO�DQG�%LRPHGLFDO�(WKLFV
4XDOLILFDWLRQV %$�3K'
(PSOR\HU 6XVVH[�8QLYHUVLW\
:RUN�$GGUHVV 0HGLFDO�7HDFKLQJ�%XLOGLQJ�����
� %ULJKWRQ�DQG�6XVVH[�0HGLFDO�6FKRRO
�
3RVW�&RGH %1���3;
7HOHSKRQH �����������
)D[
0RELOH
:RUN�(PDLO E�IDUVLGHV#VXVVH[�DF�XN

�

� 7LWOH ��)RUHQDPH�,QLWLDOV��6XUQDPH
3URIHVVRU� )0 � 0XUWDJK

3RVW 3URIHVVRU�RI�3DOOLDWLYH�0HGLFLQH
4XDOLILFDWLRQV %0HG6FL�06F�3K'
(PSOR\HU +XOO�<RUN�0HGLFDO�6FKRRO
:RUN�$GGUHVV $OOXP�0HGLFDO�%XLOGLQJ
� 8QLYHUVLW\�RI�+XOO
� +XOO

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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3RVW�&RGH +8���5;
7HOHSKRQH �����������
)D[
0RELOH
:RUN�(PDLO IOLVV�PXUWDJK#K\PV�DF�XN

�$����'HWDLOV�RI�UHVHDUFK�VSRQVRU�V�

$������6SRQVRU

/HDG�6SRQVRU

6WDWXV� �1+6�RU�+6&�FDUH�RUJDQLVDWLRQ

�$FDGHPLF

�3KDUPDFHXWLFDO�LQGXVWU\

�0HGLFDO�GHYLFH�LQGXVWU\

�/RFDO�$XWKRULW\

�2WKHU�VRFLDO�FDUH�SURYLGHU��LQFOXGLQJ�YROXQWDU\�VHFWRU�RU�SULYDWH
RUJDQLVDWLRQ�

�2WKHU

,I�2WKHU��SOHDVH�VSHFLI\���

��&RPPHUFLDO�VWDWXV��� �1RQ�
&RPPHUFLDO

&RQWDFW�SHUVRQ
�

1DPH�RI�RUJDQLVDWLRQ .LQJ
V�&ROOHJH�/RQGRQ
*LYHQ�QDPH 5H]D
)DPLO\�QDPH 5D]DYL

$GGUHVV 'LUHFWRU�RI�5HVHDUFK�0DQDJHPHQW�DQG�$GPLQLVWUDWLRQ��+HDOWK�6FKRROV��������-&0%����
:DWHUORR�5RDG

7RZQ�FLW\ /RQGRQ
3RVW�FRGH 6(���:$

&RXQWU\ �8QLWHG�.LQJGRP

7HOHSKRQH �����������
)D[
(�PDLO UH]D�UD]DYL#NFO�DF�XN

&R�6SRQVRU

6WDWXV� �1+6�RU�+6&�FDUH�RUJDQLVDWLRQ

�$FDGHPLF

�3KDUPDFHXWLFDO�LQGXVWU\

�0HGLFDO�GHYLFH�LQGXVWU\

�/RFDO�$XWKRULW\

�2WKHU�VRFLDO�FDUH�SURYLGHU��LQFOXGLQJ�YROXQWDU\�VHFWRU�RU�SULYDWH
RUJDQLVDWLRQ�

��&RPPHUFLDO�VWDWXV��� �

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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�2WKHU

,I�2WKHU��SOHDVH�VSHFLI\���

&RQWDFW�SHUVRQ
�

1DPH�RI�RUJDQLVDWLRQ *677
*LYHQ�QDPH 5DFKHO
)DPLO\�QDPH )D\

$GGUHVV *X\
V�	�6W�7KRPDV
�)RXQGDWLRQ�1+6�7UXVW�5	'�'HSDUWPHQW�����WK�)ORRU��7RZHU�:LQJ�
*UHDW�0D]H�SRQG

7RZQ�FLW\ /RQGRQ
3RVW�FRGH 6(���57

&RXQWU\ �8QLWHG�.LQJGRP

7HOHSKRQH �����������
)D[ �����������
(�PDLO 5	'#JVWW�QKV�XN

$������3OHDVH�H[SODLQ�KRZ�WKH�UHVSRQVLELOLWLHV�RI�VSRQVRUVKLS�ZLOO�EH�DVVLJQHG�EHWZHHQ�WKH�FR�VSRQVRUV�OLVWHG�LQ�$����

7KH�OHDG�VSRQVRU��.LQJ
V�&ROOHJH�/RQGRQ��ZLOO�WDNH�SULPDU\�UHVSRQVLELOLW\�IRU�HQVXULQJ�WKDW�WKH�GHVLJQ�RI�WKH�VWXG\
PHHWV�DSSURSULDWH�VWDQGDUGV�DQG�WKDW�DUUDQJHPHQWV�DUH�LQ�SODFH�WR�HQVXUH�DSSURSULDWH�FRQGXFW�DQG�UHSRUWLQJ��.LQJ
V
&ROOHJH�/RQGRQ�DOVR�SURYLGHV�FRYHU�XQGHU�LWV�1R�)DXOW�&RPSHQVDWLRQ�,QVXUDQFH��ZKLFK�SURYLGHV�IRU�SD\PHQW�RI
GDPDJHV�RU�FRPSHQVDWLRQ�LQ�UHVSHFW�RI�DQ\�FODLP�PDGH�E\�D�UHVHDUFK�VXEMHFW�IRU�ERGLO\�LQMXU\�DULVLQJ�RXW�RI
SDUWLFLSDWLRQ�LQ�D�FOLQLFDO�WULDO�RU�KHDOWK\�YROXQWHHU�VWXG\��ZLWK�FHUWDLQ�UHVWULFWLRQV���7KH�FR�VSRQVRU��*X\
V�	�6W�7KRPDV

)RXQGDWLRQ�1+6�7UXVW��WDNH�XOWLPDWH�UHVSRQVLELOLW\�IRU�DUUDQJLQJ�WKH�LQLWLDWLRQ�DQG�PDQDJHPHQW�RI�WKLV�UHVHDUFK��DQG
ZLOO�WDNH�UHVSRQVLELOLW\�IRU�HQVXULQJ�WKDW�DSSURSULDWH�VWDQGDUGV��FRQGXFW�DQG�UHSRUWLQJ�DUH�DGKHUHG�WR�UHJDUGLQJ�LWV
IDFLOLWLHV�DQG�VWDII�LQYROYHG�ZLWK�WKH�SURMHFW�

$����+DV�H[WHUQDO�IXQGLQJ�IRU�WKH�UHVHDUFK�EHHQ�VHFXUHG"

3OHDVH�WLFN�DW�OHDVW�RQH�FKHFN�ER[�

�)XQGLQJ�VHFXUHG�IURP�RQH�RU�PRUH�IXQGHUV

�([WHUQDO�IXQGLQJ�DSSOLFDWLRQ�WR�RQH�RU�PRUH�IXQGHUV�LQ�SURJUHVV

�1R�DSSOLFDWLRQ�IRU�H[WHUQDO�IXQGLQJ�ZLOO�EH�PDGH

:KDW�W\SH�RI�UHVHDUFK�SURMHFW�LV�WKLV"

�6WDQGDORQH�SURMHFW

�3URMHFW�WKDW�LV�SDUW�RI�D�SURJUDPPH�JUDQW

�3URMHFW�WKDW�LV�SDUW�RI�D�&HQWUH�JUDQW

�3URMHFW�WKDW�LV�SDUW�RI�D�IHOORZVKLS��SHUVRQDO�DZDUG��UHVHDUFK�WUDLQLQJ�DZDUG

�2WKHU

2WKHU�±�SOHDVH�VWDWH��

3OHDVH�JLYH�GHWDLOV�RI�IXQGLQJ�DSSOLFDWLRQV�

�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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2UJDQLVDWLRQ (XURSHDQ�5HVHDUFK�&RXQFLO
$GGUHVV (XURSHDQ�&RPPLVVLRQ
� (5&�([HFXWLYH�$JHQF\
� &29��%UXVVHOV
3RVW�&RGH %(�����
7HOHSKRQH
)D[
0RELOH
(PDLO

)XQGLQJ�$SSOLFDWLRQ�6WDWXV� �6HFXUHG �,Q�SURJUHVV

$PRXQW� ���P�(XURV�
�
'XUDWLRQ �
<HDUV� �
0RQWKV� �

,I�DSSOLFDEOH��SOHDVH�VSHFLI\�WKH�SURJUDPPH��IXQGLQJ�VWUHDP�

:KDW�LV�WKH�IXQGLQJ�VWUHDP��SURJUDPPH�IRU�WKLV�UHVHDUFK�SURMHFW"
&RQVROLGDWRU�$ZDUG��

$����+DV�UHVSRQVLELOLW\�IRU�DQ\�VSHFLILF�UHVHDUFK�DFWLYLWLHV�RU�SURFHGXUHV�EHHQ�GHOHJDWHG�WR�D�VXEFRQWUDFWRU��RWKHU
WKDQ�D�FR�VSRQVRU�OLVWHG�LQ�$������"��3OHDVH�JLYH�GHWDLOV�RI�VXEFRQWUDFWRUV�LI�DSSOLFDEOH�

�<HV ����� �1R

$����+DV�WKLV�RU�D�VLPLODU�DSSOLFDWLRQ�EHHQ�SUHYLRXVO\�UHMHFWHG�E\�D�5HVHDUFK�(WKLFV�&RPPLWWHH�LQ�WKH�8.�RU�DQRWKHU
FRXQWU\"

�<HV ����� �1R

3OHDVH�SURYLGH�D�FRS\�RI�WKH�XQIDYRXUDEOH�RSLQLRQ�OHWWHU�V���<RX�VKRXOG�H[SODLQ�LQ�\RXU�DQVZHU�WR�TXHVWLRQ�$����KRZ�WKH
UHDVRQV�IRU�WKH�XQIDYRXUDEOH�RSLQLRQ�KDYH�EHHQ�DGGUHVVHG�LQ�WKLV�DSSOLFDWLRQ�

$������*LYH�GHWDLOV�RI�WKH�OHDG�1+6�5	'�FRQWDFW�IRU�WKLV�UHVHDUFK�

���� �

� 7LWOH��)RUHQDPH�,QLWLDOV��6XUQDPH
0V � 5DFKHO � )D\

2UJDQLVDWLRQ *X\
V�	�6W�7KRPDV
�)RXQGDWLRQ�1+6�7UXVW
$GGUHVV 5�DQG�'�GHSDUWPHQW����WK�)ORRU��7RZHU�:LQJ��*UHDW�0D]H�3RQG�
� /RQGRQ
�
3RVW�&RGH 6(���57
:RUN�(PDLO 5	'#JVWW�QKV�XN
7HOHSKRQH �����������
)D[ �����������
0RELOH

'HWDLOV�FDQ�EH�REWDLQHG�IURP�WKH�1+6�5	'�)RUXP�ZHEVLWH��KWWS���ZZZ�UGIRUXP�QKV�XN

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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Appendix J Ethics application, approval and amendments for cognitive interview 
study 

 356 

$������6HOHFW�/RFDO�&OLQLFDO�5HVHDUFK�1HWZRUN�IRU�1+6�2UJDQLVDWLRQ�LGHQWLILHG�LQ�$�����

�6RXWK�/RQGRQ

)RU�PRUH�LQIRUPDWLRQ��SOHDVH�UHIHU�WR�WKH�TXHVWLRQ�VSHFLILF�JXLGDQFH�

$������+RZ�ORQJ�GR�\RX�H[SHFW�WKH�VWXG\�WR�ODVW�LQ�WKH�8."

3ODQQHG�VWDUW�GDWH� ����������
3ODQQHG�HQG�GDWH� ����������
7RWDO�GXUDWLRQ� �

<HDUV� �� 0RQWKV� ��� 'D\V� ���

$������,V�WKLV�VWXG\"

�6LQJOH�FHQWUH

�0XOWLFHQWUH

$������:KHUH�ZLOO�WKH�UHVHDUFK�WDNH�SODFH"��7LFN�DV�DSSURSULDWH�

� (QJODQG

� 6FRWODQG

� :DOHV

� 1RUWKHUQ�,UHODQG

� 2WKHU�FRXQWULHV�LQ�(XURSHDQ�(FRQRPLF�$UHD

7RWDO�8.�VLWHV�LQ�VWXG\��

'RHV�WKLV�WULDO�LQYROYH�FRXQWULHV�RXWVLGH�WKH�(8"
�<HV ����� �1R

$����:KLFK�RUJDQLVDWLRQV�LQ�WKH�8.�ZLOO�KRVW�WKH�UHVHDUFK"3OHDVH�LQGLFDWH�WKH�W\SH�RI�RUJDQLVDWLRQ�E\�WLFNLQJ�WKH�ER[�DQG
JLYH�DSSUR[LPDWH�QXPEHUV�LI�NQRZQ�

�1+6�RUJDQLVDWLRQV�LQ�(QJODQG ��

�1+6�RUJDQLVDWLRQV�LQ�:DOHV �

�1+6�RUJDQLVDWLRQV�LQ�6FRWODQG �

�+6&�RUJDQLVDWLRQV�LQ�1RUWKHUQ�,UHODQG �

�*3�SUDFWLFHV�LQ�(QJODQG �

�*3�SUDFWLFHV�LQ�:DOHV �

�*3�SUDFWLFHV�LQ�6FRWODQG �

�*3�SUDFWLFHV�LQ�1RUWKHUQ�,UHODQG �

�-RLQW�KHDOWK�DQG�VRFLDO�FDUH�DJHQFLHV��HJ
FRPPXQLW\�PHQWDO�KHDOWK�WHDPV�

�

�/RFDO�DXWKRULWLHV �

�3KDVH���WULDO�XQLWV �

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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�3ULVRQ�HVWDEOLVKPHQWV �

�3UREDWLRQ�DUHDV �

�,QGHSHQGHQW��SULYDWH�RU�YROXQWDU\�VHFWRU�
RUJDQLVDWLRQV

��

�(GXFDWLRQDO�HVWDEOLVKPHQWV �

�,QGHSHQGHQW�UHVHDUFK�XQLWV �

�2WKHU��JLYH�GHWDLOV� �

��
7RWDO�8.�VLWHV�LQ�VWXG\� �

$������:LOO�SRWHQWLDO�SDUWLFLSDQWV�EH�LGHQWLILHG�WKURXJK�DQ\�RUJDQLVDWLRQV�RWKHU�WKDQ�WKH�UHVHDUFK�VLWHV�OLVWHG�DERYH"

�<HV ����� �1R

$������,I�\HV��ZLOO�DQ\�RI�WKHVH�RUJDQLVDWLRQV�EH�1+6�RUJDQLVDWLRQV"

�<HV ����� �1R

,I�\HV��GHWDLOV�VKRXOG�EH�JLYHQ�LQ�3DUW�&�

$����:KDW�DUUDQJHPHQWV�DUH�LQ�SODFH�IRU�PRQLWRULQJ�DQG�DXGLWLQJ�WKH�FRQGXFW�RI�WKH�UHVHDUFK"

7KH�&KLHI�,QYHVWLJDWRU�ZLOO�EH�UHVSRQVLEOH�IRU�WKH�RQJRLQJ�PDQDJHPHQW�RI�WKH�VWXG\����7KH�6SRQVRU�ZLOO�PRQLWRU�DQG
FRQGXFW�DXGLWV�RQ�D�VHOHFWLRQ�RI�VWXGLHV�LQ�LWV�FOLQLFDO�UHVHDUFK�SRUWIROLR��0RQLWRULQJ�DQG�DXGLWLQJ�ZLOO�EH�FRQGXFWHG�LQ
DFFRUGDQFH�ZLWK�WKH�8.�3ROLF\�)UDPHZRUN�IRU�+HDOWK�DQG�6RFLDO�&DUH������DQG�LQ�DFFRUGDQFH�ZLWK�WKH�6SRQVRU¶V
PRQLWRULQJ�DQG�DXGLW�SURFHGXUHV

�$����,QVXUDQFH��LQGHPQLW\�WR�PHHW�SRWHQWLDO�OHJDO�OLDELOLWLHV��

�1RWH��LQ�WKLV�TXHVWLRQ�WR�1+6�LQGHPQLW\�VFKHPHV�LQFOXGH�HTXLYDOHQW�VFKHPHV�SURYLGHG�E\�+HDOWK�DQG�6RFLDO�&DUH
�+6&��LQ�1RUWKHUQ�,UHODQG

$������:KDW�DUUDQJHPHQWV�ZLOO�EH�PDGH�IRU�LQVXUDQFH�DQG�RU�LQGHPQLW\�WR�PHHW�WKH�SRWHQWLDO�OHJDO�OLDELOLW\�RI�WKH
VSRQVRU�V��IRU�KDUP�WR�SDUWLFLSDQWV�DULVLQJ�IURP�WKH�PDQDJHPHQW�RI�WKH�UHVHDUFK"��3OHDVH�WLFN�ER[�HV��DV�DSSOLFDEOH�

1RWH��:KHUH�D�1+6�RUJDQLVDWLRQ�KDV�DJUHHG�WR�DFW�DV�VSRQVRU�RU�FR�VSRQVRU��LQGHPQLW\�LV�SURYLGHG�WKURXJK�1+6�VFKHPHV�
,QGLFDWH�LI�WKLV�DSSOLHV��WKHUH�LV�QR�QHHG�WR�SURYLGH�GRFXPHQWDU\�HYLGHQFH���)RU�DOO�RWKHU�VSRQVRUV��SOHDVH�GHVFULEH�WKH
DUUDQJHPHQWV�DQG�SURYLGH�HYLGHQFH�

�1+6�LQGHPQLW\�VFKHPH�ZLOO�DSSO\��1+6�VSRQVRUV�RQO\�

�2WKHU�LQVXUDQFH�RU�LQGHPQLW\�DUUDQJHPHQWV�ZLOO�DSSO\��JLYH�GHWDLOV�EHORZ�

3OHDVH�HQFORVH�D�FRS\�RI�UHOHYDQW�GRFXPHQWV�

$������:KDW�DUUDQJHPHQWV�ZLOO�EH�PDGH�IRU�LQVXUDQFH�DQG��RU�LQGHPQLW\�WR�PHHW�WKH�SRWHQWLDO�OHJDO�OLDELOLW\�RI�WKH
VSRQVRU�V��RU�HPSOR\HU�V��IRU�KDUP�WR�SDUWLFLSDQWV�DULVLQJ�IURP�WKH�GHVLJQ�RI�WKH�UHVHDUFK"��3OHDVH�WLFN�ER[�HV��DV
DSSOLFDEOH�

1RWH��:KHUH�UHVHDUFKHUV�ZLWK�VXEVWDQWLYH�1+6�HPSOR\PHQW�FRQWUDFWV�KDYH�GHVLJQHG�WKH�UHVHDUFK��LQGHPQLW\�LV�SURYLGHG
WKURXJK�1+6�VFKHPHV��,QGLFDWH�LI�WKLV�DSSOLHV��WKHUH�LV�QR�QHHG�WR�SURYLGH�GRFXPHQWDU\�HYLGHQFH���)RU�RWKHU�SURWRFRO
DXWKRUV��H�J��FRPSDQ\�HPSOR\HHV��XQLYHUVLW\�PHPEHUV���SOHDVH�GHVFULEH�WKH�DUUDQJHPHQWV�DQG�SURYLGH�HYLGHQFH�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����
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�1+6�LQGHPQLW\�VFKHPH�ZLOO�DSSO\��SURWRFRO�DXWKRUV�ZLWK�1+6�FRQWUDFWV�RQO\�

�2WKHU�LQVXUDQFH�RU�LQGHPQLW\�DUUDQJHPHQWV�ZLOO�DSSO\��JLYH�GHWDLOV�EHORZ�

.LQJ
V�&ROOHJH�/RQGRQ�LQGHPQLW\�DSSOLHV�

3OHDVH�HQFORVH�D�FRS\�RI�UHOHYDQW�GRFXPHQWV�

$������:KDW�DUUDQJHPHQWV�ZLOO�EH�PDGH�IRU�LQVXUDQFH�DQG��RU�LQGHPQLW\�WR�PHHW�WKH�SRWHQWLDO�OHJDO�OLDELOLW\�RI
LQYHVWLJDWRUV�FROODERUDWRUV�DULVLQJ�IURP�KDUP�WR�SDUWLFLSDQWV�LQ�WKH�FRQGXFW�RI�WKH�UHVHDUFK"�

1RWH��:KHUH�WKH�SDUWLFLSDQWV�DUH�1+6�SDWLHQWV��LQGHPQLW\�LV�SURYLGHG�WKURXJK�WKH�1+6�VFKHPHV�RU�WKURXJK�SURIHVVLRQDO
LQGHPQLW\��,QGLFDWH�LI�WKLV�DSSOLHV�WR�WKH�ZKROH�VWXG\��WKHUH�LV�QR�QHHG�WR�SURYLGH�GRFXPHQWDU\�HYLGHQFH���:KHUH�QRQ�1+6
VLWHV�DUH�WR�EH�LQFOXGHG�LQ�WKH�UHVHDUFK��LQFOXGLQJ�SULYDWH�SUDFWLFHV��SOHDVH�GHVFULEH�WKH�DUUDQJHPHQWV�ZKLFK�ZLOO�EH�PDGH�DW
WKHVH�VLWHV�DQG�SURYLGH�HYLGHQFH�

�1+6�LQGHPQLW\�VFKHPH�RU�SURIHVVLRQDO�LQGHPQLW\�ZLOO�DSSO\��SDUWLFLSDQWV�UHFUXLWHG�DW�1+6�VLWHV�RQO\�

�5HVHDUFK�LQFOXGHV�QRQ�1+6�VLWHV��JLYH�GHWDLOV�RI�LQVXUDQFH��LQGHPQLW\�DUUDQJHPHQWV�IRU�WKHVH�VLWHV�EHORZ�

5HVHDUFK�LQFOXGHV�QRQ�1+6�VLWHV�DV�3,&�VLWHV�RQO\�

3OHDVH�HQFORVH�D�FRS\�RI�UHOHYDQW�GRFXPHQWV�

$����&RXOG�WKH�UHVHDUFK�OHDG�WR�WKH�GHYHORSPHQW�RI�D�QHZ�SURGXFW�SURFHVV�RU�WKH�JHQHUDWLRQ�RI�LQWHOOHFWXDO�SURSHUW\"

�<HV �1R �1RW�VXUH

�3$57�%��6HFWLRQ�����&KLOGUHQ

���3OHDVH�VSHFLI\�WKH�SRWHQWLDO�DJH�UDQJH�RI�FKLOGUHQ�XQGHU����ZKR�ZLOO�EH�LQFOXGHG�DQG�JLYH�UHDVRQV�IRU�FDUU\LQJ�RXW�WKH
UHVHDUFK�LQ�WKLV�DJH�JURXS�

�����\HDUV����7KH�&�326�LV�EHLQJ�GHYHORSHG�IRU�FKLOGUHQ�IURP��������\HDUV�DQG�WKHUHIRUH�QHHGV�WR�EH�FRJQLWLYHO\�WHVWHG
ZLWK�WKHP�WR�HQVXUH�WKDW�WKH\�XQGHUVWDQG�WKH�TXHVWLRQV�DQG�UHVSRQVH�IRUPDW�DV�LQWHQGHG�

���,QGLFDWH�ZKHWKHU�DQ\�FKLOGUHQ�XQGHU����ZLOO�EH�UHFUXLWHG�DV�FRQWUROV�DQG�JLYH�IXUWKHU�GHWDLOV�

1$

�����3OHDVH�GHVFULEH�WKH�DUUDQJHPHQWV�IRU�VHHNLQJ�LQIRUPHG�FRQVHQW�IURP�D�SHUVRQ�ZLWK�SDUHQWDO�UHVSRQVLELOLW\�DQG�RU
IURP�FKLOGUHQ�DEOH�WR�JLYH�FRQVHQW�IRU�WKHPVHOYHV�

&KLOGUHQ�DQG�\RXQJ�SHRSOH�ZLOO��IROORZLQJ�DSSURYDO�E\�WKHLU�SDUHQW�FDUHJLYHU��KDYH�WKH�VWXG\�H[SODLQHG�WR�WKHP�LQ
DSSURSULDWH�ODQJXDJH��IROORZLQJ�SULRU�JXLGDQFH�IURP�WKH�SDUHQW�FDUHJLYHU�RQ�WKH�WLPLQJ�DQG�PDQQHU�IRU�RSWLPDO
FRPSUHKHQVLRQ�DQG�PRVW�FOHDU�H[SODQDWLRQ�RI�WKH�PHDQLQJ�RI�SDUWLFLSDWLRQ��7KRVH����\HDUV�DQG�RYHU�ZLOO�EH�DVNHG�WR
JLYH�WKHLU�RZQ�ZULWWHQ�FRQVHQW�
$�SRWHQWLDO�SDUWLFLSDQW�ZLWK�OLPLWHG�DELOLW\�WR�LQGLFDWH�ZULWWHQ�FRQVHQW�RQ�WKH�IRUP�PD\�JLYH�YHUEDO�FRQVHQW�LQ�WKH
SUHVHQFH�RI�WKHLU�SDUHQW�FDUHJLYHU��ZKR�ZLOO�VLJQ�DORQJVLGH�WKH�UHVHDUFKHU�VLJQDWXUH�DV�ZLWQHVVHV�WR�WKDW�FRQVHQW��

3DUHQWV�ZLOO�EH�UHTXLUHG�WR�SURYLGH�ZULWWHQ�FRQVHQW�IRU�WKHLU�FKLOG¶V�SDUWLFLSDWLRQ�XS�WR�DQG�LQFOXGLQJ�WKH�DJH�RI�����DQG
WKH�FKLOG�ZLOO�SURYLGH�D�VWDWHPHQW�RI�LQIRUPHG�YROXQWDU\�SDUWLFLSDWLRQ�SHUPLVVLRQ��)URP�DJH�������WKH�\RXQJ�SHUVRQ
PD\�JLYH�ZULWWHQ�FRQVHQW�LI�WKHLU�WUHDWLQJ�FOLQLFLDQ�EHOLHYHV�WKDW�WKH�LQGLYLGXDO�KDV�VXIILFLHQW�XQGHUVWDQGLQJ�DQG�FDQ�JLYH
IXOO�FRQVHQW�LQGHSHQGHQW�RI�WKHLU�SDUHQWV�FDUHJLYHUV�

���,I�\RX�LQWHQG�WR�SURYLGH�FKLOGUHQ�XQGHU����ZLWK�LQIRUPDWLRQ�DERXW�WKH�UHVHDUFK�DQG�VHHN�WKHLU�FRQVHQW�RU�DJUHHPHQW�
SOHDVH�RXWOLQH�KRZ�WKLV�SURFHVV�ZLOO�YDU\�DFFRUGLQJ�WR�WKHLU�DJH�DQG�OHYHO�RI�XQGHUVWDQGLQJ�
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3OHDVH�VHH�����DERYH����:H�KDYH�GHYHORSHG�DJH�DSSURSULDWH�LQIRUPDWLRQ�VKHHWV�IRU�FKLOGUHQ�H[SODLQLQJ�WKH�VWXG\�DQG
ZKDW�ZLOO�EH�H[SHFWHG�RI�WKHP�

&RSLHV�RI�ZULWWHQ�LQIRUPDWLRQ�VKHHW�V��IRU�SDUHQWV�DQG�FKLOGUHQ��FRQVHQW�DVVHQW�IRUP�V��DQG�DQ\�RWKHU�H[SODQDWRU\�PDWHULDO
VKRXOG�EH�HQFORVHG�ZLWK�WKH�DSSOLFDWLRQ�
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3OHDVH�VHH�����DERYH����:H�KDYH�GHYHORSHG�DJH�DSSURSULDWH�LQIRUPDWLRQ�VKHHWV�IRU�FKLOGUHQ�H[SODLQLQJ�WKH�VWXG\�DQG
ZKDW�ZLOO�EH�H[SHFWHG�RI�WKHP�

&RSLHV�RI�ZULWWHQ�LQIRUPDWLRQ�VKHHW�V��IRU�SDUHQWV�DQG�FKLOGUHQ��FRQVHQW�DVVHQW�IRUP�V��DQG�DQ\�RWKHU�H[SODQDWRU\�PDWHULDO
VKRXOG�EH�HQFORVHG�ZLWK�WKH�DSSOLFDWLRQ�

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������



Appendix J Ethics application, approval and amendments for cognitive interview 
study 

 361 

�3$57�&��2YHUYLHZ�RI�UHVHDUFK�VLWHV

3OHDVH�HQWHU�GHWDLOV�RI�WKH�KRVW�RUJDQLVDWLRQV��/RFDO�$XWKRULW\��1+6�RU�RWKHU��LQ�WKH�8.�WKDW�ZLOO�EH�UHVSRQVLEOH�IRU�WKH
UHVHDUFK�VLWHV����)RU�IXUWKHU�LQIRUPDWLRQ�SOHDVH�UHIHU�WR�JXLGDQFH�

,QYHVWLJDWRU
LGHQWLILHU 5HVHDUFK�VLWH ,QYHVWLJDWRU�1DPH

,1�
�1+6�+6&�6LWH

�1RQ�1+6�+6&�6LWH

�
2UJDQLVDWLRQ
QDPH

/(('6�7($&+,1*�+263,7$/6
1+6�75867

$GGUHVV 67��-$0(6
6�81,9(56,7<
+263,7$/

� %(&.(77�675((7
� /(('6
3RVW�&RGH /6���7)
&RXQWU\ (1*/$1'
�
�
�

�
)RUHQDPH 6XVDQ
0LGGOH�QDPH
)DPLO\�QDPH 3LFWRQ
(PDLO VXVDQ�SLFWRQ#QKV�QHW
4XDOLILFDWLRQ
�0'����

&RQVXOWDQW�3DHGLDWULF
2QFRORJLVW

&RXQWU\ �8QLWHG�.LQJGRP

,1�
�1+6�+6&�6LWH

�1RQ�1+6�+6&�6LWH

�
2UJDQLVDWLRQ
QDPH

7+(�52<$/�0$56'(1�1+6
)281'$7,21�75867

$GGUHVV )8/+$0�52$'
�
� /21'21�*5($7(5�/21'21
3RVW�&RGH 6:���--
&RXQWU\ (1*/$1'
�
�
�

�
)RUHQDPH $QQD�.DUHQLD
0LGGOH�QDPH
)DPLO\�QDPH $QGHUVRQ

(PDLO $QQD�
NDUHQLD�DQGHUVRQ#QKV�QHW

4XDOLILFDWLRQ
�0'����

&RQVXOWDQW�LQ�3DHGLDWULF
3DOOLDWLYH�0HGLFLQH

&RXQWU\ �8QLWHG�.LQJGRP

,1�
�1+6�+6&�6LWH

�1RQ�1+6�+6&�6LWH

�
2UJDQLVDWLRQ
QDPH

*8<
6�$1'�67�7+20$6
�1+6
)281'$7,21�75867

$GGUHVV 67�7+20$6
�+263,7$/
� :(670,167(5�%5,'*(�52$'
� /21'21
3RVW�&RGH 6(���(+

�
)RUHQDPH -RDQQD
0LGGOH�QDPH
)DPLO\�QDPH /DGGLH
(PDLO -RDQQD�ODGGLH#JVWW�QKV�XN
4XDOLILFDWLRQ
�0'����

&RQVXOWDQW�LQ�3DHGLDWULF
3DOOLDWLYH�0HGLFLQH

&RXQWU\ �8QLWHG�.LQJGRP
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Appendix J Ethics application, approval and amendments for cognitive interview 
study 

 362 

&RXQWU\ (1*/$1'
�
�
�

,1�
�1+6�+6&�6LWH

�1RQ�1+6�+6&�6LWH

�
,QVWLWXWLRQ�QDPH 0DUWLQ�+RXVH�&KLOGUHQ
V�+RVSLFH
'HSDUWPHQW�QDPH
6WUHHW�DGGUHVV *URYH�5RDG
7RZQ�FLW\ %RVWRQ�6SD��:HWKHUE\
3RVW�&RGH /6����7;

&RXQWU\ �8QLWHG�.LQJGRP

�
)RUHQDPH 0LFKHOOH
0LGGOH�QDPH
)DPLO\�QDPH +LOOV
(PDLO 0LFKHOOH�KLOOV#QKV�QHW
4XDOLILFDWLRQ
�0'����

&RQVXOWDQW�LQ�3DHGLDWULF
3DOOLDWLYH�0HGLFLQH

&RXQWU\ �8QLWHG�.LQJGRP

,1�
�1+6�+6&�6LWH

�1RQ�1+6�+6&�6LWH

�
,QVWLWXWLRQ�QDPH (DVW�$QJOLD�&KLOGUHQ
V�+RVSLFH
'HSDUWPHQW�QDPH 7KH�1RRN
6WUHHW�DGGUHVV 3LJRW�/DQH��)DUPLQJWRQ�(DUO
7RZQ�FLW\ 1RUIRON
3RVW�&RGH 15����3;

&RXQWU\ �8QLWHG�.LQJGRP

�
)RUHQDPH /LQGD
0LGGOH�QDPH
)DPLO\�QDPH 0D\QDUG
(PDLO OLQGD�PD\QDUG#HDFK�RUJ�XN
4XDOLILFDWLRQ
�0'���� 3K'

&RXQWU\ �8QLWHG�.LQJGRP

,1�
�1+6�+6&�6LWH

�1RQ�1+6�+6&�6LWH

�

,QVWLWXWLRQ�QDPH 1RUWKHUQ�,UHODQG�&KLOGUHQ
V
+RVSLFH

'HSDUWPHQW�QDPH +RUL]RQ�+RXVH
6WUHHW�DGGUHVV ���2
1HLOO�5RDG
7RZQ�FLW\ 1HZWRZQDEEH\
3RVW�&RGH %7����:%

&RXQWU\ �8QLWHG�.LQJGRP

�
)RUHQDPH 'HERUDK
0LGGOH�QDPH
)DPLO\�QDPH %XUQV
(PDLO 'HERUDK�EXUQV#QLKRVSLFH�RUJ
4XDOLILFDWLRQ
�0'���� 3K\VLRWKHUDSLVW

&RXQWU\ �
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�3$57�'��'HFODUDWLRQV

'���'HFODUDWLRQ�E\�&KLHI�,QYHVWLJDWRU

��� 7KH�LQIRUPDWLRQ�LQ�WKLV�IRUP�LV�DFFXUDWH�WR�WKH�EHVW�RI�P\�NQRZOHGJH�DQG�EHOLHI�DQG�,�WDNH�IXOO�UHVSRQVLELOLW\�IRU
LW����

��� ,�XQGHUWDNH�WR�IXOILO�WKH�UHVSRQVLELOLWLHV�RI�WKH�FKLHI�LQYHVWLJDWRU�IRU�WKLV�VWXG\�DV�VHW�RXW�LQ�WKH�8.�3ROLF\
)UDPHZRUN�IRU�+HDOWK�DQG�6RFLDO�&DUH�5HVHDUFK�

��� ,�XQGHUWDNH�WR�DELGH�E\�WKH�HWKLFDO�SULQFLSOHV�XQGHUO\LQJ�WKH�'HFODUDWLRQ�RI�+HOVLQNL�DQG�JRRG�SUDFWLFH
JXLGHOLQHV�RQ�WKH�SURSHU�FRQGXFW�RI�UHVHDUFK�

��� ,I�WKH�UHVHDUFK�LV�DSSURYHG�,�XQGHUWDNH�WR�DGKHUH�WR�WKH�VWXG\�SURWRFRO��WKH�WHUPV�RI�WKH�IXOO�DSSOLFDWLRQ�DV
DSSURYHG�DQG�DQ\�FRQGLWLRQV�VHW�RXW�E\�UHYLHZ�ERGLHV�LQ�JLYLQJ�DSSURYDO�

��� ,�XQGHUWDNH�WR�QRWLI\�UHYLHZ�ERGLHV�RI�VXEVWDQWLDO�DPHQGPHQWV�WR�WKH�SURWRFRO�RU�WKH�WHUPV�RI�WKH�DSSURYHG
DSSOLFDWLRQ��DQG�WR�VHHN�D�IDYRXUDEOH�RSLQLRQ�IURP�WKH�PDLQ�5(&�EHIRUH�LPSOHPHQWLQJ�WKH�DPHQGPHQW�

��� ,�XQGHUWDNH�WR�VXEPLW�DQQXDO�SURJUHVV�UHSRUWV�VHWWLQJ�RXW�WKH�SURJUHVV�RI�WKH�UHVHDUFK��DV�UHTXLUHG�E\�UHYLHZ
ERGLHV�

��� ,�DP�DZDUH�RI�P\�UHVSRQVLELOLW\�WR�EH�XS�WR�GDWH�DQG�FRPSO\�ZLWK�WKH�UHTXLUHPHQWV�RI�WKH�ODZ�DQG�UHOHYDQW
JXLGHOLQHV�UHODWLQJ�WR�VHFXULW\�DQG�FRQILGHQWLDOLW\�RI�SDWLHQW�RU�RWKHU�SHUVRQDO�GDWD��LQFOXGLQJ�WKH�QHHG�WR�UHJLVWHU
ZKHQ�QHFHVVDU\�ZLWK�WKH�DSSURSULDWH�'DWD�3URWHFWLRQ�2IILFHU��,�XQGHUVWDQG�WKDW�,�DP�QRW�SHUPLWWHG�WR�GLVFORVH
LGHQWLILDEOH�GDWD�WR�WKLUG�SDUWLHV�XQOHVV�WKH�GLVFORVXUH�KDV�WKH�FRQVHQW�RI�WKH�GDWD�VXEMHFW�RU��LQ�WKH�FDVH�RI
SDWLHQW�GDWD�LQ�(QJODQG�DQG�:DOHV��WKH�GLVFORVXUH�LV�FRYHUHG�E\�WKH�WHUPV�RI�DQ�DSSURYDO�XQGHU�6HFWLRQ�����RI
WKH�1+6�$FW������

��� ,�XQGHUVWDQG�WKDW�UHVHDUFK�UHFRUGV�GDWD�PD\�EH�VXEMHFW�WR�LQVSHFWLRQ�E\�UHYLHZ�ERGLHV�IRU�DXGLW�SXUSRVHV�LI
UHTXLUHG�

��� ,�XQGHUVWDQG�WKDW�DQ\�SHUVRQDO�GDWD�LQ�WKLV�DSSOLFDWLRQ�ZLOO�EH�KHOG�E\�UHYLHZ�ERGLHV�DQG�WKHLU�RSHUDWLRQDO
PDQDJHUV�DQG�WKDW�WKLV�ZLOO�EH�PDQDJHG�DFFRUGLQJ�WR�WKH�SULQFLSOHV�HVWDEOLVKHG�LQ�WKH�'DWD�3URWHFWLRQ�$FW
�����

���� ,�XQGHUVWDQG�WKDW�WKH�LQIRUPDWLRQ�FRQWDLQHG�LQ�WKLV�DSSOLFDWLRQ��DQ\�VXSSRUWLQJ�GRFXPHQWDWLRQ�DQG�DOO
FRUUHVSRQGHQFH�ZLWK�UHYLHZ�ERGLHV�RU�WKHLU�RSHUDWLRQDO�PDQDJHUV�UHODWLQJ�WR�WKH�DSSOLFDWLRQ�

:LOO�EH�KHOG�E\�WKH�5(&��ZKHUH�DSSOLFDEOH��XQWLO�DW�OHDVW���\HDUV�DIWHU�WKH�HQG�RI�WKH�VWXG\��DQG�E\�1+6
5	'�RIILFHV��ZKHUH�WKH�UHVHDUFK�UHTXLUHV�1+6�PDQDJHPHQW�SHUPLVVLRQ��LQ�DFFRUGDQFH�ZLWK�WKH�1+6
&RGH�RI�3UDFWLFH�RQ�5HFRUGV�0DQDJHPHQW�
0D\�EH�GLVFORVHG�WR�WKH�RSHUDWLRQDO�PDQDJHUV�RI�UHYLHZ�ERGLHV��RU�WKH�DSSRLQWLQJ�DXWKRULW\�IRU�WKH�5(&
�ZKHUH�DSSOLFDEOH���LQ�RUGHU�WR�FKHFN�WKDW�WKH�DSSOLFDWLRQ�KDV�EHHQ�SURFHVVHG�FRUUHFWO\�RU�WR�LQYHVWLJDWH
DQ\�FRPSODLQW�
0D\�EH�VHHQ�E\�DXGLWRUV�DSSRLQWHG�WR�XQGHUWDNH�DFFUHGLWDWLRQ�RI�5(&V��ZKHUH�DSSOLFDEOH��
:LOO�EH�VXEMHFW�WR�WKH�SURYLVLRQV�RI�WKH�)UHHGRP�RI�,QIRUPDWLRQ�$FWV�DQG�PD\�EH�GLVFORVHG�LQ�UHVSRQVH
WR�UHTXHVWV�PDGH�XQGHU�WKH�$FWV�H[FHSW�ZKHUH�VWDWXWRU\�H[HPSWLRQV�DSSO\�
0D\�EH�VHQW�E\�HPDLO�WR�5(&�PHPEHUV�

���� ,�XQGHUVWDQG�WKDW�LQIRUPDWLRQ�UHODWLQJ�WR�WKLV�UHVHDUFK��LQFOXGLQJ�WKH�FRQWDFW�GHWDLOV�RQ�WKLV�DSSOLFDWLRQ��PD\�EH
KHOG�RQ�QDWLRQDO�UHVHDUFK�LQIRUPDWLRQ�V\VWHPV��DQG�WKDW�WKLV�ZLOO�EH�PDQDJHG�DFFRUGLQJ�WR�WKH�SULQFLSOHV
HVWDEOLVKHG�LQ�WKH�'DWD�3URWHFWLRQ�$FW���������

���� :KHUH�WKH�UHVHDUFK�LV�UHYLHZHG�E\�D�5(&�ZLWKLQ�WKH�8.�+HDOWK�'HSDUWPHQWV�5HVHDUFK�(WKLFV�6HUYLFH��,
XQGHUVWDQG�WKDW�WKH�VXPPDU\�RI�WKLV�VWXG\�ZLOO�EH�SXEOLVKHG�RQ�WKH�ZHEVLWH�RI�WKH�+HDOWK�5HVHDUFK�$XWKRULW\
�+5$��WRJHWKHU�ZLWK�WKH�FRQWDFW�SRLQW�IRU�HQTXLULHV�QDPHG�EHORZ��3XEOLFDWLRQ�ZLOO�WDNH�SODFH�QR�HDUOLHU�WKDQ��
PRQWKV�DIWHU�WKH�LVVXH�RI�WKH�HWKLFV�FRPPLWWHH¶V�ILQDO�RSLQLRQ�RU�WKH�ZLWKGUDZDO�RI�WKH�DSSOLFDWLRQ����

&RQWDFW�SRLQW�IRU�SXEOLFDWLRQ�1RW�DSSOLFDEOH�IRU�5	'�)RUPV�
+5$�ZRXOG�OLNH�WR�LQFOXGH�D�FRQWDFW�SRLQW�ZLWK�WKH�SXEOLVKHG�VXPPDU\�RI�WKH�VWXG\�IRU�WKRVH�ZLVKLQJ�WR�VHHN�IXUWKHU

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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LQIRUPDWLRQ��:H�ZRXOG�EH�JUDWHIXO�LI�\RX�ZRXOG�LQGLFDWH�RQH�RI�WKH�FRQWDFW�SRLQWV�EHORZ�

�&KLHI�,QYHVWLJDWRU

�6SRQVRU

�6WXG\�FR�RUGLQDWRU

�6WXGHQW

�2WKHU�±�SOHDVH�JLYH�GHWDLOV

�1RQH

�
$FFHVV�WR�DSSOLFDWLRQ�IRU�WUDLQLQJ�SXUSRVHV��1RW�DSSOLFDEOH�IRU�5	'�)RUPV�
2SWLRQDO�±�SOHDVH�WLFN�DV�DSSURSULDWH��

�,�ZRXOG�EH�FRQWHQW�IRU�PHPEHUV�RI�RWKHU�5(&V�WR�KDYH�DFFHVV�WR�WKH�LQIRUPDWLRQ�LQ�WKH�DSSOLFDWLRQ�LQ�FRQILGHQFH
IRU�WUDLQLQJ�SXUSRVHV��$OO�SHUVRQDO�LGHQWLILHUV�DQG�UHIHUHQFHV�WR�VSRQVRUV��IXQGHUV�DQG�UHVHDUFK�XQLWV�ZRXOG�EH
UHPRYHG����

7KLV�VHFWLRQ�ZDV�VLJQHG�HOHFWURQLFDOO\�E\�'U�5LFKDUG�+DUGLQJ�RQ������������������

-RE�7LWOH�3RVW� 3URIHVVRU

2UJDQLVDWLRQ� .LQJ
V�&ROOHJH�/RQGRQ

(PDLO� ULFKDUG�KDUGLQJ#NFO�DF�XN

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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'���'HFODUDWLRQ�E\�WKH�VSRQVRU
V�UHSUHVHQWDWLYH

,I�WKHUH�LV�PRUH�WKDQ�RQH�VSRQVRU��WKLV�GHFODUDWLRQ�VKRXOG�EH�VLJQHG�RQ�EHKDOI�RI�WKH�FRíVSRQVRUV�E\�D�UHSUHVHQWDWLYH
RI�WKH�OHDG�VSRQVRU�QDPHG�DW�$�����

,�FRQILUP�WKDW�

��� 7KLV�UHVHDUFK�SURSRVDO�KDV�EHHQ�GLVFXVVHG�ZLWK�WKH�&KLHI�,QYHVWLJDWRU�DQG�DJUHHPHQW�LQ�SULQFLSOH�WR
VSRQVRU�WKH�UHVHDUFK�LV�LQ�SODFH�

��� $Q�DSSURSULDWH�SURFHVV�RI�VFLHQWLILF�FULWLTXH�KDV�GHPRQVWUDWHG�WKDW�WKLV�UHVHDUFK�SURSRVDO�LV�ZRUWKZKLOH�DQG
RI�KLJK�VFLHQWLILF�TXDOLW\�

��� $Q\�QHFHVVDU\�LQGHPQLW\�RU�LQVXUDQFH�DUUDQJHPHQWV��DV�GHVFULEHG�LQ�TXHVWLRQ�$����ZLOO�EH�LQ�SODFH�EHIRUH
WKLV�UHVHDUFK�VWDUWV��,QVXUDQFH�RU�LQGHPQLW\�SROLFLHV�ZLOO�EH�UHQHZHG�IRU�WKH�GXUDWLRQ�RI�WKH�VWXG\�ZKHUH
QHFHVVDU\�

��� $UUDQJHPHQWV�ZLOO�EH�LQ�SODFH�EHIRUH�WKH�VWXG\�VWDUWV�IRU�WKH�UHVHDUFK�WHDP�WR�DFFHVV�UHVRXUFHV�DQG�VXSSRUW
WR�GHOLYHU�WKH�UHVHDUFK�DV�SURSRVHG�

��� $UUDQJHPHQWV�WR�DOORFDWH�UHVSRQVLELOLWLHV�IRU�WKH�PDQDJHPHQW��PRQLWRULQJ�DQG�UHSRUWLQJ�RI�WKH�UHVHDUFK�ZLOO
EH�LQ�SODFH�EHIRUH�WKH�UHVHDUFK�VWDUWV�

��� 7KH�UHVSRQVLELOLWLHV�RI�VSRQVRUV�VHW�RXW�LQ�WKH�8.�3ROLF\�)UDPHZRUN�IRU�+HDOWK�DQG�6RFLDO�&DUH�5HVHDUFK�ZLOO
EH�IXOILOOHG�LQ�UHODWLRQ�WR�WKLV�UHVHDUFK�

3OHDVH�QRWH��7KH�GHFODUDWLRQV�EHORZ�GR�QRW�IRUP�SDUW�RI�WKH�DSSOLFDWLRQ�IRU�DSSURYDO�DERYH��7KH\�ZLOO�QRW�EH
FRQVLGHUHG�E\�WKH�5HVHDUFK�(WKLFV�&RPPLWWHH����

��� :KHUH�WKH�UHVHDUFK�LV�UHYLHZHG�E\�D�5(&�ZLWKLQ�WKH�8.�+HDOWK�'HSDUWPHQWV�5HVHDUFK�(WKLFV�6HUYLFH��,
XQGHUVWDQG�WKDW�WKH�VXPPDU\�RI�WKLV�VWXG\�ZLOO�EH�SXEOLVKHG�RQ�WKH�ZHEVLWH�RI�WKH�1DWLRQDO�5HVHDUFK�(WKLFV
6HUYLFH��15(6���WRJHWKHU�ZLWK�WKH�FRQWDFW�SRLQW�IRU�HQTXLULHV�QDPHG�LQ�WKLV�DSSOLFDWLRQ��3XEOLFDWLRQ�ZLOO�WDNH
SODFH�QR�HDUOLHU�WKDQ���PRQWKV�DIWHU�LVVXH�RI�WKH�HWKLFV�FRPPLWWHH
V�ILQDO�RSLQLRQ�RU�WKH�ZLWKGUDZDO�RI�WKH
DSSOLFDWLRQ����

��� 6SHFLILFDOO\��IRU�VXEPLVVLRQV�WR�WKH�5HVHDUFK�(WKLFV�&RPPLWWHHV��5(&V��,�GHFODUH�WKDW�DQ\�DQG�DOO�FOLQLFDO
WULDOV�DSSURYHG�E\�WKH�+5$�VLQFH���WK�6HSWHPEHU�������DV�GHILQHG�RQ�,5$6�FDWHJRULHV�DV�FOLQLFDO�WULDOV�RI
PHGLFLQHV��GHYLFHV��FRPELQDWLRQ�RI�PHGLFLQHV�DQG�GHYLFHV�RU�RWKHU�FOLQLFDO�WULDOV��KDYH�EHHQ�UHJLVWHUHG�RQ�D
SXEOLFDOO\�DFFHVVLEOH�UHJLVWHU�LQ�FRPSOLDQFH�ZLWK�WKH�+5$�UHJLVWUDWLRQ�UHTXLUHPHQWV�IRU�WKH�8.��RU�WKDW�DQ\
GHIHUUDO�JUDQWHG�E\�WKH�+5$�VWLOO�DSSOLHV��

7KLV�VHFWLRQ�ZDV�VLJQHG�HOHFWURQLFDOO\�E\�3URI�5H]D�5D]DYL�RQ������������������

-RE�7LWOH�3RVW� 9LFH�3ULQFLSDO��5HVHDUFK�

2UJDQLVDWLRQ� .LQJ
V�&ROOHJH�/RQGRQ

(PDLO� UH]D�UD]DYL#NFO�DF�XN

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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'���'HFODUDWLRQ�IRU�VWXGHQW�SURMHFWV�E\�DFDGHPLF�VXSHUYLVRU�V�

���,�KDYH�UHDG�DQG�DSSURYHG�ERWK�WKH�UHVHDUFK�SURSRVDO�DQG�WKLV�DSSOLFDWLRQ��,�DP�VDWLVILHG�WKDW�WKH�VFLHQWLILF�FRQWHQW
RI�WKH�UHVHDUFK�LV�VDWLVIDFWRU\�IRU�DQ�HGXFDWLRQDO�TXDOLILFDWLRQ�DW�WKLV�OHYHO�
�
���,�XQGHUWDNH�WR�IXOILO�WKH�UHVSRQVLELOLWLHV�RI�WKH�VXSHUYLVRU�IRU�WKLV�VWXG\�DV�VHW�RXW�LQ�WKH�8.�3ROLF\�)UDPHZRUN�IRU
+HDOWK�DQG�6RFLDO�&DUH�5HVHDUFK�
�
���,�WDNH�UHVSRQVLELOLW\�IRU�HQVXULQJ�WKDW�WKLV�VWXG\�LV�FRQGXFWHG�LQ�DFFRUGDQFH�ZLWK�WKH�HWKLFDO�SULQFLSOHV�XQGHUO\LQJ
WKH�'HFODUDWLRQ�RI�+HOVLQNL�DQG�JRRG�SUDFWLFH�JXLGHOLQHV�RQ�WKH�SURSHU�FRQGXFW�RI�UHVHDUFK��LQ�FRQMXQFWLRQ�ZLWK
FOLQLFDO�VXSHUYLVRUV�DV�DSSURSULDWH�
�
���,�WDNH�UHVSRQVLELOLW\�IRU�HQVXULQJ�WKDW�WKH�DSSOLFDQW�LV�XS�WR�GDWH�DQG�FRPSOLHV�ZLWK�WKH�UHTXLUHPHQWV�RI�WKH�ODZ�DQG
UHOHYDQW�JXLGHOLQHV�UHODWLQJ�WR�VHFXULW\�DQG�FRQILGHQWLDOLW\�RI�SDWLHQW�DQG�RWKHU�SHUVRQDO�GDWD��LQ�FRQMXQFWLRQ�ZLWK
FOLQLFDO�VXSHUYLVRUV�DV�DSSURSULDWH�

$FDGHPLF�VXSHUYLVRU���

7KLV�VHFWLRQ�ZDV�VLJQHG�HOHFWURQLFDOO\�E\�'U�5LFKDUG�+DUGLQJ�RQ�������������������

-RE�7LWOH�3RVW� 3URIHVVRU

2UJDQLVDWLRQ� .LQJ
V�&ROOHJH�/RQGRQ

(PDLO� ULFKDUG�KDUGLQJ#NFO�DF�XN

,5$6�)RUP 5HIHUHQFH�� ,5$6�9HUVLRQ�����

'DWH�� �����������������������
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London - Bloomsbury Research Ethics Committee 

HRA RES Centre Manchester 
3rd Floor Barlow House  

4 Minshull Street 
Manchester 

M1 3DZ 
 

Telephone: 02071048285 
 
 
 
 
 
 
 
 
 
 
12 May 2021 
 
Professor Richard Harding 
Department of Palliative Care, Policy and Rehabilitation 
Cicely Saunders Institute 
Bessemer Road 
SE5 9RS 
 
Dear Professor Harding  
 
Study title: Children¶s Palliative Outcome Scale (C-POS) ± cognitive 

interview study to determine comprehensibility, 
comprehensiveness and feasibility. 

REC reference: 21/LO/0282 
Protocol number: N/A 
IRAS project ID: 282412 
 
Thank you for your letter of 19 April 2021, responding to the Research Ethics &RPPLWWHH¶V�
(REC) request for further information on the above research and submitting revised 
documentation. 
 
The further information has been considered on behalf of the Committee by the Chair, together 
with the Lead Reviewer, Ms Monica King, and Second Reviewer, Miss Selina Tsai.  
 
Confirmation of ethical opinion 
 
On behalf of the Committee, I am pleased to confirm a favourable ethical opinion for the above 
research on the basis described in the application form, protocol and supporting documentation 
as revised, subject to the conditions specified below. 
 

Please note:  This is the 
favourable opinion of the 
REC only and does not allow 
you to start your study at NHS 
sites in England until you 
receive HRA Approval  
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Good practice principles and responsibilities 
 
The UK Policy Framework for Health and Social Care Research sets out principles of good 
practice in the management and conduct of health and social care research. It also outlines the 
responsibilities of individuals and organisations, including those related to the four elements of 
research transparency:  
 

1. registering research studies 
2. reporting results 
3. informing participants 
4. sharing study data and tissue 

 
 
Conditions of the favourable opinion 
 
The REC favourable opinion is subject to the following conditions being met prior to the start of 
the study. 
 
Confirmation of Capacity and Capability (in England, Northern Ireland and Wales) or NHS 
management permission (in Scotland) should be sought from all NHS organisations involved in 
the study in accordance with NHS research governance arrangements. Each NHS organisation 
must confirm through the signing of agreements and/or other documents that it has given 
permission for the research to proceed (except where explicitly specified otherwise). 
 
Guidance on applying for HRA and HCRW Approval (England and Wales)/ NHS permission for 
research is available in the Integrated Research Application System. 
 
For non-NHS sites, site management permission should be obtained in accordance with the 
procedures of the relevant host organisation.  
 
Sponsors are not required to notify the Committee of management permissions from host 
organisations 
 
Registration of Clinical Trials 
 
All research should be registered in a publicly accessible database and we expect all 
researchers, research sponsors and others to meet this fundamental best practice standard.  
 
It is a condition of the REC favourable opinion that all clinical trials are registered on a 
publicly accessible database within six weeks of recruiting the first research participant. For this 
SXUSRVH��µFOLQLFDO�WULDOV¶�DUH�GHILQHG�DV�WKH�ILUVW�IRXU�SURMHFW�FDWHJRULHV�LQ�,5$6�SURMHFW�ILOWHU�
question 2. Failure to register a clinical trial is a breach of these approval conditions, unless a 
deferral has been agreed by or on behalf of the Research Ethics Committee (see here for more 
information on requesting a deferral: 
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registratio
n-research-project-identifiers/ 
 
If you have not already included registration details in your IRAS application form, you should 
notify the REC of the registration details as soon as possible.   
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Further guidance on registration is available at: 
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/transparency-respo
nsibilities/ 
 
Publication of Your Research Summary 
 
We will publish your research summary for the above study on the research summaries section 
of our website, together with your contact details, no earlier than three months from the date of 
this favourable opinion letter.   
 
Should you wish to provide a substitute contact point, make a request to defer, or require further 
information, please visit: 
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-sum
maries/ 
 
N.B. If your study is related to COVID-19 we will aim to publish your research summary 
within 3 days rather than three months.  
 
During this public health emergency, it is vital that everyone can promptly identify all relevant 
research related to COVID-19 thDW�LV�WDNLQJ�SODFH�JOREDOO\��,I�\RX�KDYHQ¶W�DOUHDG\�GRQH�VR��
please register your study on a public registry as soon as possible and provide the REC with the 
registration detail, which will be posted alongside other information relating to your project. We 
are also asking sponsors not to request deferral of publication of research summary for any 
projects relating to COVID-19. In addition, to facilitate finding and extracting studies related to 
COVID-19 from public databases, please enter the WHO official acronym for the coronavirus 
disease (COVID-19) in the full title of your study. Approved COVID-19 studies can be found at: 
https://www.hra.nhs.uk/covid-19-research/approved-covid-19-research/  
 
  
It is the responsibility of the sponsor to ensure that all the conditions are complied with 
before the start of the study or its initiation at a particular site (as applicable). 
 
After ethical review: Reporting requirements 
 
7KH�DWWDFKHG�GRFXPHQW�³$IWHU�HWKLFDO�UHYLHZ�± guidancH�IRU�UHVHDUFKHUV´�JLYHV�GHWDLOHG�
guidance on reporting requirements for studies with a favourable opinion, including: 
 
� Notifying substantial amendments 
� Adding new sites and investigators 
� Notification of serious breaches of the protocol 
� Progress and safety reports 
� Notifying the end of the study, including early termination of the study 
� Final report 
� Reporting results 
 
The latest guidance on these topics can be found at 
https://www.hra.nhs.uk/approvals-amendments/managing-your-approval/.  
 
Ethical review of research sites 
 
NHS/HSC sites 
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The favourable opinion applies to all NHS/HSC sites taking part in the study, subject to 
confirmation of Capacity and Capability (in England, Northern Ireland and Wales) or 
management permission (in Scotland) being obtained from the NHS/HSC R&D office prior to the 
start of the study (see "Conditions of the favourable opinion" below). 
 
Non-NHS/HSC sites 
 
I am pleased to confirm that the favourable opinion applies to any non-NHS/HSC sites listed in 
the application, subject to site management permission being obtained prior to the start of the 
study at the site. 
 
Approved documents 
 
The final list of documents reviewed and approved by the Committee is as follows: 
Document   Version   Date   
Copies of materials calling attention of potential participants to the 
research [Example social media recruitment post]  

2  19 April 2021  

Covering letter on headed paper [Response letter]  1  19 April 2021  
Evidence of Sponsor insurance or indemnity (non NHS Sponsors 
only)  

    

Interview schedules or topic guides for participants [Topic guide]  1  10 March 2021  
IRAS Application Form [IRAS_Form_17032021]    17 March 2021  
Letter from funder      
Non-validated questionnaire [C-POS 5-7 years]  1  22 February 2021  
Non-validated questionnaire [C-POS 8-12 years]  1  22 February 2021  
Non-validated questionnaire [C-POS parent/carer]  1  22 February 2021  
Non-validated questionnaire [C-POS parent/carer less that 2yrs]  1  22 February 2021  
Non-validated questionnaire [C-POS 13-18 years]  1  22 February 2021  
Other [Distress protocol]  1  15 October 2020  
Other [Insurance]      
Other [Insurance]      
Participant consent form [Assent 11-15yrs]  1  15 October 2020  
Participant consent form [Assent 5-7yrs]  1  15 October 2020  
Participant consent form [Assent 8-10yrs]  1  15 October 2020  
Participant consent form [Consent 16-18yrs]  2  19 April 2021  
Participant consent form [Consent parent/carer signing for child]  2  19 April 2021  
Participant consent form [Parent/carer consent]  2  19 April 2021  
Participant information sheet (PIS) [Parent/carer PIS]  2  19 April 2021  
Participant information sheet (PIS) [Parent/carer signing for child 
PIS]  

2  19 April 2021  

Participant information sheet (PIS) [Child 16-18yrs PIS]  2  19 April 2021  
Participant information sheet (PIS) [Child 11-15yrs PIS]  2  19 April 2021  
Participant information sheet (PIS) [Child 8-10yrs PIS]  2  19 April 2021  
Participant information sheet (PIS) [Child 5-7yrs PIS]  2  19 April 2021  
Protocol [Cognitive Interview Protocol - Clean]  3  05 May 2021  
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Protocol [Cognitive Interview Protocol - Tracked]  3  05 May 2021  
Referee's report or other scientific critique report [Feedback from 
young people on PIS']  

  05 March 2021  

Summary CV for Chief Investigator (CI) [CV for CI]    01 October 2020  
Summary CV for student      
Summary CV for supervisor (student research)      
 
 
Statement of compliance 
 
The Committee is constituted in accordance with the Governance Arrangements for Research 
Ethics Committees and complies fully with the Standard Operating Procedures for Research 
Ethics Committees in the UK. 
 
User Feedback 
 
The Health Research Authority is continually striving to provide a high quality service to all 
applicants and sponsors. You are invited to give your view of the service you have received and 
the application procedure. If you wish to make your views known please use the feedback form 
available on the HRA website: 
http://www.hra.nhs.uk/about-the-hra/governance/quality-assurance/    
 
HRA Learning 
 
We are pleased to welcome researchers and research staff to our HRA Learning Events and 
online learning opportunities± see details at: 
https://www.hra.nhs.uk/planning-and-improving-research/learning/ 
 
IRAS project ID: 282412    Please quote this number on all correspondence 
 
:LWK�WKH�&RPPLWWHH¶s best wishes for the success of this project. 
 
Yours sincerely 
p.p. 

 

Dr Paul Gorczynski 
Chair 
 
Email:bloomsbury.rec@hra.nhs.uk 
 
Enclosures:  ³$IWHU�HWKLFDO�UHYLHZ�± guidance for 
   UHVHDUFKHUV´�[SL-AR2] 
 
Copy to: Professor Reza Ravazi 
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Professor Richard Harding 
Department of Palliative Care, Policy and Rehabilitation 
Cicely Saunders Institute 
Bessemer Road 
SE5 9RSN 

 
Email: approvals@hra.nhs.uk 

HCRW.approvals@wales.nhs.uk 

 
12 May 2021 
 
Dear Professor Harding   
 
 
 
 

Study title: Children¶s Palliative Outcome Scale (C-POS) ± cognitive 
interview study to determine comprehensibility, 
comprehensiveness and feasibility. 

IRAS project ID: 282412  
Protocol number: N/A 
REC reference: 21/LO/0282   
Sponsor King's College London 
 
I am pleased to confirm that HRA and Health and Care Research Wales (HCRW) Approval 
has been given for the above referenced study, on the basis described in the application form, 
protocol, supporting documentation and any clarifications received. You should not expect to 
receive anything further relating to this application. 
 
Please now work with participating NHS organisations to confirm capacity and capability, in 
OLQH�ZLWK�WKH�LQVWUXFWLRQV�SURYLGHG�LQ�WKH�³,QIRUPDWLRQ�WR�VXSSRUW�VWXG\�VHW�XS´ section towards 
the end of this letter. 
 
How should I work with participating NHS/HSC organisations in Northern Ireland and 
Scotland? 
HRA and HCRW Approval does not apply to NHS/HSC organisations within Northern Ireland 
and Scotland. 
 
If you indicated in your IRAS form that you do have participating organisations in either of 
these devolved administrations, the final document set and the study wide governance report 
(including this letter) have been sent to the coordinating centre of each participating nation. 
The relevant national coordinating function/s will contact you as appropriate. 
 

HRA and Health and Care 
Research Wales (HCRW) 

Approval Letter 
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Please see IRAS Help for information on working with NHS/HSC organisations in Northern 
Ireland and Scotland.  
 
How should I work with participating non-NHS organisations? 
HRA and HCRW Approval does not apply to non-NHS organisations. You should work with 
your non-NHS organisations to obtain local agreement in accordance with their procedures. 
 
What are my notification responsibilities during the study?  
  
The standard conditions GRFXPHQW�³After Ethical Review ± guidance for sponsors and 
investigators´��LVVXHG�ZLWK�\RXU�5(&�IDYRXUDEOH�RSLQLRQ��JLYHV�GHWDLOHd guidance on reporting 
expectations for studies, including: 

x Registration of research 
x Notifying amendments 
x Notifying the end of the study 

The HRA website also provides guidance on these topics, and is updated in the light of 
changes in reporting expectations or procedures. 
 
 
Who should I contact for further information? 
Please do not hesitate to contact me for assistance with this application. My contact details 
are below. 
 
Your IRAS project ID is 282412. Please quote this on all correspondence. 
 
Yours sincerely, 
Damilola Odunlami 
 
Approvals Specialist 
 
Email: approvals@hra.nhs.uk      
 
  

Copy to: Professor Reza Ravazi 
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List of Documents 

 

The final document set assessed and approved by HRA and HCRW Approval is listed below.   
 
 Document   Version   Date   
Copies of materials calling attention of potential participants to the 
research [Example social media recruitment post]  

2  19 April 2021  

Covering letter on headed paper [Response letter]  1  19 April 2021  
Evidence of Sponsor insurance or indemnity (non NHS Sponsors 
only)  

    

Interview schedules or topic guides for participants [Topic guide]  1  10 March 2021  
IRAS Application Form [IRAS_Form_17032021]    17 March 2021  
Letter from funder      
Non-validated questionnaire [C-POS 13-18 years]  1  22 February 2021  
Non-validated questionnaire [C-POS parent/carer less that 2yrs]  1  22 February 2021  
Non-validated questionnaire [C-POS 5-7 years]  1  22 February 2021  
Non-validated questionnaire [C-POS 8-12 years]  1  22 February 2021  
Non-validated questionnaire [C-POS parent/carer]  1  22 February 2021  
Organisation Information Document [OID]  1  11 March 2021  
Other [Distress protocol]  1  15 October 2020  
Other [Insurance]      
Other [Insurance]      
Participant consent form [Parent/carer consent]  2  19 April 2021  
Participant consent form [Consent 16-18yrs]  2  19 April 2021  
Participant consent form [Consent parent/carer signing for child]  2  19 April 2021  
Participant consent form [Assent 11-15yrs]  1  15 October 2020  
Participant consent form [Assent 5-7yrs]  1  15 October 2020  
Participant consent form [Assent 8-10yrs]  1  15 October 2020  
Participant information sheet (PIS) [Parent/carer PIS]  2  19 April 2021  
Participant information sheet (PIS) [Parent/carer signing for child 
PIS]  

2  19 April 2021  

Participant information sheet (PIS) [Child 16-18yrs PIS]  2  19 April 2021  
Participant information sheet (PIS) [Child 11-15yrs PIS]  2  19 April 2021  
Participant information sheet (PIS) [Child 8-10yrs PIS]  2  19 April 2021  
Participant information sheet (PIS) [Child 5-7yrs PIS]  2  19 April 2021  
Protocol [Cognitive Interview Protocol - Clean]  3  05 May 2021  
Protocol [Cognitive Interview Protocol - Tracked]  3  05 May 2021  
Referee's report or other scientific critique report [Feedback from 
young people on PIS']  

  05 March 2021  

Schedule of Events or SoECAT [SoE]  1  11 March 2021  
Summary CV for Chief Investigator (CI) [CV for CI]    01 October 2020  
Summary CV for student      
Summary CV for supervisor (student research)      
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IRAS project ID 282412 

 
Information to support study set up 
 
The below provides all parties with information to support the arranging and confirming of capacity and capability with participating NHS 
organisations in England and Wales. This is intended to be an accurate reflection of the study at the time of issue of this letter.   
 
Types of 
participating 
NHS 
organisation 

Expectations related 
to confirmation of 
capacity and 
capability 

Agreement to be 
used 

Funding 
arrangements  

Oversight 
expectations 

HR Good Practice Resource 
Pack expectations 

All sites will 
perform the 
same research 
activities 
therefore there is 
only onesite 
type. 

Research activities 
should not commence 
at participating NHS 
organisations in 
England or Wales prior 
to their formal 
confirmation of capacity 
and capability to deliver 
the study.  

An Organisation 
Information 
Document has 
been submitted 
and the sponsor is 
not requesting and 
does not expect 
any other site 
agreement to be 
used.  

No study funding 
will be provided to 
sites as per the 
Organisation 
Information 
Document.  

A Principal 
Investigator 
should be 
appointed at study 
sites. 

No Honorary Research 
Contracts, Letters of Access or 
pre-engagement checks are 
expected for local staff 
employed by the participating 
NHS organisations. Where 
arrangements are not already 
in place, research staff not 
employed by the NHS host 
organisation undertaking any of 
the research activities listed in 
the research application would 
be expected to obtain a Letter 
of Access based on standard 
DBS checks and occupational 
health clearance. 

 
 
 
 
 

 
 
Other information to aid study set-up and delivery 

This details any other information that may be helpful to sponsors and participating NHS organisations in England and Wales in study set-
up. 

The applicant has indicated they intend to apply for inclusion on the NIHR CRN Portfolio. 
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C-POS Cognitive Interview Study Ethics Amendments 

 Date 
sent 

Categorisation  Description  Documents  Comments  

1 14/07/2021 Non-substantial Adding Glasgow as a site Protocol v3.1  

2 8/11/2021 Non-substantial Adding Hertfordshire, Bradford RI, East Lancashire, Chestnut 

Tree House, East Cheshire, Forget me Not, Leicester RI. 

Protocol v3.2  

3 26/11/2021  Non-substantial  Adding Maidstone and Tunbridge Wells NHS Trust as a site. 

Extension until 30/4/2021.  

Protocol v3.3  



Appendix K Delphi survey protocol, participant information sheet and demographic data collection 
sheet 

 

Appendix K Delphi survey protocol, participant information sheet and 
demographic data collection sheet 

 

FULL/LONG TITLE OF THE STUDY Children’s Palliative Outcome Scale 
 

SHORT STUDY TITLE / ACRONYM  C-POS 

 

PROTOCOL VERSION NUMBER AND DATE V0.10 17/8/2020 

RESEARCH REFERENCE NUMBERS 

 

IRAS Number: The unique identifier generated by Integrated Research 

Application System (IRAS) for the project. This will be the 

primary reference number used by Research Ethics 

Committee, Health Research Authority and sites to 

identify the project and should be quoted in all project 

related correspondence as well as on all participant 

literature. 

 

SPONSORS Number: Generated by the Sponsor. Enter if applicable 

 

FUNDERS Number: 772635 
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SIGNATURE PAGE 

The undersigned confirm that the following protocol has been agreed and accepted and that the Chief 
Investigator agrees to conduct the study in compliance with the approved protocol and will adhere to 
the principles outlined in the Declaration of Helsinki, the Sponsor’s SOPs, and other regulatory 
requirement. 

I agree to ensure that the confidential information contained in this document will not be used for any 
other purpose other than the evaluation or conduct of the investigation without the prior written 
consent of the Sponsor 

I also confirm that I will make the findings of the study publicly available through publication or other 
dissemination tools without any unnecessary delay and that an honest accurate and transparent 
account of the study will be given; and that any discrepancies from the study as planned in this 
protocol will be explained. 

 

For and on behalf of the Study Sponsor: 

Signature:  

...................................................................................................... 

 Date: 
....../....../...... 

Name (please print): 

...................................................................................................... 

  

Position: 
...................................................................................................... 

  

 

Chief Investigator: 

Signature: 
...................................................................................................... 

 Date: 
....../....../...... 

Name: (please print): 

......................................................................................................
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STUDY SUMMARY 

 

Study Title Children’s Palliative Outcome Scale – phase 2 

Internal ref. no. (or short title) C-POS 2 

Study Design Delphi survey 

Study Participants a) Parents of children with life-limiting/life-threatening 
conditions 

b) Health care professionals 

Planned Size of Sample (if applicable) Up	to	200 

Follow up duration (if applicable) N/A 

Planned Study Period 3 months 

Research Question/Aim(s) 

 

Aim: To gain consensus on items to be included in C-POS 
(child and family-centred outcome measure for use in 
paediatric palliative care). 

Objectives: 

a) To conduct a Delphi survey to obtain stakeholder 
consensus on items to be included in the C-POS 
measure, thus further establishing face and content 
validity. 

b) To conduct an item generation meeting to finalise 
initial parent/carer and age appropriate child and 
young person versions of the C-POS. 
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STUDY PROTOCOL 
Children’s Palliative Outcome Scale (C-POS) 

 

1. BACKGROUND 

Life-limiting conditions (LLC) in children and young people are defined as conditions for which there is 

no reasonable hope of cure and from which children or young people will die, such as Duchenne 

muscular dystrophy.  Life-threatening conditions (LTC) are those for which curative treatment may be 

feasible but can fail, such as cancer(1, 2).   

Epidemiology 

Worldwide, it is estimated that each year 21 million children and young people (children and young 

people) with LLC/LTC conditions require input from palliative care services(3).  Within the UK, there 

are estimated to be over 86,000 children and families living with a LLC/LTC condition, many of whom 

would benefit from palliative care services due to complex symptoms, social and psychological needs 

and the unpredictability of their condition(4). Almost 400 LLC/LTC conditions have been identified as 

appropriate for palliative care among children and young people(5).  The number of children with 

LLC/LTC conditions in the UK is rising due to advances in medical care leading to slower 

deterioration. For these children, complexity of care is rising due to the increased use of medical 

technology such as home ventilation(2, 6). This is putting increased pressure on the resources of 

paediatric palliative care teams.  Within England and Wales more than 5000 children and young 

people die each year from all causes(7).  It is estimated that deaths due to LLC/LTC may account for 

50% or more of these deaths(7).   Mortality is highest in those under one year of age (peaking in the 

neonatal period) and decreases in middle childhood before rising again in adolescence(7).  There is a 

significantly higher prevalence of LLC/LTC conditions in children and young people from both ethnic 

minority backgrounds and higher areas of deprivation in the UK(1).   

Patient-reported outcome measurement in children and young people 

A patient reported outcome measure (PROM) is defined as any measure of a patient’s health status, 

elicited directly from the patient(8).  PROM’s range from single item symptom ratings e.g. pain scales, 

to complex multidimensional health-related quality of life tools(9).  Patient reported outcome 

instruments may be either generic or disease specific(10).  Generic measures are useful for 

comparing general outcomes across different populations e.g., cancer vs. cardiac disease or for 

assessing interventions across a wide range of conditions(11).  Some of these measures are used to 
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assess health-related quality of life in healthy children so are more likely to have been validated based 

on large samples but may lack sensitivity for sick children and young people.  They may also be too 

long for very unwell children to complete(12).  Generic measures allow you to compare outcomes 

across groups of children and young people with different illnesses, which is essential for a discipline 

as wide and varied as children and young people palliative care.  Disease specific instruments, on the 

other hand, are used to compare quality of life within a given condition e.g., cancer.   Disease specific 

measures are assumed to be more sensitive to the implications of different illnesses and may be more 

appropriate for evaluating interventions or different treatments within children and young people with 

the same illness(12).  Some patient reported outcome measures have been developed combining 

both approaches giving rise to generic measures with disease specific modules(13).  In children and 

young people palliative care, an outcome measure is required that can capture symptoms and 

concerns that are important to children and young people with a wide range of conditions but is 

specific to the unique experience of this population(14). 

Previous work and current study 

This study is informed by and builds upon previous work conducted by the research team, following 

the principles of outcome measure development described by Rothrock(15).  A systematic review has 

been carried out which identified that there is currently no suitable outcome measure for use with 

children and young people with palliative care needs(14).  102 qualitative, semi-structured interviews 

have been conducted with children and young people with LLC/LTC, their parents/carers, siblings, 

health care professionals and NHS commissioners to establish their priorities for outcomes of care 

This is one of the largest and most comprehensive qualitative interview studies to have been 

conducted in this population. Approval was received from the Bloomsbury ethics committee in 2019 

(REC reference 19/LO/0033).  In addition, systematic reviews regarding a) symptoms and concerns in 

children and young people with LLC/LTC (16) and b) optimal recall period, response format and 

administration mode for use with children and young people (pending publication) have also been 

conducted. Together, this previous work will inform the content of the Delphi survey and this and the 

previous work conducted will be used to develop initial parent/carer and age appropriate child versions 

of the C-POS. 

 

2. RATIONALE  

In adult settings routine use of PROMs has been shown to improve awareness of symptoms and 

concerns, identify unrecognised symptoms, increase the monitoring of symptoms, improve patient satisfaction and experience as well as 

having a positive effect on patient-clinician communication(17-22).  Measuring outcomes in children and young people 
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palliative care has repeatedly been identified as a research priority(23-25).  However, a recent 

systematic review concluded that there is currently no suitable outcome measure available for use in 

children and young people palliative care, with domains of existing generic health-related quality-of-life 

measures not being relevant to all children with LLC/LTC and some domains within disease- specific 

measures are only relevant for that specific population. (14).  

A high quality PROM that includes physical, emotional, psychosocial and spiritual elements that 

contains sensitive indicators specific to children with LLC/LTC illness is required(26).  The 

development of a validated outcome measure for children and young people will help address the 

current gap in high quality research in a population for whom there is currently very little evidence for 

good practice(27).  It will also allow palliative care teams responsible for providing services to an 

increasing population of children and young people with complex needs a way to evaluate new 

interventions, compare treatments or services and aid clinical decision making(9).   

Recent studies have highlighted that much of the research carried out with children with LLC/LTC 

conditions does not include them as participants(16, 28-32).  One third of studies did not include 

children and young people as participants in one recent systematic review looking at symptoms and 

concerns in children and young people with LLC/LLC.   Child self-report should be considered the gold 

standard for measuring symptoms and concerns in children and young people palliative care due to 

the subjective nature of many of the questions(33).   

The overall development of the C-POS aims to address these gaps by including children and young 

people with a range of LLC/LTC conditions as participants both in the previous qualitative interviews 

and future cognitive testing. This will establish the comprehensiveness, comprehensibility and 

feasibility of the C-POS measure.  From this, an evidence-based outcome measure for use with 

children and young people and their parents/carers with LLC/LTC conditions that is comprehensive 

and comprehensible with face and content validity will be developed.  Ensuring that a PROM is 

relevant for the intended population and has clinical utility has been shown to be a facilitator in its 

implementation(34, 35). The inclusion of clinicians and parents in qualitative interviews and the Delphi 

survey and item generation meeting will provide further evidence of content validity of the C-POS. This 

will further ensure that the content is relevant and meaningful, which should aid implementation of the 

C-POS when it has been further validated.  

The overall aim of C-POS is the development and validation of an outcome measure for use with 

children and young people with LLC/LTC and their families.  The qualitative interviews and systematic 

review on response format, administration mode and recall period are complete.  This protocol details 
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the Delphi survey to be used to obtain consensus on items to be included in the measure.  There will 

be subsequent applications for a cognitive interview study and validation of the measure. 

 

3. THEORETICAL FRAMEWORK 

 This study is conducted in line with the principles of outcome measure development proposed by Rothrock and the 

Consensus-based Standards for the selection of health Measurement Instruments (COSMIN)(15, 36, 37).  Figure	1 

shows the patient reported outcome development process described by Rothrock with this study mapped on to 

it(15).  The protocol we present in this application for ethical review incorporates the item generation part of the 

process (shown in green in the figure). 



Appendix K Delphi survey protocol, participant information sheet and demographic data collection 
sheet 

 388 

 
Figure 1 Patient reported outcome development process and the C-POS study  
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4.  RESEARCH QUESTION/AIM(S) 
To gain expert consensus on items to be included in the C-POS, which will be a patient-reported 

outcome measure (PROM) for children and young people (children and young people) with life-limiting 

and life-threatening conditions (LLC/LTC) and their parents/carers.  

 
4.1 Objectives 

a) To obtain stakeholder consensus on items to be included in the C-POS measure, thus further 

establishing face and content validity. 

b) To finalise initial parent/carer and age appropriate children and young people versions of the C-

POS. 

4.2 Output 

The key output from this study will be initial age appropriate and parent/proxy versions of the C-POS 

(version 1) ready for cognitive testing. 

 

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYIS 

The objective of a Delphi survey is to achieve reliable consensus within a group of experts(38).  Using 

a Delphi survey enables researchers to collect judgements from experts when it is hard to meet them 

face-to-face due to time constraints or distance(39, 40).  Participants take part in several rounds, 

receiving feedback in between.  Within the field of measurement, Delphi studies are well-recognised 

and commonly used to gather evidence of validity(40).  The method has been used successfully in 

palliative care tool development to obtain international evidence of content validity(41).  

There are four different types of Delphi methodology: 

1. Classical – focuses on facts to obtain consensus. 

2. Decision – focuses on preparation and decision for future directions. 

3. Policy – focuses on ideas to define and differentiate views. 

4. Ranking-type – focuses on identification and ranking of key factors, items or issues(38). 

In this study, a ranking-type Delphi survey will be carried out to establish further evidence of content 

validity of the C-POS, using methodology similar to that proposed by Schmidt(38, 42, 43).  Ranking-

type Delphi surveys are used to reach a group consensus about the relative importance of issues or 

concerns(43, 44). In this protocol, the issues group consensus is required upon are the symptoms and 

concerns identified in previous qualitative interviews (see Figure 1)(38). For all measurement 
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instruments, it is important that content validity is assessed by clinical experts in the relevant field(45).  

For patient-reported outcomes, patients and representatives of the target population, are considered 

experts.  They are the most able to assess the relevance of items and whether important aspects are 

missing(45). 

The standard ranking-type Delphi survey has three phases(43, 44);  

1. Brain storming phase – experts list items that are important for the area of interest.   

2. Narrowing down phase – narrowing down of the list of items developed during the brainstorming 

phase to a number that is manageable and reasonable for the ranking phase. 

3. Ranking – the aim of this phase is to reach consensus in the ranking of selected items. 

102 semi-structured interviews to identify symptoms and concerns in children and young people with 

LLC/LTC have already been conducted, which will replace the brainstorming stage in this study.  This 

Delphi survey will have 3-4 rounds, one to narrow down the number of symptoms and concerns, 

followed by 2-3 rounds aiming to achieve consensus on the rank importance of these.  The Delphi 

survey will be followed by a face-to-face item generation meeting to finalise the content and format of 

the C-POS(46).  It has been suggested that a three round Delphi is optimal to ensure that results are 

meaningful without creating participant fatigue and thus high levels of attrition between rounds(47).   

Delphi Survey Design 

This study is a repeated online survey (3-4 rounds proposed).  Items to be included in the survey will 

be symptoms, concerns and priorities for care identified from the previous qualitative interview study 

and from a recent systematic review on symptoms and concerns in children and young people with 

LLC/LTC(16).  A matrix has been created by the research team that demonstrates the evidence 

source for each item included. 

Recruitment and sampling technique 

This Delphi survey will involve two key stakeholder populations – parents/carers of children and young 

people with LLC/LTC and healthcare professionals who care for children with LLC/LTC.  Both are 

considered experts in the symptoms and concerns that children and young people with LLC/LTC 

experience(36).  This will further enhance the content validity of C-POS. 

 

 

Parent/carer participants will be identified through: 
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• Together for Short Lives (a leading UK charity for children with life-threatening & life-limiting 

conditions): 

o Database of 140 parent experts who want to be involved in research – the charity will 

email members a link to the survey. 

o Link to survey on quarterly newsletter 

• Parent groups at the Royal Marsden – groups will be emailed information regarding the study 

along with a link to the survey web page. 

• Martin House Research Centre family advisory board – via email link. 

• Martin House and Northern Ireland children’s hospices – email link via family Facebook page. 

• Social media – a link to the survey will be shared on the study’s Twitter feed. 

Health care professional participants will be identified through: 

• Association for Paediatric Palliative Medicine (APPM) – medical and nursing membership will be 

emailed a link to the survey via the APPM. The research team will not have access to individual 

contact details. 

• Together for Short Lives: 
o All children’s hospices, hospital and community children’s palliative care teams are 

members - the charity will email members a link to the survey. 

o Other health care professional members - the charity will email members a link to the 

survey. 

• The link will be sent to the Principal Investigators of the sites used for the previous qualitative 

interviews with a request that they disseminate to their teams and contacts (Royal Marsden 

Hospital, Evelina Children’s Hospital, King’s College Hospital, Great Ormond Street Children’s 

Hospital, Cambridge University Hospital, East Anglia Children’s Hospice, Northern Ireland 

Children’s Hospice, Leeds Teaching Hospital Trust, Martin House Children’s Hospice). 

• Association of Palliative Care Social Workers – via email link. 

• Children’s Cancer Network – via email link. 

• Children’s Cancer and Leukaemia Group – via email link. 

• Hospice UK membership – via email link. 

• Social media – a link to the survey will be shared on the departmental. And study Twitter feeds. 

 

Upon completion of round 1 of the survey, participants will be asked to recommend other experts to 

participate in the study by sending them a link to the survey or sharing the link on their social media 

(snowball sampling).   

Eligibility criteria 
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Inclusion criteria 

• Health care professionals:  

o Doctors - who have been providing care to children and young people with LLC/LTC for 

> 6 months. 

o Nurses - who have been providing care to children and young people with LLC/LTC for 

> 6 months. 

o Social workers - who have been providing care to children and young people with 

LLC/LTC for > 6 months. 

o Psychologists - who have been providing care to children and young people with 

LLC/LTC for > 6 months. 

o Other allied health professionals e.g., physiotherapists, play specialists, occupational 

specialists, spiritual care providers - who have been providing palliative care to children 

and young people with LLC/LTC for > 6 months. 

• Parents/carers of a children and young people aged 0-18 years (up to their 18th birthday) who 

have a LLC/LTC. 

• Bereaved parents of children and young people with LLC/LTC whose child has died within 12-

24 months of participation.  This time period was identified as being optimal in a study with 

bereaved parents who felt they would still remember what had happened, how they felt and what 

they needed clearly.  They felt that at 12 months enough time had passed so recall was not 

significantly painful(48). 

Exclusion criteria 

o Health care professionals who have been working with children and young people with LLC/LTC 

for less than 6 months. 

o Individuals who cannot complete an online survey written in English.  

Sample size 

COSMIN recommend a sample size of >100 for a quantitative study on content validity of a patient reported 

outcome measure(36).  50 to 99 participants per group is deemed adequate, whereas 100 or greater is 

considered very good, the highest possible rating (36).  Delphi surveys in similar populations have reported 

varied response rates ranging from 44->80%(41, 49, 50). This study anticipates a sample size of 100-200 based 

on these reports of previous response rates and the numbers of participants that will be reached by the 

process described above. Reminders emails will be sent to potential participants at 1 week.  Social media 

invitations will be posted weekly. 
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Study Procedure 

A 3-4 round survey will be designed using SmartSurvey (an online survey platform). The survey and 

instructions will be piloted in a small group (3-5) of participants from the target population before use 

to ensure that the questionnaire and instructions are understood(51).  The SmartSurvey platform has 

been chosen for its ease of use and ability to export data which is encrypted and stored within the UK.  

The research team will not have direct contact with potential participants.   

The first page of the online survey will explain what the survey is for and how the survey items were 

decided upon.  Reminders for each round will be sent after 1 week to maximise participation. 

Participants will be asked to recommend others that could be invited to participate in order to 

maximise the expertise of the panel. Demographic data will be collected as follows: 

• Health care professionals – profession, current role, length of children and young people 

palliative care experience, generic place of work e.g., hospital, hospice, community, gender and 

age. 

• Parents/carers – age, relationship to child, child’s diagnosis, child’s age, ethnic background of 

child and parent/carer, gender of child and parent/carer and area of the country they live in. 

Narrowing down (round 1) 

Items for inclusion in round 1 of the Delphi will be chosen from: 

1. Symptoms and concerns in children and young people with LLC/LTC identified in the research 

team’s previous qualitative interview study with children and young people with LLC/LTC, their 

parents/carers and siblings, health care professionals and NHS commissioners. 

2. Results of a systematic review on symptoms and concerns in children and young people with 

LLC/LTC(16). 

See appendix 4 for an example of the items to be included.  Symptoms and concerns will be 

presented in random order(43, 44).  Participants will be asked to select the 20 symptoms and 

concerns that they believe to be the most important to be included in the C-POS.  They will also be 

asked to suggest items that are missing and be asked to justify and explain their choices in a free text 

box.  Items will be selected for inclusion in subsequent rounds as follows: 
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• Items that are selected by >50% of participants will be included in the subsequent ranking 

rounds(52).   

• If more than 30 items are selected by >50% of participants then the items selected by >30% of 

participants will be included in subsequent rounds(44). 

• If new items are suggested during round 1, they will be compared with the existing items and 

discussed by the research team and members of the steering group (including PPI 

representatives) to gain expert consensus on whether they should be added to round two for 

evaluation by participants (34, 46).  

For this phase of the study, results will be analysed by participant group (parents/carers and 

professionals and by both groups combined). At this stage of the study an academic and PPI steering 

group meeting will be held to review the data and make decisions on items to be carried forwards to 

the next round of the Delphi survey.  This will include discussion of the suggested new items and free 

text justification of choices.  This meeting will ensure that if there are differences between priorities 

identified by parents/carers and health care professionals these are reconciled by an expert panel. 

Participant email addresses will be collected (with consent) during this round so that participants can be sent 

invitations to participate in further rounds.  These will be kept in a password protected file on a secure server. 

 

Ranking (rounds 2 and 3) 

Round 2 will occur 1-2 weeks after the close of round 1 and will be open for 2 weeks.  Round 3 will 

occur a 1-2 weeks after round 2 closes and again will be open for 2 weeks. Participants in rounds 2 

and 3 will need to have participated in round 1.  Participants will be presented with the results from the 

previous round outlining items that were removed for round 2, any relevant comments from 

participants and any new items that have been added. Participants will then be asked to rank the 

symptoms and concerns remaining from round 1 in order of priority for inclusion in the C-POS 

measure.  Items will be ranked in descending order, from the most to least important. Participants will 

be asked to explain their justifications for their rankings in a free text box.  Reminders will be sent at 1 

weeks.   

For round 3, participants will again be sent an email with a link to the survey.  They will be given the 

following feedback from the previous round: 

• the median rank of each item from round 2 and where they ranked each item,  

• Kendall’s W coefficient of concordance (in layman’s terms i.e. weak, moderate or strong 

agreement),  

• top half rank (the percentage of experts who ranked items in their top 50%)  
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• relative comments/justifications made by respondents.   

Results will be presented for the participants in full (parent/carer and professional data) and stratified 

by group(34).   Participants will again be asked to rank symptoms and concerns based on the 

feedback above.  This time items to be ranked will be presented according to median rank rather than 

randomly in order to aide achievement of consensus(53).  Participants will again be asked to justify 

their ranking decision in a free text box.  Participants will be asked a final question on whether they 

would be willing to participate in a further round if consensus has not been reached.  Reminders will 

be sent again at 1 week.   

Data will be analysed in the same way as round 2.  If consensus has been reached (Kendall’s W >0.7) 

then the study will stop.  If consensus has not been reached (W<0.7), a McNemar test will be 

performed to see whether there is a difference in median ranking between rounds 2 and 3.  If there is 

no significant difference in median rankings between the two rounds the study will stop(52).  If 

consensus has not been reached and there is a significant difference in median ranking between 

rounds a further round will be considered if >50% of respondents indicate they would be willing to 

participate in another round.  If <50% of respondents were willing to take part in a fourth round, the 

study will stop.  In palliative care, perfect agreement may often not be realistic due to different values, 

world views and ethical dilemmas concerning medical decision making(51). There are a diverse range 

of LLC/LTC that affect children and young people and they are cared for in a wide range of settings 

which adds to this complexity.  Results from this Delphi exercise will be taken forwards to an item 

generation to gain further expert agreement on items to be included in the C-POS in order to further 

evidence face and content validity (see item generation meeting section of this protocol).   

This study will be reported according to guidance on Conducting and REporting of DElphi Studies in 

palliative care CREDES(51) and recommendations by Paré et al on ensuring rigor in ranking-type 

Delphi surveys(44).  All data will be anonymised. 

Consent 

Written information about the purpose of the Delphi survey will be included at the beginning of each 

round (appendix 3 and 4).  Information will be given on the rationale for the study, what participation 

will entail, how data will be used and stored and steps that will be taken to ensure confidentiality(54).  

This information has been reviewed by our PPI stakeholders.  No participant identifiable information 

will be used in any publication or in the dissemination of results.  Participants will be asked to 

complete a consent form at the beginning of each round of the survey (included at the beginning of the 

survey) to indicate that they consent to participation (appendix 5).  In the unlikely event that 

participants find the content of the survey distressing, they will be given the contact number for the 
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Together for Short Lives helpline on the study information page.  This helpline is run by experienced 

staff who are used to talking to parents who are distressed. 

Analysis 

Analysis will be undertaken using SPSSv25 or equivalent.  Demographic data of participants will be 

analysed using descriptive statistics.  

Round 1 (narrowing down) 

All symptoms and concerns that are not selected by >50% of participants from each group 

(parents/carers and professionals) will be eliminated. If more than 30 items are selected by >50% of 

participants, then the items selected by >30% of participants will be included in subsequent rounds. 

Round 2 (ranking) 

After round two and three analysis will consist of: 

• the median rank of each item,  
• Kendall’s W (to measure the level of agreement between participants)  
• Percentage of participants placing each item in the top half of their list(43, 44). 

Kendall’s W will be interpreted according to guidance by Schmidt et al(43) on conducting ranking type 

Delphi surveys: 

• ≥0.1 – very weak agreement 
• ≥0.3 – weak agreement 
• ≥0.5 – moderate agreement 
• ≥0.7 – strong agreement 
• ≥0.9 – unusually strong agreement 

If Kendall’s W is not ≥ 0.7 after round 3 a McNemar test will be conducted to see whether there is a 

difference in median ranking between rounds. 

Free text comments will be collated by symptom and concern and analysed thematically.  These will 

be presented and discussed at the item generation meeting (see below). 

Data will be analysed by the C-POS PhD candidate (LC) on a laptop and/or desktop computer either 

within the Cicely Saunders Institute or off site.  Data within the Smart Survey site is encrypted and 

stored within the UK.  Once it has been extracted participant email addresses will be stored in a 

locked file on the Cicely Saunders Institute SharePoint.  All other data will be anonymised and stored 

on SharePoint in an SPSS file. 



Appendix K Delphi survey protocol, participant information sheet and demographic data collection 
sheet 

 397 

Item generation meeting 

In order to generate the final items for the C-POS, an item generation meeting will be held after the 

Delphi survey to further gain expert stakeholder input to enhance face and content validity of the C-

POS.  The C-POS steering group (including PPI representatives) will be given a brief presentation on 

the use of patient-reported outcome measures in healthcare and the evidence for the need of the C-

POS.  They will then be presented with the findings from: 

• The two systematic reviews carried out by the research team on a) symptoms and concerns in 

children and young people with LLC/LTC(16) and b) enhancing validity, reliability and 

participation in self-reported health outcome measurement for children and young people: a 

systematic review of optimal recall period, response scale format and administration modality. 

• Feedback from the Young Person’s Advisory Group at Great Ormond Street Children’s Hospital 

on response format, recall period and administration mode of outcome measures for children 

and young people. 

• The results of the main findings from the qualitative interview study on symptoms and concerns 

in children and young people with LLC/LTC including the analysis framework. 

• The results of the above Delphi survey including item mean rank (overall and stratified by 

participant group), Kendall’s W, the percentage of participants placing each item in the top half 

of ranked list and any free text comments provided by participants.  Item mean rank will also be 

presented by domain. Domains were created using the World Health Organisation’s definition 

of paediatric palliative care (see appendix 1 for items) (55) and the results of the previously 

conducted qualitative interviews.  The domains are physical, social and practical, emotional and 

psychological, spiritual and existential and normality. 

After the presentations the symptoms and concerns ordered by domain and mean rank from the 

Delphi will be presented by the PhD candidate (LC) and discussed with the stakeholder group to gain 

final agreement for which items to include in the C-POS.  Discussion will include whether consensus 

was reached during the Delphi and any disparities between groups (parent/carer and health care 

professionals) in order to reconcile any differences.  Any disagreement will be worked through as a 

group with the PI (RH) acting as chair.   

Once items for inclusion have been agreed there will be a discussion regarding response format, 

recall period and administration mode(s) of the C-POS, led by the study PhD candidate and based on 

discussions with the Great Ormond Street Young Person’s Advisory Group and the results of the 

aforementioned systematic review of evidence of these in children.   A presentation will be given on 

suggestions for these.  There will be opportunity for discussion of these suggestions, again chaired by 
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RH.  These will be agreed for both parents/carers and child age.  PPI representatives will be briefed 

before the meeting on the content and will be offered support if needed afterwards, either by 

discussion with the research team or by referral to the Together for Short Lives advice line. 

After the meeting LC (PhD candidate) will take the list of agreed symptoms and concerns for inclusion 

and draft the first parent/carer and age appropriate versions (version1) of C-POS.  Response format, 

mode and recall will be based on the systematic review results and outcomes of the stakeholder group 

discussion.  These will be reviewed and finalised by the research team to ensure they represent the 

discussion held in the stakeholder group.  A summary of the stakeholder group discussions will be 

sent electronically to the group participants along with version 1 (parent/carer and child versions) of 

the C-POS for final comment.  Minor changes will be made, if required, prior to the next phase of the 

overall C-POS study (cognitive interviews, subject to a subsequent ethics application via IRAS). 

 

6 ETHICAL AND REGULATORY CONSIDERATIONS 

6.1 Assessment and management of risk 

Co-applicant on the study, Professor Bobbie Farsides (Professor of Clinical and Biomedical Ethics), 

has led the ethical dimensions of this study. Professor Farsides has 20 years’ experience of speaking 

to health care professionals about the most ethically challenging aspects of their work.  She will be 

attending the item generation meeting.  Professor Farsides has provided a 2 hour training session to 

summarise the recommendations and their translation to research practice of the report she led 

“Children and clinical research: ethical issues” http://nuffieldbioethics.org/wp-content/uploads/Children-

and-clinical-research-full-report.pdf. Researchers have also completed training in communication 

skills, paediatric palliative care and the role and skills of play therapy in research studies.  

We have appointed an external ethics reviewer, Dr Sara Fovargue of Lancaster University who has 

dual qualifications in ethics and medical law and was a member of the Nuffield Council committee on 

ethics and research with children http://www.lancaster.ac.uk/law/people/sara-fovargue.  She authors 

and approves our annual ethical check to the European Research Council. 

Parents will be directed to our partner Together for Short Lives if they require additional support and 

guidance with respect to their child’s condition and to access support for their child.  

Information and consent forms will clarify the content of the Delphi survey to ensure that full 

information is provided and there are no surprises regarding content.  
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There will be no direct benefit to participants, although parents recruited form this population who have 

participated in other studies have acknowledged their perceived positive experience and personal 

reward. The participant information sheet explains the content of the survey and includes the contact 

details for the Together for Short Lives helpline. 

Regulatory Review & Compliance  

Before any site can enrol patients into the study, the Principal Investigator (Professor Harding) will 

ensure that appropriate approvals from participating organisations are in place.  

For any amendment to the study, the Chief Investigator or designee, in agreement with the sponsor 

will submit information to the appropriate body in order for them to issue approval for the amendment. 

The Chief Investigator or designee will work with KCL R&D department so they can put the necessary 

arrangements in place to implement the amendment to confirm their support for the study as 

amended. 

Amendments  

The process for making amendments will be led by the study PI (Harding) and taken to full Steering 

Group (or by email approval of the majority if not meeting is due) and with PPI consultation. It will be 

submitted to KCL for review and no change initiated until full approval.  

Any approved amendments will be incorporated into study materials with revised version number and 

the change noted and stored in the Site File.  

6.2     Peer review 

Peer review was conducted by the Funder (the European Research Council) and the PI presented the study at a 

grant panel in Brussels to a multiprofessional decision making panel of approximately 30 scientists from across 

Europe who individually and independently scored the propossal.  

 

6.3  Patient & Public Involvement 

To date our PPI involvement has been through the NGO “Together for Short Lives” and through PPI parent 

representatives on our group. They have commented on the aims, methods and dissemination plan of all phases 

of the C-POS study so far.  

These groups are also represented on our Steering Group. They will be part of all decision making, interpretation 

and dissemination activities.  
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6.4 Protocol compliance  

Accidental protocol deviations can happen at any time. They must be adequately documented on the 

relevant forms and reported to the Chief Investigator and Sponsor immediately.  

Deviations from the protocol which are found to frequently recur are not acceptable, will require 

immediate action and could potentially be classified as a serious breach. 

 

6.5 Data protection and patient confidentiality  

Each study participant will have their email address/name/study ID code sheet stored separately to 

their survey responses’. Data will be stored for a period of 8 years within a secure computer file. 

Future secondary analysis of the data will require a further application for ethical approval in on the 

presumption that it is seen as compatible processing. Secondary analysis will be subject to the 

participant’s prior enactment of their right to withdraw consent and data.  

Participants’ demographic data will be stored in Excel files in password protected folders on the 

server. No research study staff will have access to NHS patient files.  

Participants will be able to have their data removed from the study dataset or archive at any point, and 

for it to be removed from results up until these are presented/published and in the public domain. This 

will also include the removal of consent forms, participant name from the study code ID list, and 

removal from all recruitment records. Removal can be requested by email or letter.  

The maintenance of Site Files, data management plans and adherence to these, and reporting will be overseen by 

the Faculty Research Development Manager. Data Protection Officer at KCL will conduct a review of the full protocol 

for the ERC reporting and will provide guidance and issue a letter of review. Any breaches will be reported 

immediately (same day as the breach becomes known) to the Data Protection Officer. 

 

6.6 Indemnity 

The lead sponsor, King's College London, will take primary responsibility for ensuring that the design 

of the study meets appropriate standards and that arrangements are in place to ensure appropriate 

conduct and reporting. King's College London also provides cover under it's No Fault Compensation 

Insurance, which provides for payment of damages or compensation in respect of any claim made by 
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a research subject for bodily injury arising out of participation in a clinical trial or healthy volunteer 

study (with certain restrictions).  

 

6.7 Access to the final study dataset 

The study research team: Professor Richard Harding as PI, Professor Wei Gao as study statistician, 

Dr Debbie Braybrook (Research Associate), Anna Roach (research assistant), Lucy Coombes (PhD 

student), Dr Clare Ellis-Smith and Dr Katherine Bristowe will have access to the full dataset.  

The PI will allow site investigators to access the full dataset if a formal request describing their plans is 

approved by the steering group. 

 

7 DISSEMINIATION POLICY 

7.1  Dissemination policy 

KCL owns the data arising from the study. 

On completion of the study, the data will be analysed and tabulated, and a Final Study Report 

prepared. 

The full study report will be provided to the Ethics Committee and the findings will available in peer 

review publications. The PI will lead publications with agreement for lead authorship by co-applicants. 

All data will be submitted for peer review within 6 months of data collection. 

We will acknowledge our funder and clinical and community partners in the manuscript.  

We will keep the stakeholder community informed via a newsletter that will be distributed via our 

project website and through Together for Short Lives. We will give the URL to all participants.  

We will post the outputs of the research to any participant/family who requests it.  

Following publication, the data will be available for use upon reasonable request to the PI (subject to 

consent of participants).  
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7.2  Authorship eligibility guidelines and any intended use of professional writers 

We will adhere to The International Committee of Medical Journal Editors defined authorship criteria for 

manuscripts submitted for publication. This can be found at 

http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-

contributors.html 
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Appendix 1- Study Information Sheet – Parents/Carers 

C-POS- what matters to children, young people and their families facing serious illness?  
 
What is the aim of this research study? 
We would like to invite you to be part of an online research survey to help us prioritise which 
symptoms and concerns matter to children and their families facing serious illness. The goal of this 
study is to help us develop a “checklist”. This would contain a brief list of the things that often matter 
most to children and their families. The idea is that when you see health professionals, we can try and 
make sure that you are asked about the things that matter to you, and that we check that these things 
are being addressed. 
 
What does taking part involve? 
This study involves completing an online survey on three separate occasions over the next 2-3 
months.  Questions in the survey are based on symptoms and concerns previously identified by 
children and young people with life-limiting/life-threatening conditions, their carers, siblings, health 
care professionals and NHS commissioners during face to face interviews.  You will be asked whether 
each symptom or concern identified is a priority to be included in the final measure.  This type of 
survey is called a Delphi survey, and it will try to reach agreement on items to be included in the 
checklist.  We will also ask you for some basic information regarding you and your child. 
 
How will we collect information? 
Information will be collected by an online survey.  The survey site used is encrypted (which means no-
one outside this study can read responses) and all data is stored on UK servers.  We will ask for your 
email address during the survey so that we can send you a link to complete rounds two and three. 
 
What will happen to that information? 
The information collected will be transferred to secure files by the research team. All data will be 
anonymous, and we will not be asking for your name.  When we publish or present the findings it will 
be done in such a way as to minimise the potential of you being identifiable.  
 
Do I have to take part? 
You do not have to take part in this research study- it is entirely voluntary. You can take your time in 
deciding whether to take part, and you may want to talk it over with your care team or others. 
 
Can I change my mind after saying yes? 
If you do decide to take part you can change your mind at any time before or during the survey. If you 
complete the first survey (round 1), you will be sent a link to round 2 in a few weeks.  There will be a 
third round a few weeks after round 2.  If you do not want to, you do not have to complete the 
subsequent rounds. 
 
Are there any direct benefits to taking part?  
Taking part will not provide any direct benefits to you or your child, although we hope that there will be 
future improvements to care for others.   
 
What if there is a problem? 
If you have a concern about any aspect of this study, you should ask to speak to the researchers who 
will do their best to answer your questions [Professor Richard Harding, 02078485518 
or richard.harding@kcl.ac.uk].   In the event that something does go wrong and you are harmed during 
the research you may have grounds for legal action for compensation against King’s College Hospital 
NHS Foundation Trust and/or King’s College London, but you may have to pay your legal costs. If you 
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find participation in the survey distressing in any way and you feel that you need to speak to someone 
for support then please contact the Together for Short Lives helpline on: 0808 8088 100.   
 
 
Our compliance with legal requirements regarding your data  
King's College London will keep your contact details confidential. King's College London will use this 
information as needed, to contact you about the research study and to oversee the quality of the 
study. Certain individuals from King’s College London and regulatory organisations may look at your 
research records to check the accuracy of the research study. King’s College London will only receive 
information without any identifying information. The people who analyse the information will not be 
able to identify you and will not be able to find out your name or contact details. 
King’s College London is the sponsor for this study based in the United Kingdom. We will be using 
information from you in order to undertake this study and will act as the data controller for this study. 
This means that we are responsible for looking after your information and using it properly. Our lawful 
basis for processing your personal data under the General Data Protection Regulation (GDPR) is ‘task 
in the public interest’ (as a university, doing research is part of our public task). Similarly, we will be 
processing your health data (which is a special category of personal data under the GDPR) because it 
is ‘necessary for scientific or historical research purposes’. King’s College London will keep identifiable 
information about you for 8 years after the study has finished. 
Your rights to access, change or move your information are limited, as we need to manage your 
information in specific ways in order for the research to be reliable and accurate. If you withdraw from 
the study, we will keep the information about you that we have already obtained. To safeguard your 
rights, we will use the minimum personally-identifiable information possible. 
You can find out more about how we use your information by reading King’s College London’s core 
privacy notice at https://www.kcl.ac.uk/terms/privacy.aspx, or by contacting Albert Chan (the Data 
Protection Officer for King’s College London) on email at info-compliance@kcl.ac.uk or telephone at 
0207 848 7816. 
 
 
Thank you for reading this information and for considering our study. 
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Appendix 2 - Study Information Sheet – Professionals 

C-POS- what matters to children and young people with serious illness?  
 
What is the aim of this research study? 
We would like to invite you to be part of an online research survey to help us prioritise which 
symptoms and concerns matter to children and their families facing serious illness. The goal of this 
study is to help us develop a “checklist”. This would contain a brief list of the things that often matter 
most to children and their families. The idea is that when they see health professionals, we can try and 
make sure that they are asked about the things that matter to them, and that we check that these 
things are being addressed. 
 
 
What does taking part involve? 
This study involves completing an online survey on three separate occasions over the next 2-3 
months.  Questions in the survey are based on symptoms and concerns previously identified by 
children and young people with life-limiting/life-threatening conditions, their carers, siblings, health 
care professionals and NHS commissioners during face to face interviews.  You will be asked whether 
each symptom or concern identified is a priority to be included in the final measure.  This type of 
survey is called a Delphi survey, and it will try to reach agreement on items to be included in the 
checklist.  We will also ask you for some basic information regarding your professional role.  
 
 
How will we collect information? 
Information will be collected by an online survey.  The survey site used is encrypted (which means no-
one outside this study can read responses) and all data is stored on UK servers.  We will ask for your 
email address during the survey so that we can send you a link to complete rounds two and three. 
 
What will happen to that information? 
The information collected will be transferred to secure files by the research team. All data will be 
anonymous, and we will not be asking for your name.  When we publish or present the findings it will 
be done in such a way as to minimise the potential of you being identifiable.  
 
Do I have to take part? 
You do not have to take part in this research study- it is entirely voluntary. You can take your time in 
deciding whether to take part, and you may want to talk it over with others before deciding.  
 
Can I change my mind after saying yes? 
If you do decide to take part you can change your mind at any time before or during the survey. If you 
complete the first survey (round 1), you will be sent a link to round 2 in a few weeks.  There will be a 
third round a few weeks after round 2.  If you do not want to, you do not have to complete the 
subsequent rounds. 
 
 
Are there any direct benefits to taking part?  
Taking part will not provide any direct benefits to you, although we hope that there will be future 
improvements to care for others.   
 
What if there is a problem? 
If you have a concern about any aspect of this study, you should ask to speak to the researchers who 
will do their best to answer your questions [Professor Richard Harding, 02078485518 
or richard.harding@kcl.ac.uk].   In the event that something does go wrong and you are harmed during 
the research you may have grounds for legal action for compensation against King’s College Hospital 
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NHS Foundation Trust and/or King’s College London, but you may have to pay your legal costs.  
 
Our compliance with legal requirements regarding your data  
King's College London will keep your contact details confidential. King's College London will use this 
information as needed, to contact you about the research study and to oversee the quality of the 
study. Certain individuals from King’s College London and regulatory organisations may look at your 
research records to check the accuracy of the research study. King’s College London will only receive 
information without any identifying information. The people who analyse the information will not be 
able to identify you and will not be able to find out your name or contact details. 
King’s College London is the sponsor for this study based in the United Kingdom. We will be using 
information from you in order to undertake this study and will act as the data controller for this study. 
This means that we are responsible for looking after your information and using it properly. Our lawful 
basis for processing your personal data under the General Data Protection Regulation (GDPR) is ‘task 
in the public interest’ (as a university, doing research is part of our public task). Similarly, we will be 
processing your health data (which is a special category of personal data under the GDPR) because it 
is ‘necessary for scientific or historical research purposes’. King’s College London will keep identifiable 
information about you for 8 years after the study has finished. 
Your rights to access, change or move your information are limited, as we need to manage your 
information in specific ways in order for the research to be reliable and accurate. If you withdraw from 
the study, we will keep the information about you that we have already obtained. To safeguard your 
rights, we will use the minimum personally-identifiable information possible. 
You can find out more about how we use your information by reading King’s College London’s core 
privacy notice at https://www.kcl.ac.uk/terms/privacy.aspx, or by contacting Albert Chan (the Data 
Protection Officer for King’s College London) on email at info-compliance@kcl.ac.uk or telephone at 
0207 848 7816. 
 
 
Thank you for reading this information and for considering our study. 
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Appendix 3 - Consent Form  
 
 

1. I confirm that I have read the information regarding this study. * 

� Yes 

� No 

 

2. I understand that my participation is voluntary and that I am free to withdraw at any time, without 

giving any reason. * 

� Yes 

� No 

 

3. I understand that information held about me by King's College London (including my email 

address), will be used to invite me to participate in future rounds of this study. * 

� Yes 

� No 

 

4.  I give permission for anonymous data collected about me to be used in the study report, 

publications and presentations. * 

� Yes 

� No 

 

5. I consent to participation in this study. * 

� Yes 

� No 
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Appendix 4 – Sample of symptoms and concerns to be included in Delphi 
 

1. Skin issues 
2. Bowel problems 
3. Appetite 
4. Being physically unable to eat or drink as much as normal 
5. Changes in weight 
6. Infections and/or impaired immunity 
7. Impact of medical interventions and treatment such as central lines, prosthesis 
8. Muscle weakness  
9. Impaired growth 
10. Reduced physical function 
11. Changes in consciousness 
12. Dystonia 
13. Seizures 
14. Pain 
15. Breathing difficulties 
16. Cough 
17. Excess respiratory secretions 
18. Sleeping difficulties 
19. Tiredness or fatigue 
20. Appearance 
21. Low blood counts 
22. Impaired growth 
23. Agitation 
24. Nausea 
25. Vomiting 
26. Ability to do usual self-care 
27. Side effects of medications 
28. Fertility concerns 
29. Hair loss 

 

Social and practical concerns 

1. Having access to technology to stay connected 
2. Opportunity to discuss advance care planning and/or resuscitation 
3. Discussion of preferred place of care 
4. Discussion of preferred place of death 
5. Discussion of wishes for life/death 
6. Opportunity to set individual goals or outcomes 
7. Avoiding unplanned hospital admissions 
8. Identifying wishes for life 
9. Care needs changing over time 
10. Balancing needs of child with rest of family 
11. Burden of medication regime 
12. Communication difficulties – child 
13. Communication with health and social care professionals 
14. Eating 
15. Friendship – adaptation to dynamics and challenges due to illness 
16. Impact on play and hobbies 
17. Impact on school life 
18. Financial concerns –benefits, cost of hospital visits and stays, equipment etc 
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19. Impact on work life 
20. Information provision – about illness, services, medication, developmentally appropriate, 

understanding illness, not having enough information 
21. Meeting cultural needs 
22. Access to 24/7 care at home 
23. Access to 24/7 telephone advice 
24. Care co-ordination 
25. Quality of care 
26. Access to equipment 
27. Access to holistic care 
28. Timely hospital discharge 
29. Transitions – school, services 
30. Fluctuating needs 
31. Logistics of care e.g., organising appointments/carer rotas 
32. Decision making 
33. Discord between family members 
34. Discord between service providers and family 
35. Having to do things differently – eating, play/hobbies, routines, family life 
36. Housing 
37. Wanting to get back to normality 
38. Adjusting to a new normal 
39. Relationships 
40. Equal opportunities with other children 
41. Achieve life goals 
42. Initiate and maintain sexual relationships 
43. Breaking bad news 
44. Shared decision making 
45. Missing home 

 

Spiritual and existential 

1. Determination to live life to the fullest 
2. Determination to survive 
3. Meaning of life 
4. Religion and faith 
5. Spiritual support – access and availability 
6. Uncertainty of the future – fear of life unlived, length of life 
7. Worry about death 
8. Will I be remembered 
9. Am I dying? 
10. Life devoid of meaning 
11. Connected with God or something larger than self 
12. Appreciate life as a gift 
13. Keeping the spirit alive 
14. Must survive the hard bits of illness 

 

Emotional and psychological 

1. Behaviour regression 
2. Being different 
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3. Looking different 
4. Challenges to independence 
5. Problems with cognitive ability and learning needs 
6. Loss of control (child) 
7. Parents wanting to have control over their child’s health 
8. Impaired ability to express and/or understand emotions and feelings 
9. Opportunity to meet people in a similar situation 
10. Privacy 
11. Grumpy/moody 
12. Anger 
13. Feeling like a burden 
14. Interruption to family life 
15. Worry about family 
16. Wanting to protect family 
17. Fear, worry and anxiety 
18. Irritation or annoyance 
19. Low mood, sadness 
20. Memory making 
21. Support for family members 
22. Trust 
23. Access to/availability of psychological support 
24. Treatment related anxiety and worry 
25. Happiness 
26. Feeling stupid 
27. Declining school performance 
28. Reduced concentration 
29. Lack of self-worth 
30. Aggression 
31. Non-adherence to treatment 
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Appendix 5– Amendment History 

Amendment 
No. 

Protocol version 
no. 

Date 
issued 

Author(s) of 
changes 

Details of changes 
made 

     

 

List details of all protocol amendments here whenever a new version of the protocol is produced. 

Protocol amendments must be submitted to the Sponsor for approval. 
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Appendix L Cognitive interview protocol, patient information sheets, 
consent forms and demographic collection sheet 

   FULL/LONG TITLE OF THE STUDY Children’s Palliative Outcome Scale (C-POS) – cognitive 

interview study to determine comprehensibility, 

comprehensiveness and feasibility. 
 

SHORT STUDY TITLE / ACRONYM  C-POS cognitive interview study 

 

PROTOCOL VERSION NUMBER AND DATE V3.3 17/11/2021 

RESEARCH REFERENCE NUMBERS 

 

IRAS Number:  282412 

 

FUNDERS Number: 772635 
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Professor Richard Harding (Richard.harding@kcl.ac.uk) 

 

 

 

STUDY SUMMARY 

Study Title Children’s Palliative Outcome Scale – Cognitive Interview 
Study 

Internal ref. no. (or short title) C-POS 

Study Design Qualitative –cognitive interviews 

Study Participants c) Children and young people affected by a life-limiting 
or life-threatening condition 

d) Parents/carers of these children 

Planned Size of Sample (if applicable) Cognitive interviews – up to 50 

Follow up duration (if applicable) N/A 

Planned Study Period 1 months 

Research Question/Aim(s) 

 

Aim: To cognitively test version 1 of C-POS with children and 
young people with life-limiting and life-threatening conditions 
and their parents/carers. 

Objectives: 

c) To conduct cognitive interviews with children and 
young people and families to establish feasibility, 
comprehensibility and comprehensiveness of the 
C-POS measure. 
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STUDY PROTOCOL 

Children’s Palliative Outcome Scale (C-POS) 

 

1 BACKGROUND 

Life-limiting conditions (LLC) in children and young people are defined as conditions for 

which there is no reasonable hope of cure and from which children or young people will die, 

such as Duchenne muscular dystrophy.  Life-threatening conditions (LTC) are those for 

which curative treatment may be feasible but can fail, such as cancer(1, 2).   

Epidemiology 

Worldwide, it is estimated that each year 21 million children and young people (children and 

young people) with LLC/LTC conditions require input from palliative care services(3).  Within 

the UK, there are estimated to be over 86,000 children and families living with a LLC/LTC 

condition, many of whom would benefit from palliative care services due to complex 

symptoms, social and psychological needs and the unpredictability of their condition(2). 

Almost 400 LLC/LTC conditions have been identified as appropriate for palliative care 

among children and young people(4).  The number of children with LLC/LTC conditions in 

the UK is rising due to advances in medical care leading to slower deterioration. For these 

children, complexity of care is rising due to the increased use of medical technology such as 

home ventilation(1, 5). This is putting increased pressure on the resources of paediatric 

palliative care teams.  Within England and Wales more than 5000 children and young people 

die each year from all causes(6).  It is estimated that deaths due to LLC/LTC may account 

for 50% or more of these deaths(6).   Mortality is highest in those under one year of age 

(peaking in the neonatal period) and decreases in middle childhood before rising again in 

adolescence(6).  There is a significantly higher prevalence of LLC/LTC conditions in children 

and young people from both ethnic minority backgrounds and higher areas of deprivation in 

the UK(7).   

Patient-reported outcome measurement in children and young people 

A patient reported outcome measure (PROM) is defined as any measure of a patient’s 

health status, elicited directly from the patient(8).  PROM’s range from single item symptom 

ratings e.g. pain scales, to complex multidimensional health-related quality of life tools(9).  

Patient reported outcome instruments may be either generic or disease specific(10).  
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Generic measures are useful for comparing general outcomes across different populations 

e.g., cancer vs. cardiac disease or for assessing interventions across a wide range of 

conditions(11).  Some of these measures are used to assess health-related quality of life in 

healthy children so are more likely to have been validated based on large samples but may 

lack sensitivity for sick children and young people.  They may also be too long for very 

unwell children to complete(12).  Generic measures allow comparison of outcomes across 

groups of children and young people with different illnesses, which is essential for a 

discipline as wide and varied as children and young people palliative care.  Disease specific 

instruments, on the other hand, are used to compare quality of life within a given condition 

e.g., cancer.   Disease specific measures are assumed to be more sensitive to the 

implications of different illnesses and may be more appropriate for evaluating interventions 

or different treatments within children and young people with the same illness(12).  Some 

patient reported outcome measures have been developed combining both approaches 

giving rise to generic measures with disease specific modules(13).  In children and young 

people palliative care, an outcome measure is required that can capture symptoms and 

concerns that are important to children and young people with a wide range of conditions but 

is specific to the unique experience of this population(14). 

Previous work and current study 

This study is informed by and builds upon previous work conducted by the research team, 

following the principles of outcome measure development described by Rothrock(8).  A 

systematic review has been carried out which identified that there is currently no suitable 

outcome measure for use with children and young people with palliative care needs(9).  106 

qualitative, semi-structured interviews have been conducted with children and young people 

with LLC/LTC, their parents/carers, siblings, health care professionals and NHS 

commissioners to establish their priorities for outcomes of care This is one of the largest and 

most comprehensive qualitative interview studies to have been conducted in this population. 

Approval was received from the Bloomsbury ethics committee in 2019 (REC reference 

19/LO/0033).  In addition, systematic reviews regarding a) symptoms and concerns in 

children and young people with LLC/LTC (10) and b) optimal recall period, response format 

and administration mode for use with children and young people (pending publication) have 

also been conducted. A Delphi survey and item generation meeting have also been 

conducted, to establish parent/carer and health and social care professional priorities for 

which items identified in the semi-structured interviews should be included in version 1 of C-

POS.  This study seeks to cognitively test version 1 of C-POS with the target population to 

ensure it is comprehensible and feasible for use in practice.   
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2 RATIONALE  

In adult settings routine use of PROMs has been shown to improve awareness of symptoms 

and concerns, identify unrecognised symptoms, increase the monitoring of symptoms, improve patient satisfaction and 

experience as well as having a positive effect on patient-clinician communication(11-16).  Measuring outcomes in 

children and young people palliative care has repeatedly been identified as a research 

priority(17-19).  However, a recent systematic review concluded that there is currently no 

suitable outcome measure available for use in children and young people palliative care, 

with domains of existing generic health-related quality-of-life measures not being relevant to 

all children with LLC/LTC and some domains within disease- specific measures are only 

relevant for that specific population(9).  

A high quality PROM that includes physical, emotional, psychosocial and spiritual elements 

that contains sensitive indicators specific to children with LLC/LTC illness is required(20).  

The development of a validated outcome measure for children and young people will help 

address the current gap in high quality research in a population for whom there is currently 

very little evidence for good practice(21).  It will also allow palliative care teams responsible 

for providing services to an increasing population of children and young people with complex 

needs a way to evaluate new interventions, compare treatments or services and aid clinical 

decision making(22).   

Recent studies have highlighted that much of the research carried out with children with 

LLC/LTC conditions does not include them as participants(10, 23-27).  One third of studies 

did not include children and young people as participants in one recent systematic review 

looking at symptoms and concerns in children and young people with LLC/LLC.  Child self-

report should be considered the gold standard for measuring symptoms and concerns in 

children and young people palliative care due to the subjective nature of many of the 

questions(28).   

The overall development of the C-POS aims to address these gaps by including children and 

young people with a range of LLC/LTC conditions as participants both in the previous 

qualitative interviews and cognitive testing. This will establish the comprehensiveness, 

comprehensibility and feasibility of the C-POS measure.  From this, an evidence-based 

outcome measure for use with children and young people and their parents/carers with 
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LLC/LTC conditions that is comprehensive and comprehensible with face and content 

validity will be developed.  Ensuring that a PROM is relevant for the intended population and 

has clinical utility has been shown to be a facilitator in its implementation(29, 30). The 

inclusion of clinicians and parents in qualitative interviews and the Delphi survey and item 

generation meeting has provided further evidence of content validity of the C-POS. This will 

further ensure that the content is relevant and meaningful, which should aid implementation 

of the C-POS when it has been further validated.  

The overall aim of C-POS is the development and validation of an outcome measure for use 

with children and young people with LLC/LTC and their families.  The qualitative interviews 

and systematic review on response format, administration mode and recall period are 

complete. 

This protocol outlines the cognitive interview phase of the C-POS study.  Cognitive interviews should be 

carried out to evaluate a PROM for comprehensibility, comprehensiveness and feasibility(31).  This 

involves ensuring that the PROM instructions, items, response options and recall period are understood 

by the target population(32). 
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3 THEORETICAL FRAMEWORK 

This study is conducted in line with the principles of outcome measure development proposed by 

Rothrock and the Consensus-based Standards for the selection of health Measurement Instruments 

(COSMIN)(8, 31, 33).  Figure 1 shows the patient reported outcome development process described by 

Rothrock with this study mapped on to it(8).  This protocol incorporates the item improvement part of 

the process (shown in green). 

Figure 1. Patient reported outcome development process and the C-POS study(8) 
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4   RESEARCH QUESTION/AIM(S) 

To test the C-POS for comprehensibility, feasibility and comprehensiveness with children 

and young people with life-limiting and life-threatening conditions and their parents/carers. 

 
4.1 Objectives 

To conduct cognitive interviews with children and young people and families to establish 

feasibility, comprehensibility and comprehensiveness of the C-POS measure. 

4.2 Output 

The key output from this study will be initial age appropriate and parent/proxy versions of the 

C-POS (version 1) ready for further psychometric testing. 

 

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYIS 

This study is a cross-sectional interview design. 

Recruitment and sampling techniques 

In order to ensure the C-POS is comprehensive, comprehensible and feasible for use with children and 

young peoples from 0-18 years (up to their 18th birthday) with any LLC/LTC and their parents/carers 

purposive sampling will be used. 

Participants will be identified by health care professionals at the following participating sites during their 

weekly team meeting: 

• Leeds Teaching Hospital NHS Trust 

• Martin House Children’s Hospice 

• Royal Marsden NHS Foundation Trust 

• East Anglia Children’s Hospice 

• Evelina Children’s Hospital NHS Trust 

• Royal Hospital for Children, Queen Elizabeth University Hospital, Glasgow 

• Bradford Royal Infirmary 

• East Lancashire NHS Trust 
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• Chestnut Tree House Children’s Hospice 

• Hertfordshire Community NHS Trust 

• East Cheshire NHS Trust 

• Forget Me Not Children’s Hospice 

• Leicester Children’s Hospital 

• Maidstone and Tunbridge Wells NHS Trust 

  When the recruiting clinical team next sees the children and young people and their family they will 

speak with them about the study and what participation will involve.  

Social media will also be used to recruit potential participants via the following: 

• The C-POS study’s Twitter feed 

• Twitter feeds of members of the study steering group. 

• Together for Short Lives social media pages 

• Facebook and Twitter pages of hospices and NHS services we have been collaborating with. 

• Hospices and NHS sites we have working with may also share details of the study in their family 

newsletters or similar. 

If the children and young people and family contact the research team directly in response to a social 

media post, a member of the research team will make contact and explain the study to them and what 

participation will involve.  Following the introductory explanation, the children and young people and 

their parent/carer will be provided age specific written information on the study, either by post, email or 

via the clinical team.  They will be given a minimum of 24 hours to consider participation.  If after this time 

they agree, the healthcare team will pass on their preferred contact details to the C-POS research team.   

 

No child will be recruited below age 5, although adult carers of children under 5 may be 

recruited. We have developed information sheets about the study for children and young 

people according to the following age groups: 5-7 years, 8-10 years, 11-15 years, 16-17 

years. However, given the heterogeneity of this population, we may need to use versions for 

children based on developmental age rather than chronological age. We will ask 

parent/caregivers to advise which information sheet is most appropriate. 
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No participant will be paid to participate in this study, although reasonable (standard class) travel 

costs will be provided if the participant wishes to travel to the study researcher, and the restrictions 

of the COVID-19 pandemic allow. Researchers can provide cash reimbursement of travel costs for 

participants at the interview.  

Eligibility criteria 

Inclusion criteria 

• Children and young people: from age 5 up to the age of 17 who are living with a 

LLC/LTC. 

• Parents/carers: responsible for the primary care needs of a children and young 

people of any age who is living with a LLC/LTC.  

Exclusion criteria 

• Children and young people:  

o unable to communicate any views or wishes via their parent/caregiver or an 

interview  

o unable to read the C-POS questions or unable to understand the questions if 

they are read aloud 

o speaks a language not supported by the NHS Trust’s translation service.  

o currently enrolled in another study.  

o deemed clinically unable to give consent/assent (34, 35).  

o who do not wish to participate. 

• Parents:  

o deemed clinically unable to give consent due to concerns regarding well-

being or an underlying mental health condition (35).  

o who do not wish to participate. 

Sample size 

It is anticipated that there will be at least seven participants per version of the C-POS, as per 

COSMIN recommendations(31). If required, amendments to the first version of the C-POS 

will be made after four participants have completed interviews.  Any difficulties with the 

measures and potential amendments will be discussed by the scientific members of the 

study steering group and agreed as a team.  The next three participants per group will then 

be given the amended version.  A decision will need to be made at this point as to whether 

further changes and cognitive testing is required. 
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Cognitive interviews will be conducted using version 1 of the C-POS to further test for 

comprehensibility, comprehensiveness and feasibility of the final measure (objective c).  It is 

essential that the C-POS instructions, items, response options and recall period are 

understood as intended.  If they are not, the information obtained may be incorrect or 

respondents may not understand how to complete the C-POS(31).   

Method 

This will be a qualitative, cross-sectional study, similar to methods described by 

Murtagh(36).  For this study think aloud and probing methods will be used, which involves 

the participant sharing their thoughts while answering each question, and the researcher 

asking probing questions to clarify understanding and reasons for selecting a score(37).  

Questions will draw upon the cognitive processing model described by Tourangeau – 

understanding the question, recall of relevant facts, making a judgement and selecting a 

response(38).  There are different versions of C-POS: 

• children and young people 5-7 years (or cognitive equivalent) 

• children and young people 8-12 years (or cognitive equivalent) 

• children and young people 13-18 years (or cognitive equivalent) 

• Parent/carer of a child ≥ 2 years old 

• Parent/carer of a child < 2 years old 

For the children and young people versions 8-12 years and 13 -18 years different recall 

periods and response formats will be tested.  If the children and young people finds a harder 

version difficult, we will move to an easier version during the interview.  Versions will be 

amended as the study progresses, in line with any difficulties encountered with the cognitive 

interview process. 

One-to-one interviews will be conducted with children and young people with LLC/LTC 

conditions and their parents/carers.  children and young people will be able to have their 

parent/carer with them during the interview if they wish.  These will be carried out either 

face-to-face in a location of the participants choice, or virtually via video call software (i.e. 

Zoom, MS Teams or Skype).  The interviews will be conducted by members of the team that 

have been trained in conducting qualitative interviews with children with LLC/LTC and their 

parents/carers and have previous experience of doing this.  Participants will be purposively 

sampled to ensure that there are between four and seven cognitive interviews conducted for 

each version of the C-POS.  Sampling will also ensure that children with both malignant and 
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non-malignant diagnoses cognitively test each version. The number of participants recruited 

to cognitive testing will be dependent on the number of versions of C-POS developed.  It is 

anticipated that there will be a parent/carer version and three or four age-appropriate 

versions.  

Participants will be asked to read each C-POS question out loud (younger participants may 

need the questions reading to them by the researcher or parent).  They will then be asked to 

speak out loud as they answer to elicit insights on their thought processes and decisions 

regarding responses(39) .  This will provide an understanding of the cognitive processes 

used to formulate answers and checks how questions have been interpreted(40).  The 

researcher will use concurrent verbal probing during the process. These probes will be both 

spontaneous to explore responses and non-verbal cues such as hesitations(41), and include 

predefined areas for exploration.  The interview guide will contain probes regarding 

comprehension, different recall periods, the use of different response options, format and 

missing items(36, 38). In some instances, if interviews are conducted remotely, the research 

team may have to enlist a child’s parent/carer to help facilitate the interview.  Notes will be 

made during the interview using a notes template based on the structure of the question and 

probe sheet.  All interviews will be digitally audio-recorded and transcribed verbatim, either 

within the Cicely Saunders Institute, King’s College London, or remotely on secure 

departmental laptops.  All audio files and transcripts will be password protected and stored 

on a secure server.  

Consent 

Consent and assent will either be taken by the researcher prior to conducting the interview, 

or by a team member of the recruiting site if they have been appropriately trained to do so 

e.g., up to date Good Clinical Practice training. The person taking consent will ensure that 

potential participants understand the nature of participation and will ensure that expression 

of interest in the study does not assume consent. The person taking consent will clarify 

again how the data will be collected (i.e. one-to-one interview) and the steps to maintain 

confidentiality (i.e. that no identifying information will be used in publications or presentations 

to external audiences).  

Parents will be required to provide written consent for their child’s participation up to and 

including the age of 15, and the child will provide a statement of informed voluntary 

participation/permission. From age 16-17 the young person may give written consent if their 

treating clinician believes that the individual has sufficient understanding and can give full 

consent independent of their parents/caregivers. Parents/carers will also be required to 
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provide written consent for their own participation.  If interviews are conducted remotely then 

parents/carers will be asked to complete the consent form at the beginning of the interview 

so that the researcher can go through it with them and ensure they understand it, and then 

either send the research team a photograph or scanned copy via email or post it. 

Children and young people will, following approval by their parent/caregiver, have the study 

explained to them in appropriate language, following prior guidance from the 

parent/caregiver on the timing and manner for optimal comprehension. Those 16 years and 

over will be asked to give their own written consent. 

A potential participant with limited ability to indicate written consent on the form may give 

verbal consent in the presence of their parent/caregiver, who will sign alongside the 

researcher signature as witnesses to that consent.  Children under 16 years old will be given 

the opportunity to complete an assent form. 

If interviews are conducted remotely then the children and young people and/or consenting 

parent/carer will be asked to complete the consent and/or assent form at the beginning of 

the interview so that the researcher can go through it with them and ensure they understand 

it, and then either send the research team a photograph or scanned copy via email or post it. 

If posted, the researcher will ensure that the participant is sent a copy to keep for their own 

records.  Alternatively, a trained member of the local recruiting team may take consent (see 

above) and forward the consent forms to the research team prior to the interview taking 

place. Participants will have a copy of the appropriate patient information sheet(s) and 

consent form available at the point of consent for them to keep a copy of. 

Information sheets will inform participants of the Data Protection Officer’s contact details, 

how to complain, how long data will be retained, and the right to withdraw consent and/or 

data.  

Given that this is a single qualitative interview, we will assume capacity/competence(34, 35) 

is not lost between consent and interview as these will usually occur concurrently on the 

same day. 

Analysis 

Audio recordings of the interviews will be listened to by two members of the research team.  

The completed C-POS measure will be read alongside this and interview note templates 

reviewed.   Data from the cognitive interviews will be tabulated in Excel by participant and 

item using the coding system for classifying questionnaire problems described by Willis(42) 
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which looks at clarity of questions, knowledge required to answer questions, problems with 

assumptions/underlying logic, response categories, sensitivity of questions, instructions and 

formatting.  This will be reviewed by the research team after four interviews have been 

conducted for each C-POS version (child and parent proxy versions).  Consensus will be 

reached on whether changes to version 1 of the C-POS need to be made. If difficulties are 

found with any of the questions, recall periods or response formats the C-POS versions will 

be amended in line with these difficulties.  If changes are made, the new version will then be 

piloted with another three participants from each cohort and analysed in the same manner.  

If difficulties are found, further changes will be made.  Demographic data will be presented 

using descriptive statistics.   

By the end of this stage of the study version 2 of the C-POS will be ready for further 

psychometric testing. 

 

6 ETHICAL AND REGULATORY CONSIDERATIONS 

6.1 Assessment and management of risk 

children and young people and their families are considered a vulnerable population(43), with 

participation in research being viewed by some as an undue burden(44).  As discussed earlier, 

children and young people with LLC/LTC are rarely included in research studies and it is important 

that they are given a chance to express their views.  Not allowing children and young people to 

participate can also be seen as discriminatory and unjust(45) and in contravention to article 12 of 

the UN Convention of the Rights on the Child which states that any child capable of forming their 

own views should have the right to express these(46).  There can be concerns regarding coercion 

from clinical teams to participate(47) but findings suggest that parents are able to say no if 

supported to do so(48).  Avoiding using terms such as ‘palliative care’ and ‘end of life care’ can 

alleviate concerns from parents that their child is unaware of their prognosis(47).  Researchers will 

work in partnership with children and young people and their parents throughout the research 

process, including recommendations such as obtaining meaningful assent from the children and 

young people, using age appropriate written information and ensuring children and young people 

and their family have free and informed choice regarding participation(49). 

 



Appendix L Cognitive interview protocol, patient information sheets, consent forms and 
demographic collection sheet 

 434 

Co-applicant on the study, Professor Bobby Farsides (Professor of Clinical and Biomedical 

Ethics), has led the ethical dimensions of this study. All study staff are experienced in 

conducting qualitative interviews with this population.  Professor Farsides has provided a 2 

hour training session to summarise the recommendations and their translation to research 

practice of the report she led “Children and clinical research: ethical issues” 

http://nuffieldbioethics.org/wp-content/uploads/Children-and-clinical-research-full-report.pdf. 

Researchers have also completed training in communication skills, paediatric palliative care 

and the role and skills of play therapy in research studies.  

We have appointed an external ethics reviewer, Dr Sara Fovargue of Lancaster University 

who has dual qualifications in ethics and medical law and was a member of the Nuffield 

Council committee on ethics and research with children 

http://www.lancaster.ac.uk/law/people/sara-fovargue.  She authors and approves our annual 

ethical check to the European Research Council. 

The research team will work to ensure that the research environment is conducive to 

promoting and protecting children’s interests while also seeing them as participants rather 

than subjects. We recognise the potential burden of distress associated with discussion of 

symptoms and concerns (including physical and psychological concerns) and the potentially 

poor prognosis.  

Please see our distress protocol for specific details, however in summary (drawing on the 

approved ethical approval for our co-applicant’s study of children with high risk brain 

tumours and the Nuffield Guidance on research with children) the training and supervision 

received by the researchers will ensure that potential vulnerability is recognised in all 

interactions, dealt with in line with the protocol, and emergent issues dealt with immediately 

through the senior team(49).  

Parents will be directed to our partner Together for Short Lives if they require additional 

support and guidance with respect to their child’s condition and to access support for their 

child. The clinical team will be approached to offer additional support if the family requests it, 

and any issues of safety will be raised with the clinical team and the family will be informed.  

Information and consent forms will clarify the content of the interview topics to ensure that 

full information is provided and there are no surprises regarding content. A minimum of 24 

hours will be given following provision of the participant information sheet to decide upon 

participation.  
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No information regarding diagnosis or prognosis will be shared as a result of participation in 

the research interview.  

We will offer participants the right to choose where interviews are conducted, to choose to 

express themselves through play or third person narratives, and to ensure that researchers 

are well trained in observing when to offer a pause or to terminate interviews. 

We recognise that while protecting the child in terms of vulnerability, there is a body of 

evidence that demonstrates children’s willingness to participate in research in the face of 

serious illness, seeing it as a positive, rewarding experience, and seeing benefits for future 

practice as cited above. However, we also recognise that some individuals may become 

distressed, hence our detailed plan to manage this.  

There is risk of psychological burden as discussed above but we will:  a) Give clarity in the 

information and consent process of the interview content; b) use of language will ensure that 

no information is disclosed that will cause additional grief (e.g. potential prognosis, future 

disease development); the distress protocol will ensure that researchers will recognise signs 

of distress and to acknowledge this, pause and to give the opportunity to restart after an 

appropriate time or to terminate the interview.  

Any apparent distress will be responded to as above and all participants will have the 

opportunity to have their concerns raised with their clinical team, to be signposted to 

community support via Together for Short Lives links, and all interviews will be concluded 

with at least 10 minutes (according to need) of debriefing with recording apparatus switched 

off. As above, please note that the current literature suggests that this population value the 

opportunity to express their feelings.  

This approach is applied to parents and the children and young people with serious illness. 

As stated in the training outline, we recognise that these groups have their own potential 

sources of distress. 

To reduce the burden of participation by the child or their family members we will ensure that 

interviews are arranged at the preferred time and place for the interviewee.  

There will be no direct benefit to participants, although as noted above children and young 

people recruited form this population who have participated in other studies have 

acknowledged their perceived positive experience and personal reward.  
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There is a risk of distress to interviewers. They will be trained in line with the programme 

detailed above, only experienced researchers will be recruited, we use a researcher “buddy” 

scheme” to ensure that all home visits are monitored, and we run a researchers’ group for 

peer support. Study clinical colleagues will provide any additional one-to-one support self-

identified by researchers. King’s College lone and remote worker policy will be adhered to. 

 

6.2   Research Ethics Committee (REC) and other Regulatory review & reports 

Before the start of the study, a favourable opinion will be sought from a REC and the HRA 

for the study protocol, informed consent forms and other relevant documents.  

Substantial amendments that require review by NHS REC will not be implemented until that 

review is in place and other mechanisms are in place to implement at site.   

All correspondence with the REC will be retained. 

It is the Chief Investigator’s responsibility to produce the annual reports as required. 

The Chief Investigator will notify the REC of the end of the study. 

An annual progress report (APR) will be submitted to the REC within 30 days of the 

anniversary date on which the favourable opinion was given, and annually until the study is 

declared ended. 

If the study is ended prematurely, the Chief Investigator will notify the REC, including the 

reasons for the premature termination. 

Within one year after the end of the study, the Chief Investigator will submit a final report 

with the results, including any publications/abstracts, to the REC. 

Regulatory Review & Compliance  

Before any site can enrol patients into the study, the Chief Investigator (Professor Harding) 

will ensure that appropriate approvals from participating organisations are in place.  

For any amendment to the study, the Chief Investigator or designee, in agreement with the 

sponsor will submit information to the appropriate body in order for them to issue approval 

for the amendment. The Chief Investigator or designee will work with sites (R&D 

departments at NHS sites as well as the study delivery team) so they can put the necessary 
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arrangements in place to implement the amendment to confirm their support for the study as 

amended. 

Amendments  

The process for making amendments will be led by the study CI (Harding) and taken to full 

Steering Group (or by email approval of the majority if not meeting is due) and with PPI 

consultation. It will be submitted to the approving REC for review and no change initiated 

until full REC approval for the change has been given and the R&D department at all 

partners sites have been informed and approved.  

Any approved amendments will be incorporated into study materials with revised version 

number and the change noted and stored in the Site File.  

6.3  Peer review 

Peer review was conducted by the Funder (the European Research Council) and the CI presented the 

study at a grant panel in Brussels to a multiprofessional decision making panel of approximately 30 

scientists from across Europe who individually and independently scored the propossal.  The study is 

informing part of a King’s College London PhD and is subject to King’s College London approvals and 

review processes. 

 

6.4  Patient & Public Involvement 

To date our PPI involvement has been through the NGO “Together for Short Lives” and through PPI 

parent representatives on our group. They have commented on the aims, methods and dissemination 

plan of all phases of the C-POS study so far.  

These groups are also represented on our Steering Group. They will be part of all decision making, 

interpretation and dissemination activities.  

We are also working with the Young People's Advisory Group at Great Ormond Street Children's 

hospital who have looked at our study information sheets and the C-POS measure in order to provide 

feedback (see appendix 3). 
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6.5 Protocol compliance  

Accidental protocol deviations can happen at any time. They must be adequately 

documented on the relevant forms and reported to the Chief Investigator and Sponsor 

immediately.  

Deviations from the protocol which are found to frequently recur are not acceptable, will 

require immediate action and could potentially be classified as a serious breach. 

 

6.6 Data protection and patient confidentiality  

Each study participant will have their name/study ID code sheet, consent forms, and 

demographic sheet with study ID number, and transcript, stored separately in separate 

locked filing cabinets or in a secure folder on Sharepoint if access to the office is not 

possible due to COVID-19 restrictions.  These will then be stored in a locked filing cabinet at 

the earliest opportunity and the electronic copies will be destroyed. Eventually, the transcript 

will be the only information stored on the study PC. All materials will be stored at the Cicely 

Saunders Institute, King’s College London in the research area that is swipe-access only for 

research staff, with data storage in the dedicated researcher area. Data will be stored within 

the building for a period of 8 years within the secure archive. Future secondary analysis of 

the data will require a further application for ethical approval in on the presumption that it is 

seen as compatible processing. Secondary analysis will be subject to the participant’s prior 

enactment of their right to withdraw consent and data. Transcription will be completed using 

two approaches: 1) by the research study team, on computers at the Cicely Saunders 

Institute or remotely on secure computers on the KCL managed environment; or 2) by the 

KCL preferred supplier for transcription – Clear Voice. Clear Voice utilise a secure site for 

researchers to upload password protected audio files. Passwords for audio files would be 

sent via the secure email service, Egress.com. At this stage all data will be pseudonymised, 

in that names, places, dates of birth (and any other potentially identifying information) will be 

removed from transcripts. Audio recordings will be transferred in encrypted files with no 

accompanying information.  

After the recordings are transcribed, the pseudonymised qualitative data will be stored in 

Word documents in password protected files on the King’s College London server which are 

only accessible by the research team. Participants’ demographic data will be stored in Excel 

files in password protected folders on the server. No research study staff will have access to 

NHS patient files.  
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Participants will be able to have their data removed from the study dataset at any point, and 

for it to be removed from results up until these are presented/published and in the public 

domain. Minimal personal data will be retained in a study withdrawal log, with reasons for 

withdrawal and a file note to confirm that data has been removed and why. 

The maintenance of Site Files, data management plans and adherence to these, and reporting will be 

overseen by the Faculty Research Development Manager. Data Protection Officer at KCL will conduct a 

review of the full protocol for the ERC reporting and will provide guidance and issue a letter of review. 

Any breaches will be reported immediately (same day as the breach becomes known) to the Data 

Protection Officer. 

6.7 Indemnity 

The lead sponsor, King's College London, will take primary responsibility for ensuring that 

the design of the study meets appropriate standards and that arrangements are in place to 

ensure appropriate conduct and reporting. King's College London also provides cover under 

it's No Fault Compensation Insurance, which provides for payment of damages or 

compensation in respect of any claim made by a research subject for bodily injury arising out 

of participation in a clinical trial or healthy volunteer study (with certain restrictions).  NHS 

sites are covered for clinical negligence and conduct at site through the NHS Risk Pooling 

Scheme. 

 

6.8 Access to the final study dataset 

The study research team at King’s College London and Guy’s and St Thomas’ will have 

access to the full dataset.  

The CI will allow site investigators to access an anonymised dataset if a formal request 

describing their plans is approved by the steering group.  All data transfers will be discussed 

with the KCL contracts team to assess whether data transfer agreements need to be in 

place before release. 

 

7 DISSEMINIATION POLICY 

The co-sponsors KCL and GSTT will own all arising data from this study. 



Appendix L Cognitive interview protocol, patient information sheets, consent forms and 
demographic collection sheet 

 440 

On completion of the study, the data will be analysed and tabulated and a Final Study 

Report prepared. 

The full study report will be provided to the Ethics Committee and the findings will available 

in peer review publications. The PI will lead publications with agreement for lead authorship 

by co-applicants. All data will be submitted for peer review within 6 months of data collection. 

We will acknowledge our funder and clinical and community partners in the manuscript.  

We will keep the stakeholder community informed via a newsletter that will be distributed via 

our project website and through Together for Short Lives. We will give the URL to all 

participants.  

We will post the outputs of the research to any participant/family who requests it.  

Following publication the data will be available for use upon reasonable request to the PI 

(subject to consent of participants).  

 

7.2  Authorship eligibility guidelines and any intended use of professional writers 

We will adhere to The International Committee of Medical Journal Editors defined authorship criteria for 

manuscripts submitted for publication. This can be found at 

http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-

authors-and-contributors.html 
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11  APPENDICIES 

11.1 Appendix 1.  Required documentation  

Assent form - child 5-7 years 

 

 

 

If you would like to take part in this project, please let your grown up know what you think 

about the questions  

  We would like to talk to you about whether you understand our 
questionnaire.    Are you OK about this? (please tick) 

* Yes    * No  

  You can stop taking part in the project at any time and you do not have 
to say why. Are you OK with this? (please tick) 

* Yes    * No  

  Would you like to take part in the project? (please tick) 

* Yes    * No  

 

__________________________ ____________________ ____________________ 

Your name    Date     Signature/verbal consent  

__________________________ ____________________ ____________________ 

Name of parent   Date     Signature 

__________________________ ____________________ ____________________ 

Researcher    Date     Signature  
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Assent form – child 8-12 years 

If you would like to take part in this project, please let your grown up know what you think 

about the questions  

  We would like to talk to you about whether you understand our 
questionnaire. Are you OK about this? (please tick) 

* Yes    * No  

 

  You can stop taking part in the project at any time and you do not have 
to say why. Are you OK with this? (please tick) 

* Yes    * No  

 

  Would you like to take part in the project? (please tick) 

* Yes    * No  

 

__________________________ ____________________ ____________________ 

Your name    Date     Signature/verbal consent  

__________________________ ____________________ ____________________ 

Name of parent   Date     Signature 

__________________________ ____________________ ____________________ 

Researcher    Date     Signature  
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Assent form child 11-15 years 

 

 

 

If you would like to take part in this project, please let your grown up know what you think 

about the questions  

  We would like to talk to you about whether you understand our 
questionniare. Are you OK about this? (please tick) 

* Yes    * No  

 

  You can stop taking part in the project at any time and you do not have 
to say why. Are you OK with this? (please tick) 

* Yes    * No  

 

  Would you like to take part in the project? (please tick) 

* Yes    * No  

________________________ __________________ ____________________ 

Your name    Date     Signature/verbalconsent  

________________________ __________________ ____________________ 

Name of parent   Date     Signature 

________________________ ___________________ ____________________ 

Researcher    Date     Signature  
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Consent form 16-18 years 

  

 

 

Study number:  

Name of Chief Investigator: Professor Richard Harding  

Project title: C-POS-cognitive interview study  

Please initial box: 

1. I confirm that I have read the information sheet for young people 16-18 
years, dated 19/04/2021 version 2 for the above study and have had the 
opportunity to ask questions  

 

2. I understand that my participation is voluntary and that I am free to 
withdraw at any time, without giving any reason, without my care being 
affected  

 

3. If I become distressed at any point I can stop at any time and support will 
be available to me. 

 

4. I give permission for the interview to be audio recorded   

 

5. I give permission for you to report what was discussed without using my 
name  

 

6. I understand that relevant sections of my  medical notes and data 
collected during the study, may be looked at by individuals from the 
Sponsor organisations King’s College London and Guy’s and St Thomas’ 
NHS trust, from regulatory authorities or from the NHS Trust/private Trust, 
where it is relevant to us taking part in this research, for example checking 
the quality of the research. I give permission for these individuals to have 
access to my  records. 
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7. I understand that the information collected about me and will be used to 
support other research in the future and may be shared anonymously with 
other researchers. 

 

8. I agree to take part in the above study  

 

 

__                _____                         _________                 _                                    __                                     

Name of child    Date     Signature 

__________________________ ____________________ ____________________ 

Researcher    Date     Signature  

 

 

*IF CHILD NOT ABLE TO GIVE INFORMED CONSENT:  

__________________________ ____________________ ____________________ 

Name of parent    Date     Signature 

 

Keep one copy for the patient, one for their medical notes and one for the site file 
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Consent form parent being interviewed 

 

 

 

Study number:  

Name of Chief Investigator: Professor Richard Harding  

Project title: C-POS- cognitive interview study  

Please initial box: 

1. I confirm that I have read the information sheet for parents/carers being 
interviewed, dated 19/04/21 version 2 for the above study and have had 
the opportunity to ask questions  

 

2. I understand that my participation is voluntary and that I am free to 
withdraw at any time, without giving any reason, without my or my child’s 
care being affected  

 

3. If I become distressed at any point I can stop at any time and support will 
be available to me. 

 

4. I give permission for the interview to be audio recorded   

 

5. I give permission for anonymised direct quotes to be used in the report, 
publications and presentations  

 

6. I understand that relevant sections of my child’s medical notes and data 
collected during the study, may be looked at by individuals from the 
Sponsor organisations King’s College London and Guy’s and St Thomas’ 
NHS trust, from regulatory authorities or from the NHS Trust/private Trust, 
where it is relevant to us taking part in this research, for example checking 
the quality of the research. I give permission for these individuals to have 
access to my child’s records.  
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7. I understand that the information collected about me and my child will be 
used to support other research in the future and may be shared 
anonymously with other researchers. 

 

8. I agree to take part in the above study  

 

____________________  ________________               _______________ 

Name of parent   Date     Signature 

________________             _________________ ____________________ 

Researcher    Date     Signature  

Keep one copy for the participant and one for the site file 
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Consent for parent signing for child 

 

 

 

Study number:   

Name of Chief Investigator: Professor Richard Harding  

Project title: C-POS- cognitive interview study 

Please initial box: 

1. I confirm that I have read the information sheet parent/carer signing for 
child dated 19/04/2021 version 2 for the above study and have had the 
opportunity to ask questions  

 

2. I understand that my child’s participation is voluntary and that I am free to 
withdraw at any time, without giving any reason, without my or my child’s 
care being affected  

 

3. If I become distressed at any point I can stop at any time and support will 
be available to me. 

 

4. I give permission for the interview to be audio recorded   

 

5. I give permission for anonymised direct quotes to be used in the report, 
publications and presentations  

 

6. I understand that relevant sections of my child’s medical notes and data 
collected during the study, may be looked at by individuals from the 
Sponsor organisations King’s College London and Guy’s and St Thomas’ 
NHS trust, from regulatory authorities or from the NHS Trust/private Trust, 
where it is relevant to us taking part in this research, for example checking 
the quality of the research. I give permission for these individuals to have 
access to my child’s records. 
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7. I understand that the information collected about me and my child will be 
used to support other research in the future and may be shared 
anonymously with other researchers. 

 

 

8. I agree for my child to take part in the above study. 

 

__________________________ ____________________ ____________________ 

Name of parent   Date     Signature 

__________________________ ____________________ ____________________ 

Researcher    Date     Signature  

Keep one copy for the participant and one for the site file 
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Information sheet – parent being interviewed 

 

 

 

 

Information about the research for parents 

C-POS- cognitive interview study  

 

What is the aim of this research study? 

We would like to invite you to be part of a research study to help us find out whether a 

questionnaire of symptoms and concerns we have developed for children with a serious 

illness and their parents/carers is easy to understand and fill in. We also want to make sure 

that there are no important items missing from the questionnaire. 

What will happen if I take part?  

One of our study research team will meet with you at a time and place that is convenient to 

you.  If you were recruited from an NHS site and travel is permitted, we can interview you at 

the site if you wish.  If you were recruited from a non-NHS site, then we will not be able to 

conduct interviews on their premises, but can choose another location convenient to you, 

such as your home. If you choose to travel, then we can pay your travel expenses. We can 

also use video meeting software such as Zoom, if travel is not possible.  

Our researchers will ask you to fill in the questionnaire and explain what you understand by 

the questions and why you have chosen your answers as you do this. The questionnaire will 

ask you about physical symptoms your child may have experienced as well as questions 

about how they are feeling and how you have been managing. 

How will information be collected? 

We will complete a simple form with you that describes you and your child, then we will 

audio record the conversation between you and the researcher, as you complete the 

questionnaire. We will also ask you to complete a consent form before the interview starts, 
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to ensure that you understand what the study is about. You will be provided with a 

countersigned copy of this after the interview. The interview should take approximately 1 

hour and is a one-off. 

The information collected by the researcher (the audio recording of the interview and notes) 

will be kept locked in a secured location.  

To analyse the interviews in detail, we need to transcribe them (type up the full text of the 

interview word by word). If you agree, we will use staff from outside the research team, hired 

specifically for transcription, who will complete this at the Cicely Saunders Institute or off-site 

on a secure computer. If you do not agree to this, you may still take part and the research 

team will transcribe the interview themselves. 

What will happen to that information? 

Either the team at the Cicely Saunders Institute, or their preferred supplier will type up the 

interview, removing any information that is identifiable such as dates, names, places and 

then when it is typed up, we will delete the audio recording within 12 months of the end of 

the study. If we send the files to our preferred supplier this will be sent securely as an 

encrypted file.  When we publish or present the findings, it will be done in such a way as to 

minimise the potential of you being identifiable. Anything you tell us will be confidential, 

unless we are concerned for you or your child’s safety in which case we will share that 

information with your clinical team, and we will tell you that we are doing so.  

How to access results of this study? 

If you would like to access the results of this study when it is complete please contact a 

member of the research team (contact details are at the end of this information sheet). 

Do I have to take part? 

You do not have to take part in this research study - it is entirely voluntary. If you choose not 

to take part it will not affect your current or future care. You can take your time in deciding 

whether to take part, and you may want to talk it over with your care team or others.  

If during the interview the researcher becomes aware that you appear distressed, or exhibit 

behaviours that would indicate distress, either as a result of our questions, or for another 

reason that may not seem clear at the time, we will take steps to remedy that and may need 

to stop the interview, and we will communicate with your child’s clinical team. 
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Can I change my mind after saying yes? 

If you do decide to take part, you can change your mind at any time before or during the 

interview. If you change your mind after the interview, we will only keep the minimal personal 

information needed to confirm why and when you withdrew, for audit purposes. If we have 

already presented and published data this cannot be removed. If you would like your data 

withdrawn from the study, then please contact the research team.  Our contact details can 

be found at the end of this information sheet. 

Are there any direct benefits to taking part?  

Taking part will not provide any direct benefits to you or your child, although we hope that 

there will be future improvements to care for others.   

What if there is a problem? 

If you have a concern about any aspect of this study, you should ask to speak to the 

researchers who will do their best to answer your questions (Professor Richard Harding, 

02078485518 or richard.harding@kcl.ac.uk). If you remain unhappy and wish to complain 

formally, you can do this through the Guy’s and St Thomas’ Patients Advice and Liaison 

Service (PALS) on 020 7188 8801, pals@gstt.nhs.uk. The PALS team are based in the main 

entrance on the ground floor at St Thomas’ Hospital and on the ground floor at Guy’s 

Hospital in the Tower Wing.  

In the event that something does go wrong and you are harmed during the research you 

may have grounds for legal action for compensation against Guy’s and St Thomas’ NHS 

Foundation Trust and/or King’s College London but you may have to pay your legal costs. 

The normal National Health Service complaints mechanisms will still be available to you (if 

appropriate). 

How will we use information about you? 

We will need to use information from you for this research project. This information will 

include your name, contact details and demographic data. People will use this information to 

do the research or to check your records to make sure that the research is being done 

properly. People who do not need to know who you are will not be able to see your name or 

contact details. Your data will have a code number instead. We will keep all information 

about you safe and secure.  

mailto:richard.harding@kcl.ac.uk
mailto:pals@gstt.nhs.uk
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Once we have finished the study, we will keep some of the data so we can check the results. 

We will write our reports in a way that no-one can work out that you took part in the study. 

Your data will be kept for 8 years within King’s College London. Audio-recordings will be 

kept for 12 months after the end of the study.  No identifiable data will be shared outside of 

the research team. 

This study also forms part of a PhD project at King’s College London. 

 

What are your choices about how your information is used? 

You can stop being part of the study at any time, without giving a reason, but we will keep 

information about you that we already have.   

We need to manage your records in specific ways for the research to be reliable. This 

means that we won’t be able to let you see or change the data we hold about you.  

Where can you find out more about how your information is used? 

You can find out more about how we use your information  

• at www.hra.nhs.uk/information-about-patients/ 

• by asking one of the research team 

• By contacting the data protection officer at King’s College London or Guy’s and St 
Thomas’ NHS Foundation Trust: 

• For GSTT: Nick Murphy-O'Kane, Contact: DPO@gstt.nhs.uk. 

• For KCL: Albert Chan, Contact: info-compliance@kcl.ac.uk 

Links to the Trust and college privacy notices can be found here:  

GSTT: www.guysandstthomas.nhs.uk/research/patients/use-of-data.aspx 

KCL: www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-

use-of-personal-data-in-research 

Contact details of the research team 

Professor Richard Harding (Chief Investigator) – Richard.harding@kcl.ac.uk 

Lucy Coombes (PhD candidate) – lucy.coombes@kcl.ac.uk or 07867 785582 

https://www.hra.nhs.uk/information-about-patients/
mailto:DPO@gstt.nhs.uk
mailto:info-compliance@kcl.ac.uk
http://www.guysandstthomas.nhs.uk/research/patients/use-of-data.aspx
http://www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-use-of-personal-data-in-research
http://www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-use-of-personal-data-in-research
mailto:Richard.harding@kcl.ac.uk
mailto:lucy.coombes@kcl.ac.uk
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Dr Debbie Braybrook (Research Associate) – Debbie.braybrook@kcl.ac.uk 

Thank you for reading this information and for considering our study. 

  

mailto:Debbie.braybrook@kcl.ac.uk
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Information sheet for parent whose child is being interviewed 

 

 

 

Information about the research (parent/carer of a child under 16 who has assented)  

C-POS- cognitive interview study?  

What is the aim of this research study? 

We would like to invite your child to be part of a research study to help us find out whether 

children and young people who are unwell understand a questionnaire we have developed. 

This questionnaire asks how your child has been feeling. The goal of this study is to help us 

develop a questionnaire for children and their families to ensure that when they see health 

professionals, they are asked about the things that matter and that we check that these 

things are being addressed.  

What will happen if my child takes part?  

One of our study research team will meet with you and your child at a time and place that is 

convenient to you.  If your child was recruited from an NHS site and travel is permitted, we 

can interview them at the site if you wish.  If your child was recruited from a non-NHS site, 

then we will not be able to conduct interviews on their premises, but can choose another 

location convenient to you, such as your home. If you choose to travel then we can pay your 

travel expenses. We are also able to use video meeting software. Our researchers will talk 

with your child and ask them to fill in the questionnaire. While they are doing this the 

researcher will ask them what they think each question means, and why they choose the 

answers they do. They will ask your child in a conversational style but your child can also 

use drawing and playing with toys to help them express themselves. As their parent/carer 

you can also be present to help them express themselves. The questionnaire will ask your 

child about physical symptoms they may have experienced as well as questions about how 

they are feeling. 

How will information be collected? 
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We will complete a simple form with you that describes you and your child, then we will 

audio record the conversation between you, the researcher and your child. We will also ask 

you to complete a consent form before the interview starts, to ensure that you understand 

what the study is about. You will be provided with a countersigned copy of this after the 

interview. The interview should take approximately 1 hour, and is a one-off. 

The information collected by the researcher (the audio recording of the interview and notes) 

will be kept locked in a secured location.  

To analyse the interviews in detail, we need to transcribe them (type up the full text of the 

interview word by word). If you agree, we will use staff from outside the research team, hired 

specifically for transcription, who will complete this at the Cicely Saunders Institute or off-site 

on a secure computer. If you do not agree to this, you may still take part and the research 

team will transcribe the interview themselves. 

What will happen to that information? 

Either the team at the Cicely Saunders Institute, or their preferred supplier will type up the 

interview, removing any information that is identifiable such as dates, names, places and 

then when it is typed up, we will delete the audio recording within 12 months of the end of 

the study. If we send the files to our preferred supplier this will be sent securely as an 

encrypted file.  When we publish or present the findings, it will be done in such a way as to 

minimise the potential of you being identifiable. Anything you or your child tells us will be 

confidential, unless we are concerned for you or your child’s safety in which case we will 

share that information with your clinical team, and we will tell you that we are doing so.  

How to access results of this study? 

If you would like to access the results of this study when it is complete please contact a 

member of the research team (contact details are at the end of this information sheet). 

Do I have to take part? 

You do not have to take part in this research study - it is entirely voluntary. If you choose not 

to take part it will not affect your current or future care. You can take your time in deciding 

whether to take part, and you may want to talk it over with your care team or others.  

If during the interview the researcher becomes aware that your child appears to indicate that 

they are distressed, or exhibit behaviours that would indicate distress, either as a result of 

our questions, or for another reason that may not seem clear at the time, we will take steps 
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to remedy that and may need to stop the interview, and we will communicate with your 

child’s clinical team. 

 

Can I change my mind after saying yes? 

If you do decide to take part, you can change your mind at any time before or during the 

interview. If you change your mind after the interview, we will only keep the minimal personal 

information needed to confirm why and when you withdrew, for audit purposes. If we have 

already presented and published data this cannot be removed.  

If your child becomes unwell during the interview or any other incident occurs and we have 

to stop recording, we would be led by you as to whether the interview can continue either 

when the incident has resolved, or at a later date.  If we have collected usable data and it is 

felt that the interview should not continue we would seek permission from you before using 

this data in our study. 

If you would like your child’s data withdrawn from the study, then please contact the 

research team.  Our contact details can be found at the end of this information sheet. 

Are there any direct benefits to taking part?  

Taking part will not provide any direct benefits to you or your child, although we hope that 

there will be future improvements to care for others.   

What if there is a problem? 

If you have a concern about any aspect of this study, you should ask to speak to the 

researchers who will do their best to answer your questions (Professor Richard Harding, 

02078485518 or richard.harding@kcl.ac.uk). If you remain unhappy and wish to complain 

formally, you can do this through the Guy’s and St Thomas’ Patients Advice and Liaison 

Service (PALS) on 020 7188 8801, pals@gstt.nhs.uk. The PALS team are based in the main 

entrance on the ground floor at St Thomas’ Hospital and on the ground floor at Guy’s 

Hospital in the Tower Wing.  

In the event that something does go wrong and you are harmed during the research you 

may have grounds for legal action for compensation against Guy’s and St Thomas’ NHS 

Foundation Trust and/or King’s College London but you may have to pay your legal costs. 

mailto:richard.harding@kcl.ac.uk
mailto:pals@gstt.nhs.uk
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The normal National Health Service complaints mechanisms will still be available to you (if 

appropriate). 

How will we use information about you? 

We will need to use information from you for this research project. This information will 

include your name, contact details and demographic data. People will use this information to 

do the research or to check your records to make sure that the research is being done 

properly. People who do not need to know who you are will not be able to see your name or 

contact details. Your data will have a code number instead. We will keep all information 

about you safe and secure.  

Once we have finished the study, we will keep some of the data so we can check the results. 

We will write our reports in a way that no-one can work out that you took part in the study. 

Your data will be kept for 8 years within King’s College London. Audio-recordings will be 

kept for 12 months after the end of the study. No identifiable data will be shared outside of 

the research team. 

This study also forms part of a PhD project at King’s College London. 

What are your choices about how your information is used? 

You can stop being part of the study at any time, without giving a reason, but we will keep 

information about you that we already have.  

We need to manage your records in specific ways for the research to be reliable. This 

means that we won’t be able to let you see or change the data we hold about you.  

Where can you find out more about how your information is used? 

You can find out more about how we use your information  

• at www.hra.nhs.uk/information-about-patients/ 

• by asking one of the research team 

• By contacting the data protection officer at King’s College London or Guy’s and St 
Thomas’ NHS Foundation Trust: 

• For GSTT: Nick Murphy-O'Kane, Contact: DPO@gstt.nhs.uk. 

• For KCL: Albert Chan, Contact: info-compliance@kcl.ac.uk 

Links to the Trust and college privacy notices can be found here:  

https://www.hra.nhs.uk/information-about-patients/
mailto:DPO@gstt.nhs.uk
mailto:info-compliance@kcl.ac.uk
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GSTT: www.guysandstthomas.nhs.uk/research/patients/use-of-data.aspx 

KCL: www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-

use-of-personal-data-in-research 

Contact details of the research team 

Professor Richard Harding (Chief Investigator) – Richard.harding@kcl.ac.uk 

Lucy Coombes (PhD candidate) – lucy.coombes@kcl.ac.uk or 07867 785582 

Dr Debbie Braybrook (Research Associate) – Debbie.braybrook@kcl.ac.uk 

Thank you for reading this information and for considering our study.  

 

 

  

http://www.guysandstthomas.nhs.uk/research/patients/use-of-data.aspx
http://www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-use-of-personal-data-in-research
http://www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-use-of-personal-data-in-research
mailto:Richard.harding@kcl.ac.uk
mailto:lucy.coombes@kcl.ac.uk
mailto:Debbie.braybrook@kcl.ac.uk
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Information sheet child 5-7 years 
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Information sheet child 8-10 years 

 

 

 

A questionnaire for children and young people who have 
been unwell 

A leaflet that can be read aloud by a parent or carer 
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Who are we? 

Hello! We are researchers who want to find out whether you understand 

a questionnaire that we have made for children who are unwell. This 

leaflet will tell you all about our project. Please ask as many questions 

as you’d like.  

 

 

What is this project all about?  

We want to try and find out whether children understand our 

questionnaire about how they have been feeling when they are unwell.  

We also want to find out whether children like using our questionnaire, 

and that it includes everything that is important to them. 

 

What do we want to do?  

If you agree to talk to us, one of our research team will come to see you 

or video call you.  They will ask you to fill in the questionnaire and ask 

you about it as you fill it in.  Your grown-up (parent or carer) can be there 

too, if you want.  
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What would happen if I say yes to being part of this?  

We will come and see you in a place that you think would be best to talk. 

Or can talk on a video call. We will ask you to fill in the questionnaire 

with us and tell us what you think each question means. We will also ask 

you to tell us why you choose the answers you do. 

 

How would you do that?  

We would ask what you think and record what you say. We can use 

paper and pens to draw to help you think.  Or we can also use toys to 

help you think. You can ask your grown-ups to help you say what you 

want. 

 

Do I have to do this? 

It is up to you to choose whether you want to do this or not. You can tell 

your grown up what you want to do. They will also have to say if it is OK. 

If you get tired, we can stop. If you say no, then no-one will mind. It is up 

to you and nothing will be different if you say no.  

 

Can I change my mind?   

Yes, you can change your mind at any time and we can stop if you want 

to. We will also get rid of anything you have told us. 
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If when we meet you we become worried that you are very upset we 

may need to stop the interview, but we will always let your clinical team 

(doctor, nurses and team) know. 

 

What will happen to the things I tell you?  

We will not tell anyone that you took part in this. When we tell people 

what we have found, we will not tell them who it was that spoke to us.  

 

Can I take some time to decide?  

Yes, you can take your time, ask any grownups or friends what they 

think.  
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Information sheet child 11-15 years 

 

 

 

 

 

Do children and young people who are unwell understand a questionnaire 
about how they are feeling? 

 

This leaflet tells you about our research project. Please feel free to ask us any questions you 

have.  

Who are we?  

We are a team of researchers from King’s College London. 

Who can I contact if I have questions?  

If you have any questions you can ask your parent/carers or the study researchers. 

What is the project about?  

This project is trying to find out whether children and young people who are unwell 

understand our questionnaire about how they have been feeling.  

We want to find out whether you understand the questions, whether you like the way the 

questionnaire looks and whether we are asking the right questions. 

By finding this out we can try and ensure that the questionnaire is able to be used regularly 

so that care teams can make sure that any problems are addressed. 

What does taking part involve?  

If you decide to take part, one of our team will arrange a time and place to meet you that is 

most convenient for you, and where you would feel most comfortable to talk.. We can also 
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do this using video call. We would ask you to fill in the questionnaire and tell us what you 

think each question means.  We will also ask why you choose the answers you do. Your 

parent/carer can be with you if you would like. We will record the interview so that we can 

remember what you have said. 

Who has checked this study? 

This study has been checked to make sure that we work in a fair way. We have been told we 

can do this research by X ethics committee. 

How do I choose whether to take part?  

Please feel free to take your time deciding. You may want to talk to your care team, family or 

friends to help you decide. Choosing to say no will not affect anything for you.  

Can I change my mind? 

Yes.  If you decide you want to take part then you can change your mind at any time. You 

can also choose for us to remove any information about you from the study. If you change 

your mind and decide that you do not want to take part, nothing will change in the care that 

you get.  

If when we meet you we become worried that you are very upset we may need to stop the 

interview, but we will always let your clinical team (doctor, nurses and team) know. 

What happens to the information I give you? 

We will keep your name separate from any other information you give us. When we report 

what we find in this study (in reports and in presentations) we will be sure to remove any 

information that could be linked to you (like names, places, dates). We will not share 

anything that you say directly, but if we felt that you were in danger then we would let you 

know that we were planning to share that with a member of your care team.  
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Information sheet child 16-18 years 

 

 

 

 

 

Do children and young people who are unwell understand a questionnaire 
about how they are feeling? 

 

This leaflet tells you about our research project. Please feel free to ask us any questions you 

have?  

 

Who are we?  

We are a team of researchers from King’s College London.  Professor Richard Harding is 

leading this study.  

Who can I contact if I have questions?  

If you have any questions you can ask your parent/carers, the study researchers, our care 

team, or you can call Richard Harding on 0207 848 5518 or email him on 

richard.harding@kcl.ac.uk  

What is the project about?  

This project aims to find out whether children and young people who are unwell understand 

a questionnaire we have developed. The questionnaire will ask you about physical 

symptoms as well as questions about how you are feeling. 

We want to find out whether you understand the questions and like the way the 

questionnaire looks and whether we are asking the right questions.  

mailto:richard.harding@kcl.ac.uk
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By finding this out we can try and ensure that the questionnaire is able to be used regularly 

so that care teams can make sure that any problems are addressed. 

What does taking part involve?  

If you decide to take part, one of our team will arrange a time and place to meet you, for a 

one-off interview, in a place that is most comfortable for you to talk and most convenient for 

you. If you were recruited from an NHS site and travel is permitted, we can interview you at 

the site if you wish.  If you were recruited from a non-NHS site, then we will not be able to 

conduct interviews on their premises, but can choose another location convenient to you, 

such as your home. We can also do this using video call. We will ask you to complete a 

consent form before the interview starts, to ensure that you understand what the study is 

about. You will be provided with a countersigned copy of this after the interview. We would 

have a conversation with you while you fill in the questionnaire, asking you what each 

question means and why you chose the answers you did. Your parent/carer can be with you 

if you would like. We will audio record the interview. The interview should take about 1 hour. 

Who has checked this study? 

This study has been checked to make sure that we work in a fair way. We have been told we 

can do this research by Bloomsbury ethics committee. 

How do I choose whether to take part?  

Please feel free to take your time deciding. You may want to talk to your care team, family or 

friends to help you decide. If you chose not to, then nothing will change in your care – 

choosing to say no will not affect anything for you.  

Can I change my mind? 

If you do decide to take part, you can change your mind at any time before or during the 

interview. If you change your mind after the interview, we will only keep the minimal personal 

information needed to confirm why and when you withdrew, for audit purposes. If we have 

already presented and published data this cannot be removed. 

If during our interview the researcher becomes aware that you appear to be distressed and 

upset, either as a result of our questions, or for another reason that may not seem clear at 

the time, we will take steps to remedy that and may need to stop the interview, but we will 

always communicate with your clinical team.  If you would like your data withdrawn from the 
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study, then please contact the research team.  Our contact details can be found at the end 

of this information sheet. 

What happens to the information I give you? 

Either the team at the Cicely Saunders Institute, or their preferred supplier will type up the 

interview, removing any information that is identifiable such as dates, names, places and 

then when it is typed up, we will delete the audio recording within 12 months of the end of 

the study. If we send the files to our preferred supplier this will be sent securely as an 

encrypted file.  We will keep your name separate from any other information you give us. 

When we report what we found in this study (in reports, in presentations) we will be sure to 

remove any information that could be linked to you (like names, places, dates). We will not 

share anything that you say directly, but if we felt that you were in danger then we would let 

you know that we were planning to share that with a member of your care team.  

How to access results of this study? 

If you would like to access the results of this study when it is complete please contact a 

member of the research team (contact details are at the end of this information sheet). 

How will we use information about you? 

We will need to use information from you for this research project. This information will 

include your name, contact details and demographic data. People will use this information to 

do the research or to check your records to make sure that the research is being done 

properly. People who do not need to know who you are will not be able to see your name or 

contact details. Your data will have a code number instead. We will keep all information 

about you safe and secure.  

Once we have finished the study, we will keep some of the data so we can check the results. 

We will write our reports in a way that no-one can work out that you took part in the study. 

Your data will be kept for 8 years within King’s College London. Audio-recordings will be 

kept for 12 months after the end of the study.  No identifiable data will be shared outside of 

the research team. 

This study also forms part of a PhD project at King’s College London. 
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What are your choices about how your information is used? 

You can stop being part of the study at any time, without giving a reason, but we will keep 

information about you that we already have.  

We need to manage your records in specific ways for the research to be reliable. This 

means that we won’t be able to let you see or change the data we hold about you.  

 

Where can you find out more about how your information is used? 

You can find out more about how we use your information  

• at www.hra.nhs.uk/information-about-patients/ 

• by asking one of the research team 

• By contacting the data protection officer at King’s College London or Guy’s and St 
Thomas’ NHS Foundation Trust: 

• For GSTT: Nick Murphy-O'Kane, Contact: DPO@gstt.nhs.uk. 

• For KCL: Albert Chan, Contact: info-compliance@kcl.ac.uk 

Links to the Trust and college privacy notices can be found here:  

GSTT: www.guysandstthomas.nhs.uk/research/patients/use-of-data.aspx 

KCL: www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-

use-of-personal-data-in-research 

You can find out more about how we use your information by reading King’s College 

London’s core privacy notice at https://www.kcl.ac.uk/terms/privacy.aspx, or by contacting 

Albert Chan (the Data Protection Officer for King’s College London) on email at info-

compliance@kcl.ac.uk or telephone at 0207 848 7816. 

 

Contact details of the research team 

Professor Richard Harding (Chief Investigator) – Richard.harding@kcl.ac.uk 

Lucy Coombes (PhD candidate) – lucy.coombes@kcl.ac.uk or 07867 785582 

Dr Debbie Braybrook (Research Associate) – Debbie.braybrook@kcl.ac.uk  

https://www.hra.nhs.uk/information-about-patients/
mailto:DPO@gstt.nhs.uk
mailto:info-compliance@kcl.ac.uk
http://www.guysandstthomas.nhs.uk/research/patients/use-of-data.aspx
http://www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-use-of-personal-data-in-research
http://www.kcl.ac.uk/research/support/research-ethics/kings-college-london-statement-on-use-of-personal-data-in-research
https://www.kcl.ac.uk/terms/privacy.aspx
mailto:albert.chan@kcl.ac.uk
mailto:albert.chan@kcl.ac.uk
mailto:Richard.harding@kcl.ac.uk
mailto:lucy.coombes@kcl.ac.uk
mailto:Debbie.braybrook@kcl.ac.uk
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11.2 Appendix 2. Feedback from GOSH YPAG group on information sheets 

Member 1 

I have managed to have a little bit of a look at the information sheets. I definitely think they 
work well for each age group. Its hard to remember being that small but from what I can see 
the sheets for younger children seem very clear and the language is basic enough for 
smaller children to understand. I also really like that the one for older children (e.g 16-18) 
has quite a lot of detail in it as I know that if I was part of this study I would like to know a 
lot about it so I could really understand why it was being done and why these questions 
were being asked. An improvement could be a little box next to each piece of information 
on the younger age groups so they could maybe draw a smiley face to show that they 
understand what each point is saying. I think it would make the experience more fun for 
them so they are more likely to engage and also helps to make sure they understand why 
they are taking part in the study and so they understand what it going to happen to them. 
Hope this all makes sense!  
 

Member 2 

C-POS  16-18 y/o sheet feedback  

•Overall, sheets make sense and can understand.   

•Might be worth placing somewhere whether they can take part if do a video call but 
without the cameras on? Also I think some reassurance that they will audio record the 
interview as I know I’m quite self-conscious when it comes to hearing back my own voice 
(not that they would, but reassuring who will hear this – e.g researchers only, will be stored 
safely etc)  

•Some reassurance in terms of “danger” and letting the care team know, perhaps like “ but 
if we felt like you were in danger, then we would let you know that we were planning to 
share that with a member of your care team so you can get the best support for your 
health”  

•I skimmed over the compliance with legal requirements regarding the data, not too sure 
whether this can be presented in a more succinct manner? 

 

Member 3 

11-15 years 

1. I believe that the language used would fit perfectly fine for children of this age, but may 
need assistance from their parents.  

2. The questions are fine. I just believe they need to structure them in a better format. 

8-10 years 
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1.  I believe that the language used is ok, but the general feeling I feel would be quite 
confusing for an eight year old 

 

Member 4 

The C-pos Study Information Sheet - 5 to 7: 
The sheet is very clear and simple, 

 the pictures are interesting and fun while explaining what the text is about, It was easy to 

understand and simple too follow. I 

 think its very suitable for 5-7 year olds. 

 

 

The C-pos Study Information Sheet- 8 to 10: 
The font is a bit small and the writing is very bunched together and could be difficult to read.  

The questions are answered very clearly and an 8-10 year old would be able to understand. 

The pictures also make it more interesting and fun. 

 

 

The C-pos Study Information Sheet- 11 to 15: 

There is too much technical detail for the younger part of the age group.  

Perhaps a bigger font would make it less daunting to read. 

Member 5  

Comments on the information sheet for 16-18: 

•“Do children and young people who are been unwell understand a questionnaire about how 

they are feeling?” - a little too wordy, I needed to reread it a couple times before I 

understood what it meant. Also, the typo makes me unsure whether it's talking about people 

who have been unwell, or are currently unwell 

•On P6, “we work in a fair way” is a little too ambiguous - a more specific phrase, or a 

sentence of description could help 

•There are two ‘P6’s 

•The answer to the question “what happens to the information I give you” isn’t actually 

answering the question. It might need to be split into two questions, e.g. “what is my 

information used for” (and then talk about the reports/presentations) and “how is my 
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information kept private/safe” (as this later question seems to be what the written answer is 

actually answering). 

 

Member 6 

Comments on the information sheet for 16-18: 

I looked at the age 16-18 questionnaire and thought it was really good. I thought it was 

simple but also age appropriate and answered any questions I had. 

 

Member 7 

This was sent as the original document for 8-10 year olds.  It has the reviewers name on the 

track changes so the original cannot be shared. 
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11.3 Appendix 3. Social media post 

The main message will be as below, but exact wording may change dependent on response 

and demographic of previous respondents. 

 

 The C-POS team @CSI_KCL are looking for children and young 
people with life-limiting conditions and/or their parent/carers to take 
part in an interview to help test our new questionnaire. Please see 
details below if you are interested. #pedpc 
#patientandpublicinvolvement. 
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11.4 Appendix 4. Interview guide 

 

Interview Guide for Cognitive Interview 

Objective: To explore the cognitive processes used by respondents when reading, interpreting and 

responding to items on the C-POS. 

Consent and demographics: 

o Hi my name is ….  Thank you for agreeing to talk to me today. 
o Have you had a chance to read the information sheet about the study? 
o As the sheet says, we have developed a questionnaire asking about outcomes for parents/carers 

of children and young people with a serious illness.  The aim of this interview is to see if the 
questions are understood in the way we intended, and whether the way we have presented the 
answers is clear. It doesn’t matter if they are not, because we have time to improve the 
questions. What you tell us will help us to improve the questionnaire. 

o We are also keen to find out whether you think there are any important questions missing or 
any that aren’t relevant or useful.  There are no right or wrong answers to any of the questions. 

o We will be recording the interview and anything that you tell us is confidential.   
o If you want me to stop the interview or stop recording at any time, then just let me know.  It’s 

fine if you need to take a break or don’t want to continue. 
o Go through assent and/or consent forms and sign. (Ask consenting person to complete and 

return either photo/scanned copy or post paper copy). Please record conversation as separate 
audio-file. 

o Ask participant demographic questions (share screen and fill out separate sheet). 

Introduction to interview: 

o So, I’m going to show you some questions (either on the screen/on paper) and I would like you 
to read & answer them one at a time 

o We will stop and talk about each question before moving onto the next. 
o As you answer I’d like you to try to ‘think out loud’ as you read and answer the question.   
o Is it ok if we practice with a question first? I’ll demonstrate and then you can have a go.  
o [Demonstrate dummy question.] Either for: 

§ Children: ‘Can you tell me what you have in the room where you sleep?’ 
§ Adults/Young people: ‘How many windows do you have in your home?’ 

§ How about you try with the same question?  
o Remember to try to ‘think out loud’ as you read and answer the questions. 
o [Ask prompts as needed for dummy question.]  
o Thank them for responding and give feedback. 
o During the interview I will also ask you some more specific things about each question. 
o Apologies if the questions get repetitive 
o In this study we are less interested in your answers to the questions, but how you arrive at the 

answers – what you think the question means, and the things you were thinking about when you 
chose your answer.  There are no right or wrong answers. 
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o You can tell me any thoughts or views you might have about the questions as we go along. 
o Ask permission to start recording 

--------------------------------------------------- START RECORDING -------------------------------------------- 

General: 

o What were you thinking about when you answered that question? 
o (If there was any hesitation, follow-up) – You seemed to hesitate – can I ask what were you 

thinking about then? 

 

Comprehension: What does the respondent believe the question to be asking? 

o What does the question mean to you, in your own words? 
o What does the word/term XXXXXX mean to you? (Refer to corresponding sheet for flagged 

words, OR raise if certain words seem problematic) 
o How easy or difficult was it to understand this question? 
o (If problem) How would you change this question? 

 

Retrieval: Could they recall the information required by the question? Was the time frame 

suitable? 

o How easy or difficult was it to remember your/your child’s experience when answering this 
question? 

o Was it easy or difficult to think about [“the past week” / “yesterday or today”] when 
answering this question? 

o Would there be a different time period that would be easier to understand? 

 

Judgement: Is the respondent able to make an evaluation based on the information recalled? 

o How did you arrive at your answer to that question? 
o Was that easy or hard to arrive at your answer? Why do you say that? 
o How did you choose your answer? 
o How sure are you of the answer to this question? 

(NOTE: Consider using easier version for 8-12yrs and 13-18yrs if they struggle with a 5-point 

response format.) 

 

Response: Is the respondent able to map their internally generated answer to a response option? 

o How did you choose your answer to this question? 
o Was it hard or easy to select an answer from the options given? 
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o Did all options make sense for this question? 
o What do you think the difference is between (chosen option – e.g. “sometimes”) and (option 

next to it – e.g. “often”)? 
o If there are different response formats given – ask which format they preferred and why?  

Which was easiest to use? 

 

Other: 

o Is there anything else you would like to say about this question? / The questionnaire as a 
whole? 

o Did you find any of the questions upsetting? / embarrassing? / inappropriate? 
o Are there any questions that you would leave out of this questionnaire? 
o Are there any questions that you would add to this questionnaire? 

 

---------------------------------------------- THANKS + STOP RECORDING ------------------------------------- 
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Abstract  23 

Background 24 

There is no validated outcome measure for use in children’s palliative care outside 25 

sub-Saharan Africa. Stakeholders must be involved in the development of such 26 

measures to ensure face and content validity. 27 

Aim 28 

To gain expert stakeholder consensus on items for inclusion in a paediatric palliative 29 

care outcome measure to establish face and content validity.  30 

Design 31 

This study was conducted in three phases following Rothrock and COSMIN 32 

guidance on patient-reported outcome measure development. Phase 1: Three-round 33 

modified Delphi survey to establish consensus on priority items. Phase 2: A young 34 

person’s advisory group was consulted on priority outcomes. Phase 3: Item 35 

generation meeting with key stakeholders to develop initial measure versions. 36 

Setting and participants 37 

Delphi survey: Parents and professionals with experience of caring for a child with a 38 

life-limiting condition. Young persons's advisory group: young people age 10-20 39 

years. Item generation meeting: bereaved parents, academics and clinicans.  40 

Results 41 

Phase 1: Delphi survey (n=82). Ranking agreement increased from Kendall’s 42 

W=0.17 to W=0.61, indicating movement towards consensus. Agreement between 43 

professional and parent ranking was poor (Cohen’s kappa 0.13). Professionals were 44 

more likely to prioritise physical symptoms, whereas parents prioritised psychosocial 45 

and practical concerns. Phase 2: Children (n=22) prioritised items related to living a 46 

‘normal life’ in addition to items prioritised by adult participants. Phase 3: Five 47 

age/developmental stage appropriate child and proxy-reported versions of C-POS, 48 

containing 13 items, were drafted using the results from Phases 1 and 2 (n=22).  49 
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Conclusions 50 

This study highlights the importance and feasibility of involving key stakeholders in 51 

PROM item generation, as important differences were found in the priority outcomes 52 

identified by children, parents and professionals. 53 

Key words - Outcome assessment; Delphi survey; Public participation; Palliative 54 
Care; Children 55 

What is already known about this topic? 56 

• Children and young people with life-limiting and life-threatening conditions 57 

experience many inter-related symptoms, concerns and care priorities that 58 

require a holistic approach to care. 59 

• There is currently no validated patient-centred outcome measure (PCOM) for 60 

use in paediatric palliative care outside of sub-Saharan Africa. 61 

• Development of such a measure has repeatedly been highlighted as a clinical 62 

and research priority. 63 

What this paper adds 64 

• This study describes the item generation phase of the development of a novel 65 

PCOM with demonstrated face and content validity for use in paediatric 66 

palliative care (C-POS). 67 

• Involvement of key stakeholders in item generation has demonstrated 68 

important differences in the priority healthcare outcomes identified by children, 69 

parents and healthcare professionals in paediatric palliative care. 70 

• Five versions of C-POS have been developed that reflect variation in 71 

age/developmental stages of the target population and allow for proxy 72 

reporting if required. 73 

Implications for practice, theory or policy 74 

• A PCOM that considers psychosocial domains will support professionals to 75 

assess needs more holistically. 76 

• Further research is required to test C-POS cognitively and psychometrically 77 

prior to implementation.  78 
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Background  79 

It is estimated that each year 21 million children and young people worldwide 80 

(hereafter ‘children’) with life-limiting or life-threatening (‘life-limiting’) conditions 81 

require input from palliative care services1. Life-limiting conditions are those for 82 

which there is no hope of cure, and from which children will die. Life-threatening 83 

conditions are those for which curative treatment may be feasible, but may fail2. With 84 

advances in medical care, increasing numbers of children are living longer with life-85 

limiting conditions3, 4. Provision of children’s palliative care varies geographically, and 86 

increased prevalence of life-limiting conditions has not been met with an equivalent 87 

increase in healthcare resource allocation3, 5. Children with life-limiting conditions 88 

experience a multitude of inter-related symptoms, concerns and care priorities that 89 

impact on all aspects of daily life6. This requires a holistic, child-centred approach to 90 

care.  91 

A patient-reported outcome measure (PROM) is defined as a measure of a patient’s 92 

health status, elicited directly from the patient. Many palliative care patients, 93 

including children with life-limiting conditions, are too unwell or cognitively unable to 94 

self-report on their own health outcomes7. A measure which allows for proxy 95 

completion is required. Together PROMs and proxy-reported measures are termed 96 

patient-centred outcome measures (PCOMs)7, 8. The use of PCOMs in adult 97 

palliative care has been shown to improve service quality and promote patient-98 

centred care9, as well as lead to better symptom recognition, more discussion of 99 

quality of life and increased palliative care referrals7. PCOMs have been advocated 100 

for improving awareness of unmet need, understanding different models of care 101 

delivery and allowing national and international comparison10, 11.  102 

Evidence of the use of PCOMs in paediatric palliative care is lacking due to absence 103 

of a validated measure12. Development of a PCOM for use in this population has 104 

been repeatedly highlighted as a priority13-17. A psychometrically validated measure 105 

exists in sub-saharan Africa (recently adapted in Belgium) where the sample informing 106 

content validity predominantly had a HIV diagnosis18, 19 This measure was developed before 107 

current PCOM development guidance had been established 20, 21 . The Belgian version has 108 

undergone initial face and content validation but further psychometric data is not available22.  109 
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This study is part of a programme of work to develop the Children’s Palliative 110 

Outcome Scale (C-POS), a child-centred outcome measure for use in paediatric 111 

palliative care. This measure is being developed within the UK healthcare context, 112 

with  parallel processes to develop C-POS in other regions. Previous sequential 113 

outputs are two systematic reviews (establishing the need for a new PCOM12, 114 

identifying response formats and administration modes used in PCOMs for 115 

children23, 24) and primary qualitative data identifying symptoms, concerns and care 116 

priorities (the sample included children and young people, health and social care 117 

professionals, siblings, parents, and commissioners) 25, 26. This previous work has 118 

demonstrated that several versions of C-POS will be required to reflect the 119 

age/developmental stages of children with life-limiting conditions. The aims of the 120 

study presented here were to: gain expert stakeholder consensus on items to be 121 

included in C-POS; further enhance face and content validity and finalise initial 122 

versions of C-POS for cognitive testing.  123 

Methods  124 

C-POS is being developed following the Consensus-based Standards for the 125 

selection of health Measurement Instruments (COSMIN) and Rothrock guidance on 126 

PROM development21, 27, 28. This paper reports on a Delphi survey, engagement with 127 

a young person’s advisory group, and an item generation meeting. A flow chart of 128 

the study is shown in Figure 1. 129 

 130 

 131 

Figure 1 Study flow diagram 132 

 133 
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Phase 1 – Delphi Survey 134 

Study design 135 

A modified Delphi ranking survey was conducted and reported in accordance with 136 

CREDES, between November 2020 and February 202129. A typical ranking Delphi 137 

survey has three phases: a) ‘brainstorming’ – experts list items important for the area 138 

of interest, b) ‘narrowing down’  – items identified in step one are narrowed down 139 

and c) ‘ranking’ – experts rank the remaining items over multiple rounds, with the aim 140 

of reaching consensus30, 31. Our previous work identifying symptoms, concerns and 141 

care priorities for children with life-limiting conditions and their families served as the 142 

‘brain-storming’ phase25, 32. This paper reports on the ‘narrowing down’ and ‘ranking’ 143 

phases conducted using SmartSurveyTM. 144 

Study procedure 145 

COSMIN guidance on PROM development states that experts (including patients) 146 

should be included in measure development to ensure face and content validity 20. 147 

We included parents/carers (‘parents’) of children with life-limiting conditions as 148 

experts, and health and social care professionals (‘professionals’) to enhance validity 149 

and ensure clinical relevance. 150 

Eligibility criteria Professionals with >6 months experience of caring for children with 151 

life-limiting conditions; parents of children 0>18 years with a life-limiting condition; 152 

bereaved parents whose child (0>18 years) had died of a life-limiting condition 12-24 153 

months prior to consenting to participate.  154 

Recruitment Professionals were recruited via the Association of Paediatric Palliative 155 

Medicine (UK doctors, nurses and allied health professionals), social media (UK 156 

paediatric palliative care charities, and researcher and institute Twitter pages)  and 157 

the sites that participated in the previous qualitative study for this project 32. Parents 158 

were recruited via a UK a children’s palliative care charity, parents’ groups and social 159 

media. 160 

Data collection  161 

Round 1-‘Narrowing down’. The 42 outcomes identified from our previous work were 162 

presented in random order to each participant6. Participants were asked to select the 163 
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20 items most important for inclusion in C-POS, and to suggest any items they 164 

thought were missing. A free text box allowed participants to explain their choices. 165 

Rounds 2-3-‘Ranking’. Participants from the previous rounds were presented with 166 

the results in plain English terms. Participants were asked to rank the outcomes 167 

retained from round 1 in order of priority for inclusion in C-POS from most to least 168 

important. Items were presented in random order for the first ranking round and 169 

according to mean rank in subsequent rounds31. A free text box allowed participants 170 

to explain their rankings. Weekly reminder emails were sent to those who had not 171 

responded. Each round was open for 2-3 weeks. 172 

Data analysis  173 

Round 1-‘Narrowing down’. Items selected by >50% of participants were moved to 174 

the ranking rounds31. Data were analysed as a whole group, and separately for 175 

professionals and parents. New suggested items were compared with existing items 176 

and discussed by the research team and study steering group to gain expert 177 

consensus on whether they should be included in round two33, 34. The study steering 178 

group comprises parents whose child had died of a life-limiting condition, academics 179 

with expertise in PROM development, and professionals who care for children with 180 

life-limiting conditions.  The steering group is responsible for reviewing the progress, 181 

quality and delivery of the C-POS study. 182 

Rounds 2-3-’Ranking’. Kendall’s W coefficient of concordance and top half rank 183 

(percentage of participants who ranked items in their top 50%). Kendall’s W was 184 

interpreted as follows: weak<0.5, moderate 0.5-0.7, strong>0.730. Cohen’s kappa 185 

was used to determine agreement between parent and professional rankings. 186 

Stopping criteria. Data were analysed as per the previous round. If consensus was 187 

reached (Kendall’s W>0.7) then no further rounds would be undertaken.  188 

Data analysis was conducted using Stata (v16, StataCorp LLC, College Station, TX). 189 

Ethics and consent  190 

Ethical approval was obtained from King’s College London (MRSP-19/20-18826). 191 

Participants received written study information and completed a consent form at the 192 

beginning of each round. 193 
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Phase 2 – Young People’s Advisory Group 194 

The research team worked with a young person’s advisory group at a UK tertiary 195 

children’s hospital. The group comprised children and young people aged 10-21 196 

years with a life-limiting condition, siblings of children with life-limiting conditions or 197 

those interested in a career in healthcare or research. During a virtual advisory group 198 

meeting in March 2021 the group were given a short, age-appropriate presentation 199 

on the C-POS study aims and some simple definitions of outcome measures and 200 

life-limiting conditions. The group was then divided in two by age. Older 201 

representatives were asked to work independently to review  outcomes from those 202 

ranked during rounds two and three of the Delphi and choose their top 10 (Table 3 ). 203 

Younger representatives were asked to choose their top ten outcomes from this list 204 

as a group. Both groups were also asked to suggest names for the C-POS versions 205 

(as age bands to label measures is not appropriate in this population given common 206 

developmental delay). The groups facilitators led the session with support from a 207 

member of the research team. The intention was that working with the advisory 208 

group would strengthen and broaden the perspectives of children in the study and 209 

ensure children’s views continued to be considered in measure design.  210 

Representatives were providing patient and public involvement and thus ethical 211 

approval was not requried35. Involvement is reported in line with GRIPP2 (short-212 

form) guidance36. 213 

Phase 3 – Item generation meeting 214 

This consisted of a half-day virtual meeting with the C-POS steering group. The 215 

agenda was informed by previous PROM item generation meetings37. The meeting 216 

began with a presentation from the research team including: an overview of the 217 

study and the results from previous development work23, 25, 32, the Delphi survey, and 218 

findings on aspects of measure design (recall period, response format, 219 

administration mode) from our qualitative interviews. Discussion was led by the 220 

research team, starting with the construct to be measured and the corresponding 221 

overarching themes found in our interview study (physical symptoms, 222 

spiritual/existential, social/practical and emotional/psychological), followed by 223 

suggestions on potential wording of questions. Also discussed were priority items for 224 
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inclusion and aspects of measure design. After the item generation meeting, 225 

versions of C-POS were drafted for future cognitive and psychometric testing. 226 

Results  227 

Phase 1 Delphi survey 228 

Round 1 – narrowing down 229 

Eighty-two individuals participated (59 healthcare professionals, 23 parents/carers 230 

(one bereaved)). See Table 1. 231 

 232 

 233 

 234 

Table 1  Participant demographics: Delphi round 1 – ‘Narrowing down’  235 

Health and social care professionals (n=59) Parent/carers (n=23) 
Gender 
(male:female) 

8:50 (1 preferred not to 
answer) 

Gender (male:female) 0:23 

Profession 4 Counsellor/therapist 
16 Doctor  
4 Health care assistant 
32 Nurse 
1 Physiotherapist 
2 Social work 

Child’s diagnosis 1 Cancer 
3 Circulatory 
5 Congenital  
2 Genitourinary 
4 Metabolic 
8 Neurological  
 

Place of work 5 Community 
30 Hospice 
17 Hospital 
7 Multiple settings 

Child’s age in years 
(mean; range) 

8.9 (1-17) 

Experience in 
years (mean; 
range) 
 

11.8; (1-30) Ethnic background 4 mixed ethnic group 
23 white British 
(parent/carer) 
19 white British (child) 

 236 

Twenty-one outcomes were selected by >50% of participants. Two additional 237 

outcomes were selected by >50% of the professional group, and three by the 238 

parent/carer group (Table 2). Twenty-three suggestions were made for additional 239 

outcomes. Most suggestions were thought to be incorporated in existing outcomes, 240 

except for one regarding siblings (suggested by 22% of parent participants).  241 
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Table 2 Results Delphi round 1 – ‘Narrowing down’ 242 

Outcome  
 Overall 

(n=82) 
Parent/carer 
(n=23) 

HSCPs 
(n=59) 

Pain* 73 (89.0) 18 (78.3) 55 (93.2) 
Having sufficient support from health and 
social care professionals* 

70 (85.4) 19 (82.6) 51 (86.4) 

Reducing the impact of illness on family 
life/burden of care* 

68 (82.9) 22 (95.7) 46 (78.0) 

Child being able to do things they enjoy* 68 (82.9) 22 (95.7) 46 (78.0) 
Ability to live life to the fullest* 67 (81.7)  22 (95.7) 45 (76.3) 
Breathing and respiratory difficulties* 63 (76.8) 14 (60.9) 49 (83.1) 
Tiredness or fatigue* 62 (75.6) 19 (82.6) 43 (72.9) 
Emotional impact of illness* 59 (72.0) 20 (87.0) 39 (66.1) 
Being able to maintain relationships with 
peers* 

59 (72.0) 19 (82.6) 40 (67.8) 

Being supported/enabled to express 
emotions and feelings* 

57 (69.5) 17 (73.9) 40 (67.8) 

Having a plan for future care* 55 (67.1) 19 (82.6) 36 (61.0) 
Being able to take part in memory making 
opportunities* 

54 (65.9) 19 (82.6) 35 (59.3) 

Having as much information as needed* 54 (65.9) 17 (73.9) 37 (62.7) 
Sleeping difficulties* 53 (64.6) 12 (52.2) 41 (69.5) 
Nausea and/or vomiting* 52 (63.4) 10 (43.5) 42 (71.2) 
Having psychological needs met* 49 (59.8) 16 (69.6) 33 (55.9) 
Having social support needs addressed* 48 (58.5) 18 (78.3) 30 (50.9) 
Being able to access and undertake 
education* 

48 (58.5) 11 (47.8) 37 (62.7) 

Seizures* 45 (54.9) 10 (43.5) 35 (59.3) 
Dystonia/muscle spasm* 43 (52.4) 8 (34.8) 35 (59.3) 
Changes to physical function* 42 (51.2) 8 (34.8) 34 (57.6) 
Setting and achieving life goals* 40 (48.8) 13 (56.5) 27 (45.8) 
Financial burden of care* 38 (46.3) 19 (82.6) 19 (32.2) 
Agitation* 37 (45.1) 4 (17.4) 33 (55.9) 
Bowel problems* 37 (45.1) 6 (26.1) 31 (52.5) 
Changes to appetite and/or eating 33 (40.2) 7 (30.4) 26 (44.1) 
Changes in physical appearance 27 (32.9) 3 (13.0) 24 (40.7) 
Having spiritual needs met 26 (31.7) 2 (8.7) 24 (40.7) 
Changes in behaviour 25 (30.5) 9 (39.1) 16 (27.1) 
Infections and/or impaired immunity* 25 (30.5) 12 (52.2) 13 (27.1) 
Impact of illness on cognition 24 (29.3) 9 (39.1) 15 (25.4) 
Having cultural needs addressed 21 (25.6) 0  21 (35.6) 
Having religious and faith needs met 16 (19.5) 0  16 (27.1) 
Cough 16 (19.5) 3 (13.0) 13 (22.0) 
Changes in consciousness 15 (18.3) 3 (13.0) 12 (20.3) 
Changes to self-outlook 14 (17.1) 5 (21.7) 9 (15.3) 
Skin concerns 13 (15.9) 4 (17.4) 9 (15.3) 
Weight changes 10 (12.2) 5 (21.7) 5 (8.5) 
Opportunity to explore the meaning of life 9 (11.0) 4 (17.4) 5 (8.5) 
Being able to leave a legacy 6 (7.3) 4 (17.4) 2 (3.4) 
Low blood counts  5 (6.1) 4 (17.4) 1 (1.7) 
Fertility concerns 4 (4.9) 1 (0.2) 3 (5.1) 
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* = items moved to ranking rounds (n=27) 243 

Round 2–‘Ranking’ round phase i 244 

Sixty individuals (47 professionals; 13 parents) participated in ranking the 27 245 

retained items. See supplementary table 2 for demographics. There was weak 246 

overall agreement on ranking (W=0.12). There was also weak agreement between 247 

parents’ rankings alone (W=0.16) and professionals alone (W=0.21). Cohen’s kappa 248 

between parents and professionals was 0.08 (Table 3). 249 

 250 

 251 
Table 3 Delphi results round 2 – ranking phase i 252 

Outcome (n=27) Overall median 
rank (% ranking 
in top 50%) 
(n=60) 

Parent median 
rank (% ranking 
in top 50%) 
(n=13) 

HSCP median 
ranking (% 
ranking in top 
50%) (n=47) 

Pain 5.5 (88.3) 7 (84.6) 1 (89.4) 
Ability to live life to the 
fullest 

6.5 (66.7) 5 (76.9) 5 (63.8) 

Breathing and respiratory 
difficulties 

7 (80.0) 12 (69.2) 2 (83.0) 

Child/young person being 
able to do things they enjoy 

8 (73.3) 6 (69.2) 3 (74.5) 

Having sufficient support 
from health and social care 
professionals 

9 (68.3) 9 (76.9) 6 (66.0) 

Having a plan for future care 9.5 (68.3) 14 (61.5) 4 (70.2) 
Dystonia/muscle spasms 11.5(60.0) 18 (38.5) 9 (66.0) 
Being supported/enabled to 
express emotions and 
feelings 

12 (58.3) 11 (53.8) 10 (59.8) 

Sleeping difficulties 12.5 (58.3) 12 (76.9) 12 (53.2) 
Setting and achieving life 
goals 

12.5(50.0) 13 (53.8) 19 (48.9) 

Having psychological needs 
met 

12.5 (53.3) 9 (61.5) 16 (51.1) 

Nausea and vomiting 13 (58.3) 19 (23.1) 7 (68.1) 
Tiredness or fatigue 13.5 (56.7) 14 (61.5) 11 (55.3) 
Reducing the impact of 
illness on family life/care 
burden 

13.5 (53.3) 14 (53.8) 15 (53.2) 

Emotional impact of illness 14 (55.0) 11 (53.8) 14 (55.5) 
Seizures 14 (56.7) 14 (46.1) 8 (59.6) 
Agitation 15.5 (51.2) 20 (15.4) 13 (61.7) 
Siblings being supported 
and having their needs met 

16(38.3) 14 (61.5) 21 (31.9) 

Changes to physical 
function 

16.5 (41.2) 14 (53.8) 20 (38.3) 
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Bowel problems 17 (43.3) 19 (23.1) 18 (48.9) 
Having as much information 
as needed 

17 (48.3) 17 (46.2) 17 (48.9) 

Being able to maintain 
relationships with peers 

18 (36.7) 15 (46.2) 23 (34.0) 

Being able to take part in 
memory making 
opportunities 

19.5 (33.3) 20 (30.8) 22 (34.0) 

Financial burden of care 20 (25.0) 15 (46.2) 25 (19.1) 
Infections and/or impaired 
immunity 

20 (26.7) 19 (38.5) 24 (23.4) 

Having social support needs 
addressed 

20.5 (23.3) 17 (38.5) 26 (19.1) 

Being able to access and 
undertake education 

22.5 (26.7) 22 (38.5) 27 (59.6) 

Kendall’s W 0.1671  0.1595  0.2053 
 253 

Round 3–‘Ranking’ round phase ii 254 

Thirty individuals participated in round 3 (26 professionals; 4 parents) and the 27 255 

items ranked in the previous round were ranked again. See supplementary table 3 256 

for demographics. Overall, agreement between participants was moderate (W=0.61). 257 

There was also moderate agreement between the professional group alone 258 

(W=0.68) and parent group alone (W=0.64). Cohen’s kappa between parent and 259 

professionals =0.13 (poor agreement) (Table 4). 260 

As Kendall’s W had increased from weak to moderate agreement the decision was 261 

taken to stop the study at this point due to concerns regarding potential gain and 262 

feasibility of conducting another round. 263 

Phase 2- Younger Person’s Advisory Group Meeting 264 

Twenty-two children (17 female; 6 male) aged 10-21 years attended the meeting. 265 

The responses given by two groups are shown in Table 4. Both groups suggested 266 

naming the C-POS versions after planets to avoid any stigma using chronological 267 

age. Measure selection will be dependent on developmental stage.268 
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Table 4 Delphi results round 3 – ‘Ranking’ round phase ii 269 

Outcome  Overall median 
rank (% ranking in 
top 50%) (n=30) 

Parent median 
rank (% ranking 
in top 50%) (n=4) 

HSCP median 
rank (% ranking 
in top 50%) 
(n=26) 

Times identified in top 5 by 
older patient and public 
involvement (11 
representatives) 

Item identified by 
younger patient and 
public involvement in 
overall top 13 (11 
representatives) 

Pain 1 (90.0) 9.5 (50.0) 1 (96.2) 7 Yes 
Ability to live life to the fullest 2 (96.7) 1.5 (100) 2.5 (96.2) 3 Yes 

Breathing and respiratory difficulties 3 (96.7) 6.5 (100) 3 (96.2) 2 Yes 

Child/young person being able to do 
things they enjoy 

4 (96.7) 4 (100) 4 (96.2) 5 Yes 

Having sufficient support from 
HSCPs 

5 (93.3) 5.5 (75) 5 (92.3) 3 No 

Having a plan for future care 6 (90.0) 9.5 (25) 6 (92.3) 1 No 

Dystonia/muscle spasms 8 (76.7) 20 (25) 7 (84.6) 0 No 

Being supported/enabled to express 
emotions & feelings 

9 (80.0) 8 (100) 9.5 (76.9) 2 No 

Sleeping difficulties 10.5 (86.7) 10.5 (75) 10.5 (88.5) 3 No 

Having psychological needs met 10.5 (76.7) 9.5 (100) 11 (73.1) 5 No 

Nausea and vomiting 12 (76.7)  17 (50) 11.5 (80.8) 1 Yes 

Setting and achieving life goals 12 (73.3) 8.5 (100) 12 (69.2) 1 No 

Tiredness or fatigue 13 (80.0) 5.5 (100) 13 (76.9) 3 No 

Reducing the impact of illness on 
family life/care burden 

14.5 (50.0) 13.5 (75) 15.5 (46.2) 2 Yes 

Agitation 16 (36.7)  20 (0) 16 (42.3) 0 No 

Seizures 16 (36.7)  16.5 (0) 16 (42.3) 0 Yes 

Emotional impact of illness 16 (23.3)  10.5 (75) 17 (15.4) 3 Yes 

Siblings being supported and 
having their needs met 

18 (16.7)  22 (0) 18 (19.2) 0 No 

 14 

Changes to physical function 19 (16.7) 10.5 (75) 19 (7.7) 2 Yes 

Having as much information as 
needed 

20 (13.3) 20.5 (0) 20 (15.4) 0 No 

Bowel problems 20.5 (23.3) 20.5 (0) 20.5 (26.9) 0 No 

Being able to maintain relationships 
with peers 

22 (13.3) 22 (0) 22 (15.4) 5 Yes 

Being able to take part in memory 
making opportunities 

23 (13.3) 16 (25) 23 (11.5) 0 Yes 

Infections and/or impaired immunity 24 (6.7) 20.5 (25) 24 (3.8) 1 No 

Financial burden of care 25 (20.0) 24.5 (25) 25 (19.2) 0 No 

Having social support needs 
addressed 

26 (10.0) 21.5 (25) 26 (7.7) 0 No 

Being able to access and undertake 
education 

27 (6.7) 23.5 (0) 27 (7.7) 1 Yes 

Kendall’s W W=0.61  W=0.68  W = 0.64  - - 
270 
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Phase 3 – Item generation meeting 271 

Twenty-two members attended the item generation meeting – nine paediatric 272 

palliative care clinicians, six research team members, five clinical academics with 273 

expertise in PCOM development and two bereaved parents. After the initial 274 

presentations, each domain from our qualitative interview study was discussed and 275 

potential C-POS items were mapped onto these26, 38. Previous work had suggested 276 

children’s care priorities differed from parents, particularly regarding practical 277 

aspects of care. It was agreed that C-POS would have self-report items regarding 278 

children’s symptoms and concerns, and separate questions for parents to answer 279 

regarding family concerns32. It was further agreed that there would be proxy versions 280 

of the measure for parents to answer on behalf of their child if they were unable to 281 

respond themselves. Proxy versions would contain the same items as the self-report 282 

versions.  283 

Five versions of the measure were drafted, each with eight questions about the child 284 

and five about the family: (1) parent/carer of child<2 years, (2) parent/carer of 285 

child≥2 years, (3) child 5-7, (4) 8-12 and (5) 13-18 years (or cognitive equivalent). 286 

The number of items was informed by previous work which suggested that children 287 

should have 10 items or fewer to respond to24. These versions were named after 288 

planets, as suggested by the young person’s advisory group. Items were the same 289 

across versions but were worded differently in consideration of age/developmental 290 

stage. For example, using the term ‘hurt’ rather than ‘pain’. Recall period and 291 

response format were based on previous evidence, with shorter recall and a 3-point 292 

Likert scale for younger/less cognitively able children, and a longer recall and 5-point 293 

Likert scale for older/more cognitively able children23, 24. The Likert scales on the 294 

child versions were anchored with emojis. Table 5 shows domains and agreed items 295 

for C-POS.  296 

Due to the number and heterogeneity of life-limiting conditions39, ensuring suitability 297 

of all items for the entire population proved challenging. Several physical symptoms 298 

(e.g., dystonia and breathing difficulties) were prioritised in the Delphi survey, but not 299 

all children with life-limiting conditions experience these. Only pain was common 300 

across the population. Hence a decision was taken to have a generic question 301 

regarding symptoms other than pain. The item regarding siblings was not relevant to 302 
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all families, so a question regarding the impact of the child’s condition on the family 303 

was worded to incorporate relevant family members.  304 

Table 5  Mapping of C-POS items onto domains from previous qualitative interview study 305 
and systematic review6, 38 306 

Child symptom and concern items (self-reported or proxy-reported) 

Domain Question item 

Physical Pain 

Other symptoms 

Social and practical Being able to ask questions 

Being able to undertake usual activities 

Emotional and psychological Worry 

Sharing feelings 

Being able to do things you enjoy 

Spiritual/existential Being able to do things you enjoy 

Living life to the fullest 

Parent/carer items 

Physical Getting enough sleep 

Social/practical Access to information about child’s condition 

Support needed to care for child 

Support to plan for future care 

Emotional/psychological Impact of child’s condition on family 

Spiritual/existential Support to plan future care 

 307 

Discussion  308 

This paper reports on the development of the first parent-proxy and 309 

age/developmental stage appropriate child versions of an outcome measure for 310 

children with life-limiting conditions and their families outside of sub-Saharan Africa21, 311 

28. The Delphi survey, young person’s advisory group, and item generation meeting 312 

have together established face and content validity of the proposed C-POS. This 313 

research ensures that the proposed items to undergo further psychometric testing 314 

reflect the construct we intend to measure, i.e., priority multidimensional palliative 315 
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care outcomes for children with a range of life-limiting conditions, their families and 316 

the professionals caring for them. Importantly, C-POS items capture all domains 317 

covered in the World Health Organisation’s definition of paediatric palliative care40.  318 

Parent and professional Delphi rankings contained many similarities, but there were 319 

some differences, resulting in low inter-relater reliability between the two groups. 320 

Professionals were more likely to prioritise physical symptoms such as pain, 321 

respiratory difficulties and dystonia. Parents were more likely to prioritise 322 

psychosocial concerns such as memory making and the emotional impact of a life-323 

limiting condition. Parents were also more likely to prioritise their child’s physical 324 

function, possibly because these impact family care burden as well as participation in 325 

activities outside the home, some of which are important to siblings. While many 326 

elements of palliative care are important to both professionals and parents41, some 327 

studies indicate that professionals put greater emphasis on physical well-being42. 328 

The final C-POS versions address these differences by incorporating items that were 329 

highlighted as a priority by either and both stakeholder groups. 330 

Consultation with members of the young person’s advisory group identified 331 

similarities between the Delphi results and the selection of priority items by adult 332 

participants, particularly in relation to managing physical symptoms such as pain, 333 

being able to live life to the fullest and undertake activities that provide enjoyment. 334 

However, the group also identified the importance of being able to access education 335 

and maintain peer relations. These items were not ranked in the top 50% by parents 336 

or professionals. This finding corroborates previous research that identified the 337 

importance of addressing not only physical needs but also supporting pursuit of 338 

activities which are part of normalcy for children32, 43-45. Input from the group 339 

informed the C-POS item regarding ability to undertake usual activities. It also 340 

highlights the importance of input from all stakeholder groups in the development of 341 

PCOMs. The involvement of children and young people affirms that it is both 342 

possible and vital for children to have the opportunity to participate in the 343 

development of PCOMs intended for their use, and not rely on proxy reporting 344 

alone46, 47. 345 
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What this study adds 346 

Our robust, sequential approach to the development of C-POS has ensured that 347 

items are an accurate reflection of the outcomes that are important to children with 348 

life-limiting conditions and their families27. Involving professionals in the measure 349 

development process has helped raise awareness of the development of C-POS and 350 

the use of PCOMs in clinical practice. Evidence shows that healthcare professionals 351 

need more education on the use and implementation of PCOMs in clinical practice, 352 

and suggests that engaging professionals in measure development processes 353 

should help to achieve this48.  354 

Strengths and limitations 355 

The C-POS development process follows outcome measure development guidance 356 

from COSMIN and Rothrock21, 27. This has ensured that by involving key 357 

stakeholders C-POS has excellent face and content validity for the construct being 358 

measured, the target population and context of use28. Delphi participants were 359 

recruited from across three of the four UK nations, and from multiple regions in 360 

England. There is geographical variation in UK paediatric palliative care service 361 

provision, and widespread recruitment allowed for differences in priority based on 362 

provision to be accounted for5. We recruited a relatively large number of participants, 363 

with many Delphi surveys recruiting less than 50 participants49.  364 

The lack of ethnic diversity of parents recruited to the Delphi survey is not reflective 365 

of the population of children who require palliative care in the UK. Those from Asian, 366 

Black and Bangladeshi backgrounds are more likely to have life-limiting conditions4. 367 

Our parent participants all identified as white British, with four saying their child was 368 

of mixed ethnic group. Future research should focus on ways to increase ethnic 369 

diversity in paediatric palliative care research, and we will seek to recruit participants 370 

from minoritised groups in future C-POS validation work. All of our parent 371 

participants were female and this is consistent with much of paediatric palliative care 372 

research, i.e. fathers are often under-represented50. 373 

By round 3 of the Delphi survey only 36.5% of original participants responded. This 374 

attrition rate is similar to other Delphi surveys in paediatric palliative care where 375 

parents and professionals were included as participants16. In our study, attrition was 376 

particularly high in parents, with parents forming 15% of the sample in round 3. This 377 
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can be attributed to two national COVID-19 pandemic lockdowns during recruitment. 378 

These lockdowns led to loss of vital social support and disruption to essential 379 

healthcare services, placing additional care burden on families of children with life-380 

limiting conditions51. As a result of attrition and concerns about the feasibility of a 381 

further round and potential gain, it was decided to stop the Delphi survey before 382 

reaching the predetermined criteria (W>0.7)30. There is no uniform definition for 383 

consensus in Delphi surveys. Although achieving W>0.7 is often used as a stopping 384 

criterion, most ranking-type Delphi’s report a moderate final consensus rate (W=0.5-385 

0.7)31, 49. Our Kendall’s W coefficient of concordance increased from weak to 386 

moderate between rounds 2 and 3, suggesting a move towards consensus. The 387 

increase in proportion of health care professionals in the final ranking round could 388 

potentially have contributed to this increase in consensus. 389 

Next steps 390 

Further research is required to demonstrate the comprehensiveness, 391 

comprehensibility and acceptability of C-POS using cognitive interviews, followed by 392 

psychometric testing.  393 

Conclusions  394 

C-POS has undergone a robust development process using accepted 395 

methodological guidance on PROM development. This has ensured items within the 396 

measure reflect the construct set out to be measured, and that they have face and 397 

content validity within the target population. Important differences were found in 398 

priority outcomes identified by different stakeholder groups, highlighting the 399 

importance of involving all key stakeholders in PCOM development. 400 
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